


NHS FRAMEWORK AGREEMENT FOR THE SUPPLY OF GOODS AND THE PROVISION OF SERVICES (HOMECARE MEDICINES)
	The Authority
	Yorkshire & Humber NHS Pharmaceuticals Purchasing Consortium, c/o Leeds Teaching Hospitals NHS Trust


	The Supplier
	[Insert name, address and, where applicable, the company number of the Supplier]

	Date
	[Insert date when signed by both parties]

	Type of Goods and Services
	Low/Mid Tech Homecare Medicines Services Framework Agreement




[bookmark: DocXTextRef1][bookmark: DocXTextRef2]This Framework Agreement is made on the date set out above subject to the terms set out in the schedules and appendix listed below (“Schedules”). The Authority and the Supplier undertake to comply with the provisions of the Schedules in the performance of this Framework Agreement. 
The Definitions in Schedule 4 apply to the use of all capitalised terms in this Framework Agreement. 
Schedules
	Schedule 1
	Key Provisions 

	Schedule 2
	General Terms and Conditions

	Schedule 3
	Information and Data Provisions

	Schedule 4
	Definitions and Interpretations

	Schedule 5
	Specification and Tender Response Document

	Schedule 6
	Commercial Schedule

	Schedule 7
	Ordering Procedure, Award Criteria and Order Form

	Appendix A
	Call-off Terms and Conditions for the Supply of Goods and the Provision of Services (Homecare Medicines)





[bookmark: _Hlk129859684]Name, Designation, Date & Signature of the authorised representative of THE AUTHORITY





















Name, Designation, Date & Signature of the authorised representative of THE SUPPLIER






















[bookmark: _Hlk147612222]Yorkshire and Humber NHS Pharmaceuticals Purchasing Consortium
Low/Mid Tech Homecare Medicines Service Framework Agreement
Tender Ref: C190863


NHS Framework Agreement for the Supply of Goods and the Provision of Services (Homecare Medicines-YHPPC) 
[bookmark: _Ref318785210]
Key Provisions
Standard Key Provisions
[bookmark: _Ref358208654][bookmark: _Ref322938727]Application of the Key Provisions
[bookmark: _Ref441065706]The standard Key Provisions at Clauses 1 to 8 of this Schedule 1 shall apply to this Framework Agreement. 
[bookmark: _Ref441065707]The optional Key Provisions at Clauses 9 to 11 of this Schedule 1 shall only apply to this Framework Agreement where they have been checked and information completed as applicable. 
[bookmark: _Ref441065708]Extra Key Provisions shall apply to this Framework Agreement where such provisions are set out at the end of this Schedule 1. 
[bookmark: _Ref441065709]Term
[bookmark: _Ref441065710]The Initial Term of this Framework Agreement shall be 2 years from the Commencement Date and may be extended in accordance with Clause 15.2 of Schedule 2 provided that the duration of this Framework Agreement shall be no longer than 4 years in total. 
[bookmark: _Ref441065711][bookmark: _Ref322940726]Contract Managers
[bookmark: _Ref441065712]The Contract Managers at the commencement of this Framework Agreement are:
[bookmark: _Ref441065713]for the Authority:
Jennifer Bestford - Regional Homecare Specialist
[bookmark: _Ref361134461]for the Supplier:
[insert name and role].
[bookmark: _Ref441065714][bookmark: _Ref327440623]Names and addresses for notices
[bookmark: _Ref441065715]Notices served under this Framework Agreement are to be delivered to:
[bookmark: _Ref441065716]for the Authority:
Jennifer Bestford, via e-Procurement system (Atamis)
YHPPC, c/o Leeds Teaching Hospitals NHS Trust, Moor House, 125 Moor Road, Hunslet, Leeds, LS10 2JQ
[bookmark: _Ref361134386]for the Supplier:
[complete name and/or role and address].
[bookmark: _Ref441065717][bookmark: _Ref318787051][bookmark: _Ref318698498][bookmark: _Ref286215061]Management and escalation levels for dispute resolution
[bookmark: _Ref361134683]The management levels at which a Dispute may be dealt with as referred to as part of the Dispute Resolution Procedure are as follows:
 
	Level
	Authority representative
	Supplier representative

	1
	Jennifer Bestford - Regional Homecare Specialist
	[Contract Manager]

	2
	Amanda Stephenson - Regional Pharmacy Procurement Team Manager
	[insert role]

	3
	David Allwood - Regional Pharmacy Procurement Specialist
	[insert role]


[bookmark: _Ref358208666]Order of precedence
[bookmark: _Ref441065718]Subject always to Clause 1.10 of Schedule 4, should there be a conflict between any other parts of this Framework Agreement the order of priority for construction purposes shall be:
[bookmark: _Ref441065719]the provisions on the front page of this NHS Framework Agreement for the Supply of Goods and the Provision of Services; 
Schedule 1: Key Provisions and Extra Key Provisions;
Schedule 5: Specification and Tender Response Document (but only in respect of the Authority’s requirements);
Schedule 2: General Terms and Conditions;
Schedule 6: Commercial Schedule;
Schedule 3: Information Governance Provisions;
Schedule 4: Definitions and Interpretations;
[bookmark: _Ref441065726][bookmark: DocXTextRef3]the order in which all subsequent schedules, if any, appear; and
[bookmark: _Ref441065727]any other documentation forming part of the Framework Agreement in the date order in which such documentation was created with the more recent documentation taking precedence over older documentation to the extent only of any conflict. 
[bookmark: _Ref4755502][bookmark: DocXTextRef4][bookmark: DocXTextRef5][bookmark: DocXTextRef6]For the avoidance of doubt, the Specification and Tender Response Document shall include, without limitation, the Authority’s requirements in the form of its specification and other statements and requirements, the Supplier’s responses, proposals and/or method statements to meet those requirements, and any clarifications to the Supplier’s responses, proposals and/or method statements as included as part of Schedule 5.  Should there be a conflict between these parts of the Specification and Tender Response Document, the order of priority for construction purposes shall be (1) The Authority’s requirements; (2) any clarification to the Supplier’s responses, proposals and/or method statements, and (3) the Supplier’s responses proposals and/or method statements. 
Participating Authorities
[bookmark: _Ref441065728]The following Contracting Authorities are entitled to place Orders:
NHS England » NHS provider directory
YHPPC member organisations are eligible to access this framework agreement form the commencement of the contract
(a) Airedale NHS Foundation Trust
(b) Barnsley Hospital NHS Foundation Trust
(c) Bradford Teaching Hospitals NHS Foundation Trust
(d) Bradford District Care NHS Foundation Trust
(e) Calderdale & Huddersfield NHS Foundation Trust
(f) Doncaster & Bassetlaw NHS Foundation Trust
(g) Harrogate & District NHS Foundation Trust
(h) Hull University Teaching Hospitals NHS Trust
(i) Leeds & York Partnerships NHS Foundation Trust
(j) Leeds Teaching Hospitals NHS Trust
(k) Mid Yorkshire NHS Trust
(l) Northern Lincolnshire & Goole NHS Foundation Trust
(m) The Rotherham NHS Foundation Trust
(n) Rotherham Doncaster and South Humber NHS Foundation Trust
(o) Sheffield Children’s Hospital NHS Foundation Trust
(p) Sheffield Teaching Hospitals NHS Foundation Trust
(q) Sheffield Health & Social Care NHS Foundation Trust
(r) South West Yorkshire Partnerships NHS Foundation Trust
(s) Humber Teaching Hospitals NHS Foundation Trust
(t) York & Scarborough Teaching Hospitals NHS Foundation Trust

This Agreement will include and be for the benefit of publicly funded (both wholly and partially funded) entities in the United Kingdom, including Northern Ireland, Scotland, Wales and England. This will include but is not limited to:  Acute; (including their third party providers); Ambulance; Mental Health; Integrated Care Boards (ICB’s); Health and Care Trusts; Area Teams; Local Authorities and Special Health Authorities; HSC in Northern Ireland; NHS Scotland and NHS Wales, including any successor or emerging organisations, which will include but is not limited to the emerging landscape of combined health and social care commissioners and providers.  
The following links identify specific organisations
· NHS England » NHS provider directory
· NHS trusts: Find a hospital - NHS (www.nhs.uk)
· Integrated Care Board: https://www.nhs.uk/nhs-services/find-your-local-integrated-care-board
· Local Authorities: List of councils (publishing.service.gov.uk)
· HSC in Northern Ireland: http://online.hscni.net/other-hsc-organisations
· NHS Scotland: http://www.scot.nhs.uk/organisations/
· NHS Wales: http://www.wales.nhs.uk/ourservices/directory
For the avoidance of doubt, any successor bodies of any of the above entities shall be entitled to place Orders, subject to prior approval by the Authority and shall be deemed Participating Authorities for the purposes of this Framework Agreement. 
Access to the Agreement is subject to approval via the Authority. No organisation should be provided access to the resulting pricing without prior agreement of YHPPC and may be subject to the issue of mini competitions.
Access can be via two routes, 
becoming additional members to the YHPPC
non-member organisations utilising Activity Based Income (ABI) pricing structures. 
[bookmark: _Ref81479859]Net Zero and Social Value Commitments
[bookmark: _Ref93088132][bookmark: _Ref92988842]	Supplier carbon reduction plans and reporting
1.1 [bookmark: _Ref92988567]The Supplier shall put in place, maintain and implement a board approved, publicly available, carbon reduction plan in accordance with the requirements and timescales set out in the NHS Net Zero Supplier Roadmap (see Greener NHS »Suppliers (england.nhs.uk) (https://www.england.nhs.uk/greenernhs/get-involved/suppliers/)), as may be updated from time to time.
1.2 [bookmark: _Ref94010509]A supplier assessment for benchmarking and reporting progress against the requirements detailed in the Net Zero Supplier Roadmap will be available in 2023 (“Evergreen Supplier Assessment”). The Supplier shall report its progress through published progress reports and continued carbon emissions reporting through the Evergreen Supplier Assessment once this becomes available and as may be updated from time to time.
1.3 [bookmark: _Ref93068409][bookmark: _Ref109383237]The Supplier has appointed [insert Supplier CEO, relevant Supplier board member or senior director] (“Supplier Net Zero Corporate Champion”) who shall be responsible for overseeing the Supplier’s compliance with Clauses 8.1 and 8.2 of this Schedule 1 and any net zero requirements forming part of any Contracts. Without prejudice to the Authority’s other rights and remedies under this Framework Agreement, if the Supplier fails to comply with Clauses 8.1 and 8.2 of this Schedule 1, the Authority may escalate such failure to the Supplier Net Zero Corporate Champion who shall within ten (10) Business Days of such escalation confirm in writing to the Authority the steps (with associated timescales) that the Supplier will be taking to remedy such failure. The Supplier shall then remedy such failure by taking such confirmed steps by such timescales (and by taking any other reasonable additional steps that may become necessary) to ensure that such failure is remedied by the earliest date reasonably possible.
[bookmark: _Ref92991291]Net zero and social value in the delivery of the contract
1.4 [bookmark: _Ref92991288]The Supplier shall deliver its net zero and social value contract commitments in accordance with the requirements and timescales set out in the Specification and Tender Response Document forming part of this Framework Agreement and any Contracts (“Net Zero and Social Value Contract Commitments”).
1.5 [bookmark: _Ref109298376]The Supplier shall report its progress on delivering its Net Zero and Social Value Contract Commitments through progress reports, as set out in the Specification and Tender Response Document forming part of this Framework Agreement and any Contracts.  
1.6 [bookmark: _Ref93068702]The Supplier has appointed [insert Supplier CEO, relevant Supplier board member or senior director] (“Supplier Net Zero and Social Value Contract Champion”) who shall be responsible for overseeing the Supplier’s compliance with Clauses 8.4 and 8.5 of this Schedule 1 and any net zero and social value requirements forming part of any Contracts. Without prejudice to the Authority’s other rights and remedies under this Framework Agreement , if the Supplier fails to comply with Clauses 8.4 and 8.5 of this Schedule 1, the Authority may escalate such failure to the Supplier Net Zero and Social Value Contract Champion who shall within ten (10) Business Days of such escalation confirm in writing to the Authority the steps (with associated timescales) that the Supplier will be taking to remedy such failure. The Supplier shall then remedy such failure by taking such confirmed steps by such timescales (and by taking any other reasonable additional steps that may become necessary) to ensure that such failure is remedied by the earliest date reasonably possible.
Optional Key Provisions
[bookmark: _Ref358208725][bookmark: _Ref441065730][bookmark: Check1]Quality assurance standards |X| (only applicable to the Framework Agreement if this box is checked and the standards are listed)
[bookmark: _Ref441065731]The following quality assurance standards shall apply, as appropriate, to the manufacture, supply and/or installation of the Goods and/or provision of the Services: 
Royal Pharmaceutical Society(RPS) Professional Standards for Homecare Services in England Professional Standards for Homecare Services (rpharms.com)
[bookmark: _Ref378753172][bookmark: _Ref318707585]Different levels and/or types of insurance |_| (only applicable to the Framework Agreement if this box is checked and the table sets out the requirements)
[bookmark: _Ref441065732]The Supplier shall put in place and maintain in force the following insurances with the following minimum cover per claim:
	Type of insurance required
	Minimum cover

	[Employer’s liability insurance]
	[                        ]

	[Public liability insurance]
	[                        ]

	[Product liability]
	[                        ]

	[Professional indemnity insurance]
	[                        ]

	[Clinical Negligence]
	[                        ]

	[Insert other types of insurance as appropriate]
	[                        ]


[bookmark: _Ref361843452][bookmark: _Ref323556603]Guarantee |_| (only applicable to the Framework Agreement if this box is checked)
[bookmark: _Ref441065733]Promptly following the execution of this Framework Agreement, the Supplier shall, if it has not already delivered an executed deed of guarantee to the Authority, deliver the executed deed of guarantee to the Authority as required by the procurement process followed by the Authority.  Failure to comply with this Key Provision shall be an irremediable breach of this Framework Agreement. 
Extra Key Provisions
[bookmark: _Ref4755503]Price Review Clause
[bookmark: _Ref4755504]The Contract Price shall remain fixed for the duration of the Initial Term. 
[bookmark: _Ref4755505]In the event that the Authority exercises its option(s) to extend this Framework Agreement pursuant to Clause 15.2 of Schedule 2 of this Framework Agreement and if, in the three (3) month period prior to the date the Framework Agreement would otherwise have expired, the Supplier can demonstrate to the satisfaction of the Authority any changes to the Supplier's manufacturing, distribution and supply costs in connection with the provision of the Goods/Services, the Authority may (at its sole discretion) elect to review the Contract Price payable for the Goods/Services during the period(s) of the extension(s) (“the Review”). 
The Authority shall be entitled to increase or decrease the price of the Goods/Services in the event that the Contract Price does not in the reasonable (sole) opinion of the Authority reflect the principal underlying costs (including, but not limited to, wage costs, fuel costs and energy costs) necessarily and properly incurred by the Supplier in connection with the manufacture and distribution of the Goods and/or the delivery of the Services. For the avoidance of doubt both Parties accept and acknowledge that any changes to the Contract Price shall not have the effect of altering the overall nature of this Framework Agreement.  
[bookmark: _Ref4755506][bookmark: DocXTextRef13][bookmark: DocXTextRef15][bookmark: DocXTextRef14][bookmark: DocXTextRef16]In reviewing the Contract Price pursuant to Clause 12.2 of this Schedule 1 of this Framework Agreement, and subject always to Clause 12.6 of this Schedule 1 of this Framework Agreement, the Authority may have regard to the following factors:
[bookmark: _Ref4755507]any changes to the Supplier's manufacturing, distribution and supply costs, to the extent that such costs are necessary and properly incurred by the Supplier in the provision of the Goods/Services; 
[bookmark: _Ref4755508]the prices at which goods/services which are reasonably equivalent to the Goods/Services are supplied by other suppliers in the open market;
[bookmark: _Ref4755509]prices payable by other health authorities and NHS Trusts for goods/services which are reasonably equivalent to the Goods/Services; and/or
[bookmark: _Ref4755510]the volumes of Goods/Services ordered by, and supplied to, the Participating Authorities.
[bookmark: _Ref4755511]Prices may not be increased by an amount greater than 0.75% of the Consumer Price Index (CPI).
The Supplier shall provide all such evidence to the Authority as the Authority may reasonably request. Such evidence shall be provided by the Supplier to the Authority on a transparent basis, reference publicly available sources of evidence where appropriate, and shall be sufficient to enable the Authority to verify and substantiate any changes to the costs of the Supplier in connection with the provision of the Goods/Services. In addition, the Supplier shall, on request, allow the Authority to inspect and take copies of (or extracts from) all relevant records and materials of the Supplier relating to the supply of the Goods/Services as may be reasonably required.
[bookmark: _Ref4755512][bookmark: DocXTextRef17][bookmark: DocXTextRef19][bookmark: DocXTextRef18][bookmark: DocXTextRef20]Upon completion of the Review by the Authority, the Authority may elect to increase or decrease the price of the Goods/Services by giving the Supplier not less than one (1) month's written notice of such increase or decrease ("the Review Notice") and the Review Notice shall stipulate the new prices as varied pursuant to the Review ("the Revised Contract Price") and the reasons for this. The Revised contract price shall apply for the duration of the Agreement (unless the Supplier serves notice to terminate under Clause 12.8 of this Schedule 1 of this Framework Agreement below in which case Clause 12.9 of this Schedule 1 of this Framework Agreement below shall apply).
[bookmark: _Ref4755513][bookmark: DocXTextRef21][bookmark: DocXTextRef22]The Supplier may terminate this Framework Agreement following receipt of a Review Notice by issuing a Termination Notice giving to the Authority not less than six (6) months' notice, in writing provided such Termination Notice is given within fourteen (14) days of its receipt of the Review Notice under Clause 12.7 of this Schedule 1 of this Framework Agreement above.
[bookmark: _Ref4755514][bookmark: DocXTextRef24]For the avoidance of doubt, if the Supplier serves a Termination Notice under Clause 12.8 of this Schedule 1 of this Framework Agreement above until such notice expires
the Contract Prices shall remain fixed at the prices payable immediately preceding the Review.
[bookmark: _Ref4755515]the Supplier shall be obliged to supply the Goods/Services in accordance with the terms of this Framework Agreement and of any Order that may be placed prior to the date of termination. 
[bookmark: _Ref4755516]Supplementary and/or Substitute Goods and Services
[bookmark: _Ref4755517][bookmark: DocXTextRef27][bookmark: DocXTextRef28]The Authority has the right, at any point during the Term, to request a proposal (a “Supplementary and/or Substitute Goods and Services Change Proposal”) from the Supplier to add supplementary and/or substitute goods and/or services required by the Authority and/or Participating Authorities to Schedules 5 (Specification and Tender Response) and 6 (Commercial Schedule) of this Framework Agreement if they are goods and/or services that are, or become, available from the Supplier within the same product range or service area as any Goods and/or Services already available from the Supplier under this Framework Agreement. For the avoidance of doubt, supplementary and/or substitute goods and/or services shall be deemed to be within the same product range or service area if they are aimed at the same Patient cohort and treat the same medical condition and may include third party manufactured products available from the Supplier. The Supplier shall provide such Supplementary and/or Substitute Goods and Services Change Proposal within fifteen (15) Business Days from the date it is requested by the Authority.  
[bookmark: _Ref4755518]All Supplementary and/or Substitute Goods and Services Change Proposals prepared by the Supplier shall be an offer capable of acceptance by the Authority and shall be signed by an authorised representative of the Supplier accordingly. Without limitation, each Supplementary and/or Substitute Goods and Services Change Proposal shall detail:
[bookmark: _Ref4755519]the price for such supplementary and/or substitute goods and/or services; 
[bookmark: _Ref4755520][bookmark: DocXTextRef29][bookmark: DocXTextRef31][bookmark: DocXTextRef30]any amendments required to Schedules 5 (Specification and Tender Response) and 6 (Commercial Schedule) of this Framework Agreement by way of proposed new versions of such Schedules; 
[bookmark: _Ref4755521]in the case of substitutes, the transition arrangements that will apply (to include, without limitation, the date from which the Goods and/or Services that are being replaced will no longer be available and confirmation that the current supply arrangements will be maintained until that date);  
[bookmark: _Ref4755522]the period of time that the relevant Supplementary and/or Substitute Goods and Services Change Proposal is valid for acceptance by the Authority (“Period of Validity”), which, for the avoidance of doubt, shall be no less than thirty (30) days from the date of such Supplementary and/or Substitute Goods and Services Change Proposal. 
[bookmark: _Ref4755523][bookmark: DocXTextRef32][bookmark: DocXTextRef33]Each such Supplementary and/or Substitute Goods and Services Change Proposal shall be considered by the Authority. Following such consideration, the Authority (acting reasonably) may, if considered necessary, request by written notice that the Supplier shall resubmit any Supplementary and/or Substitute Goods and Services Change Proposal with any additional details, clarifications and/or confirming compliance with any applicable assessment processes requested by the Authority and the Supplier shall comply with such requests within five (5) Business Days from the date of such requests (or, where this is not possible, by such other time as may be agreed by the Parties in writing acting reasonably) by submitting a new Supplementary and/or Substitute Goods and Services Change Proposal in compliance with the requirements of Clause 13.2 of this Schedule 1 of this Framework Agreement above. For the avoidance of doubt, there shall be no obligation on the Authority to accept any Supplementary and/or Substitute Goods and Services Change Proposal (to include, without limitation, in circumstances where the Authority considers (at its sole discretion) that adding such goods and/or services to the Framework Agreement without further competition would breach any Laws applicable to public procurement. 
[bookmark: _Ref4755524][bookmark: DocXTextRef34][bookmark: DocXTextRef36][bookmark: DocXTextRef35][bookmark: DocXTextRef37]The Authority may accept any Supplementary and/or Substitute Goods and Services Change Proposal signed by an authorised representative of the Supplier at any point in time during its Period of Validity by arranging for the Supplementary and/or Substitute Goods and Services Change Proposal to be signed by an authorised representative of the Authority. From the date the Supplementary and/or Substitute Goods and Services Change Proposal is signed by such authorised representative of the Authority, the Supplementary and/or Substitute Goods and Services Change Proposal shall be deemed accepted and agreed by the Authority and a binding change to this Framework Agreement agreed in writing by both Parties in accordance with Clause 21.2 of Schedule 2 of this Framework Agreement. Once signed by an authorised representative of the Authority, the Authority shall return a copy the Supplementary and/or Substitute Goods and Services Change Proposal (as signed by both Parties) to the Supplier for the Supplier’s records. For the avoidance of doubt, any Supplementary and/or Substitute Goods and Services Change Proposal not signed by an authorised representative of the Authority in accordance with this Clause 12.4 of this Schedule 1 of this Framework Agreement within its Period of Validity shall be deemed not agreed and rejected by the Authority. 
Sub-Contracting  
If any part of the service is sub-contracted by the Supplier (Offeror) to a third party, all requirements of the specification will be extended to the sub-contractor.   It is the Suppliers (Offerors) responsibility to inform the Authority of any intention to sub-contract any parts of the Service and to ensure that sub-contractors meet the requirements. If the supplier (Offeror) makes the decision to bring a sub-contracting service back in house, then it is also the Suppliers (Offerors) responsibility to inform the Authority of this change. The Supplier (Offeror) will give adequate prior notification to the Authority before any changes to sub-contracting arrangements affecting the Service.  
Framework Agreement  
On conclusion of the award decision the Authority will prepare the Framework Agreement for signature between the Authority and the Supplier. 
The Framework Agreement will be between the Supplier and the Authority.  
The call-off contracts will be between the Participating Authorities placing the orders and the Supplier receiving the order.  Participating Authorities and awarded Suppliers are both required to comply with the Call Off Terms and Conditions for the Supply of Goods and Provision of Services (Appendix A).
Schedule 7 shall detail the order procedure for Participating Authorities to utilise including the template Order Form for completion.
Collection of Management Information  
Management Information Reports are required from the Supplier monthly in arrears, supplied in the Nationally approved format or where a National template is not available as requested in the Specification. 
Reports shall be submitted via the via email to the Yorkshire and Humber Regional Procurement team leedsth-tr.yhregionalcontracting@nhs.net by 18:00 on the 10th working day of the following month unless agreed otherwise. The Supplier must provide the requested data on or before the requested date, failure to comply with this could be treated as a fundamental breach of the terms of this Framework Agreement. 
The Supplier must nominate a Data Provider; a person who is responsible for submitting Contract Management Information data on behalf of the Supplier.
The Supplier must inform the Authority if a new Data Provider is appointed, or their contact details change 
The Data Provider will be required to submit the Contract Management Information detailing all sales of Goods and/or Service under this Framework Agreement.  
The Supplier is responsible for timely submission of the Contract Management Information prior to the stated deadline.
1.7 Submitted data is validated by the Authority; the Data Provider will be notified by email if their omissions or errors identified by the Authority.  The Data Provider must correct the errors and resend the amended Management Information Report(s). If there is no activity during a term, the Data Provider must still advise by email a “NIL Return”.
1.8 From time to time the Contract Management Information Template may be updated; the Authority will notify the Data Provider of such changes and will be supplied with the latest new before the next submission is due.
The Supplier shall supply the Participating Authorities with data which they may reasonably request to monitor contract performance and stock management.
Activity Based Income (ABI)
[bookmark: _Hlk106374997]Activity Based Income Management Charge (ABI Management Charge) of 1% (one percent) is payable against this Framework Agreement for non YHPPC members (Refer to section 7.Participating Authorities).  In consideration of the award of this Framework Agreement (and any subsequent Call-Off Contracts resulting from this Framework Agreement) and the management and administration by the Authority of the overall contractual structure and associated documentation, the Supplier shall pay to the Authority the ABI Management Charge in accordance with section 17.6.  Each payment shall be made to a nominated bank account of the Authority as notified to the Supplier from time to time.
The ABI Management Charge is not to be listed as a separate charge or value on customer’s invoices.
[bookmark: _Hlk139553312][bookmark: _Hlk139553348]The ABI will be calculated against total spend on service charges as listed in Document 8b Commercial Schedule and maintained throughout the framework duration as detailed in the Framework Agreement.
The ABI Management Charge invoiced by the Supplier to all Participating Authorities under the Call-Off Contracts is excluding VAT will be reported under Management Information to be supplied against the Framework. Requirements for Management Information Reporting are detailed in Document 8 Specification
The Management information reporting will be used for:
Spend & savings reporting 
ABI Management Charge calculation
Demand management & feedback to customers
Based on the Management Information Report provided by the Supplier to the Authority in accordance with Clause 17.4 and Section 16 and receipt of an invoice from the Authority in accordance with Clause 17.8, the Supplier shall pay the ABI Management Charge to the Authority within 14 days of receipt of the invoice. Invoices will typically be issued at a three-monthly interval and no more frequently than monthly or less frequently than annually.
The Supplier will pay the ABI Management charge as a consolidated payment with the frequency detailed in Clause 17.6 above.  Charges invoiced in this regard will be the Reconciled ABI Management Charge, and payment is to be made within 14 days as detailed in Clause 17.6 above.
If a Participating Authority does not pay the invoice referred to in Clause 17.4, either in whole or in part, Clause 17.1 shall continue to apply.
With respect to 17.3, the ABI Management Charge shall apply to the full charges specified in each and every Call Off Contract and the Supplier agrees and acknowledges that the Authority may in addition to any other remedy they may have to treat any failure to pay the ABI Management Charge as a fundamental breach of the terms of this Framework Agreement.
The ABI Management Charge is deemed to be exclusive of Value Added Tax (VAT). Where VAT is payable on the ABI Management Charge it shall be paid by the Supplier on production of a valid VAT invoice.
Interest shall be payable by the Supplier to the Authority on any late payments of the ABI Management Charge under this Framework in accordance with the Late Payment of Commercial Debts (Interest) Act 1998 and as detailed on the invoice.
The Authority will incur no costs whatsoever or howsoever incurred in relation to the Supplier's compliance with this Clause 17. 
In the event of any dispute on the amount of ABI Management Charge payable by, and or owing by, and or due to the Supplier, the following provisions shall apply:
If following an audit by the Authority of the Supplier pursuant to Clause above or if in the reasonable opinion of the Authority, the Reconciled ABI Balance is at odds with values obtained from Contract Management Reporting information collated from users of the Framework and/or the Supplier has failed to pay the Authority the correct payment, the Authority shall provide a written notice to the Supplier detailing: 
the discrepancies between the amount of the Reconciled ABI Payment identified in the invoicing and/or paid by the Supplier and such sums calculated by the Authority as being due and payable by the Supplier, together with calculations and supporting evidence.
the reasonable time period by which any Reconciled ABI Balance due to the Authority, if any, shall be paid by the Supplier.
The Supplier shall have 5 Working Days from receipt to respond in writing, confirm and detail its reasons for the miscalculation or underpayment, together with supporting calculations.  If the Supplier has not responded within the requirements of this Clause 17.13.2 it shall be deemed to have accepted the identified discrepancy and shall pay the Authority any additional charges/monies identified. 
If the Parties are unable to agree any amount of the ABI Management Charge payable by the Supplier to the Authority the dispute shall be resolved in accordance with NHS Standard Terms and Conditions for Dispute Resolution. 




[bookmark: _Ref352916352]
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1. [bookmark: MRTableofContents][bookmark: Page_54][bookmark: _Ref322514472][bookmark: _Ref441065734]Supplier’s appointment
2.1 [bookmark: _Ref338320898][bookmark: _Ref284336672][bookmark: _Ref338254519]The Authority appoints the Supplier as a potential supplier of the Goods and Services and the Supplier shall be eligible to be considered for the award of Orders during the Term. 
2.2 [bookmark: _Ref441065735]In consideration of the Authority agreeing to appoint the Supplier to this Framework Agreement in accordance with Clause 1.1 of this Schedule 2 and the mutual exchange of promises and obligations under this Framework Agreement, the Supplier undertakes to supply the Goods and to provide the Services under Orders placed with the Supplier: 
[bookmark: _Ref441065736]of the exact quality, type and as otherwise specified in the Specification and Tender Response Document; 
[bookmark: _Ref441065737]at the Contract Price calculated in accordance with the Commercial Schedule; and
[bookmark: _Ref441065738]in such quantities and to such extent and at such times and at such locations as may be specified in an Order.
2.3 [bookmark: _Ref441065739]The Supplier agrees that the Call-Off Terms and Conditions for the Supply of Goods and the Provision of Services shall apply to all Goods and Services provided by the Supplier to a Participating Authority pursuant to this Framework Agreement. The Supplier agrees that it will not in its dealings with a Participating Authority seek to impose or rely on any other contractual terms which in any way vary or contradict the relevant Contract.
2.4 [bookmark: _Ref441065740]The Supplier shall comply fully with its obligations set out in this Framework Agreement, the Specification and Tender Response Document, the Call-off Terms and Conditions for the Supply of Goods and the Provision of Services and any other provisions of Contracts entered into under and in accordance with this Framework Agreement (to include, without limitation, the KPIs and all obligations in relation to the quality, performance characteristics, supply, delivery and installation and training in relation to use of the Goods). 
2.5 [bookmark: _Ref441065741]If there are any quality, performance and/or safety related reports, notices, alerts or other communications issued by the Supplier or any regulatory or other body in relation to the Goods, the Supplier shall promptly provide the Authority with a copy of any such reports, notices, alerts or other communications.
2.6 [bookmark: _Ref441065742][bookmark: DocXTextRef38][bookmark: DocXTextRef39]Upon receipt of any such reports, notices, alerts or other communications pursuant to Clause 1.5 of this Schedule 2, the Authority shall be entitled to request further information from the Supplier and/or a meeting with the Supplier, and the Supplier shall cooperate fully with any such request.
2.7 [bookmark: _Ref441065743]In complying with its obligations under this Framework Agreement, the Supplier shall, and shall procure that all Staff shall, act in accordance with the NHS values as set out in the NHS Constitution from time to time.  
3 [bookmark: _Ref441065744][bookmark: _Ref284337783]Authority commitments
3.1 [bookmark: _Ref441065745][bookmark: _Ref346103508]Unless otherwise set out in the Commercial Schedule, the Supplier acknowledges that: 
[bookmark: _Ref441065746]there is no obligation on the Authority or on any other Participating Authority to purchase any Goods or Services from the Supplier during the Term;
[bookmark: _Ref441065747]no undertaking or any form of statement, promise, representation or obligation has been made by the Authority and/or any other Participating Authority in respect of the total quantities or volumes or value of the Goods or Services to be ordered by them pursuant to this Framework Agreement and the Supplier acknowledges and agrees that it has not entered into this Framework Agreement on the basis of any such undertaking, statement, promise or representation; 
[bookmark: _Ref441065748]in entering this Framework Agreement, no form of exclusivity has been granted by the Authority and/or other Participating Authority; and 
[bookmark: _Ref441065749]the Authority and/or other Participating Authorities are at all times entitled to enter into other contracts and agreements with other suppliers for the provision of any or all goods or services which are the same as or similar to the Goods or Services.  
4 [bookmark: _Ref441065750]Ordering procedure
[bookmark: _Ref441065751]Any Participating Authority may enter into Contracts by placing an Order in accordance with the Ordering Procedure. 
5 [bookmark: _Ref441065752]Reasonable assistance
5. [bookmark: _Ref441065753]Upon the written request of any Participating Authority, the Supplier shall provide such Participating Authority with any reasonable and proportionate information that it holds about the Goods and/or Services it supplies under this Framework Agreement including, without limitation, the compatibility and interoperability of such Goods and/or Services with other products alongside other related services, to enable the Participating Authority to complete any necessary due diligence before purchasing such Goods and/or Services, or any connected or replacement Goods and/or Services. 
6 [bookmark: _Ref441065754][bookmark: _Ref4755525]Supplier Performance and Lifescience Industry Accredited Credentialing Register
[bookmark: _Ref441065755]The Supplier shall perform all Contracts entered into under this Framework Agreement by the Authority or any other Participating Authority in accordance with:
[bookmark: _Ref441065756]the requirements of this Framework Agreement; and
[bookmark: _Ref441065757]the provisions of the respective Contracts.
[bookmark: _Ref4755526]Unless otherwise confirmed by the Authority in writing, the Supplier shall ensure full compliance (to include with any implementation timelines) with any Guidance issued by the Department of Health and Social Care and/or any requirements and/or Policies issued by the Authority (to include as may be set out as part of any procurement documents leading to the award of this Framework Agreement) in relation to the adoption of, and compliance with, any scheme or schemes to verify the credentials of Supplier representatives that visit NHS premises (to include use of the Lifescience Industry Accredited Credentialing Register). Once compliance with any notified implementation timelines has been achieved by the Supplier, the Supplier shall, during the Term, maintain the required level of compliance in accordance with any such Guidance, requirements and Polices.
7 [bookmark: Page_63][bookmark: _Ref323651140][bookmark: _Ref286215238][bookmark: Page_65]Business continuity 
7. [bookmark: _Ref441065758][bookmark: _Ref261973035]Throughout the Term, the Supplier will ensure its Business Continuity Plan provides for continuity during a Business Continuity Event.  The Supplier confirms and agrees such Business Continuity Plan details and will continue to detail robust arrangements that are reasonable and proportionate to:
7.0.1 [bookmark: _Ref441065759]the criticality of this Framework Agreement to the Participating Authorities; and
7.0.2 [bookmark: _Ref441065760]the size and scope of the Supplier’s business operations, 
regarding continuity of the supply of Goods and/or the provision of the Services during and following a Business Continuity Event. 
7.1 [bookmark: _Ref261973052][bookmark: _Ref441065761][bookmark: _Ref318704368]The Supplier shall test its Business Continuity Plan at reasonable intervals, and in any event no less than once every twelve (12) months or such other period as may be agreed between the Parties taking into account the criticality of this Framework Agreement to Participating Authorities and the size and scope of the Supplier’s business operations.  The Supplier shall promptly provide to the Authority, at the Authority’s written request, copies of its Business Continuity Plan, reasonable and proportionate documentary evidence that the Supplier tests its Business Continuity Plan in accordance with the requirements of this Clause 6.2 of this Schedule 2 and reasonable and proportionate information regarding the outcome of such tests.  The Supplier shall provide to the Authority a copy of any updated or revised Business Continuity Plan within fourteen (14) Business Days of any material update or revision to the Business Continuity Plan.  
7.2 [bookmark: _Ref441065762][bookmark: _Ref261973077]The Authority may suggest reasonable and proportionate amendments to the Supplier regarding the Business Continuity Plan at any time.  Where the Supplier, acting reasonably, deems such suggestions made by the Authority to be relevant and appropriate, the Supplier will incorporate into the Business Continuity Plan all such suggestions made by the Authority in respect of such Business Continuity Plan.  Should the Supplier not incorporate any suggestion made by the Authority into such Business Continuity Plan it will explain the reasons for not doing so to the Authority.
7.3 [bookmark: _Ref441065763][bookmark: _Ref260041074]Should a Business Continuity Event occur at any time, the Supplier shall implement and comply with its Business Continuity Plan and provide regular written reports to the Authority on such implementation.
7.4 [bookmark: _Ref284336732][bookmark: _Ref323651163]During and following a Business Continuity Event, the Supplier shall use reasonable endeavours to continue to fulfil its obligations in accordance with this Framework Agreement.
8 [bookmark: _Ref350761929][bookmark: Page_66]The Authority’s obligations
8.1 [bookmark: _Ref441065764]The Authority shall provide reasonable cooperation to the Supplier and shall, as appropriate, provide copies of or give the Supplier access to such of the Policies that are relevant to the Supplier complying with its obligations under this Framework Agreement.
8.2 [bookmark: _Ref441065765]The Authority shall comply with the Authority’s Obligations, if any.
9 [bookmark: _Ref287356627][bookmark: Page_67]Contract management
9. [bookmark: _Ref282590785][bookmark: _Ref350943818]Each Party shall appoint and retain a Contract Manager who shall be the primary point of contact for the other Party in relation to matters arising from this Framework Agreement. Should the Contract Manager be replaced, the Party replacing the Contract Manager shall promptly inform the other Party in writing of the name and contact details for the new Contract Manager. Any Contract Manager appointed shall be of sufficient seniority and experience to be able to make decisions on the day to day operation of the Framework Agreement. The Supplier confirms and agrees that it will be expected to work closely and cooperate fully with the Authority’s Contract Manager. 
9.1 [bookmark: _Ref441065766]Each Party shall ensure that its representatives (to include, without limitation, its Contract Manager) shall attend review meetings on a regular basis to review the performance of the Supplier under this Framework Agreement and to discuss matters arising generally under this Framework Agreement. Each Party shall ensure that those attending such meetings have the authority to make decisions regarding the day to day operation of the Framework Agreement. Review meetings shall take place at the frequency specified in the Specification and Tender Response Document.  Should the Specification and Tender Response Document not state the frequency, then the first such meeting shall take place on a date to be agreed on or around the end of the first month after the Commencement Date. Subsequent meetings shall take place at quarterly intervals or as may otherwise be agreed in writing between the Parties.
9.2 [bookmark: _Ref441065767]Two weeks prior to each review meeting (or at such time and frequency as may be specified in the Specification and Tender Response Document) the Supplier shall provide a written contract management report to the Authority regarding the supply of Goods, the provision of the Services and the operation of this Framework Agreement. Unless otherwise agreed by the Parties in writing, such contract management report shall contain: 
9.2.1 [bookmark: _Ref441065768]details of the performance of the Supplier under this Framework Agreement and any Contracts when assessed in accordance with the KPIs, as relevant to the Framework Agreement and any Contracts, since the last such performance report; 
9.2.2 [bookmark: _Ref441065769]details of any complaints by Participating Authorities in relation to the supply of Goods or the provision of the Services, their nature and the way in which the Supplier has responded to such complaints since the last review meeting written report; 
9.2.3 [bookmark: _Ref441065770]the information specified in the Specification and Tender Response Document as being relevant to the operation of this Framework Agreement; 
9.2.4 [bookmark: _Ref441065771]a status report in relation to the implementation of any current Remedial Proposals by either Party; and
9.2.5 [bookmark: _Ref441065772]such other information as reasonably required by the Authority.
9.3 [bookmark: _Ref441065773][bookmark: _Ref284336930][bookmark: OLE_LINK1][bookmark: OLE_LINK2]Unless specified otherwise in the Specification and Tender Response Document, the Authority shall take minutes of each review meeting and shall circulate draft minutes to the Supplier within a reasonable time following such review meeting.  The Supplier shall inform the Authority in writing of any suggested amendments to the minutes within five (5) Business Days of receipt of the draft minutes.  If the Supplier does not respond to the Authority within such five (5) Business Days the minutes will be deemed to be approved.  Where there are any differences in interpretation of the minutes, the Parties will use their reasonable endeavors to reach agreement.  If agreement cannot be reached the matter shall be referred to, and resolved in accordance with, the Dispute Resolution Procedure.
9.4 [bookmark: _Ref263771960]The Supplier shall provide such management information as the Authority may request from time to time within seven (7) Business Days of the date of the request. The Supplier shall supply the management information to the Authority in such form as may be specified by the Authority and, where requested to do so, the Supplier shall also provide such management information to another Contracting Authority, whose role it is to analyse such management information in accordance with UK government policy (to include, without limitation, for the purposes of analysing public sector expenditure, planning future procurement activities and/or monitoring and planning healthcare) (“Third Party Body”).  The Supplier confirms and agrees that the Authority may itself provide the Third Party Body with management information relating to the Goods and/or the Services ordered and any payments made under this Framework Agreement or any Contracts and any other information relevant to the operation of this Framework Agreement. 
9.5 [bookmark: _Ref263840209]Upon receipt of management information supplied by the Supplier to the Authority and/or the Third Party Body, or by the Authority to the Third Party Body, the Parties hereby consent to the Third Party Body and the Authority:
9.5.1 [bookmark: _Ref441065774]storing and analysing the management information and producing statistics; and
9.5.2 [bookmark: _Ref441065775]sharing the management information, or any statistics produced using the management information with any other Contracting Authority.
9.6 [bookmark: _Ref441065776]If the Third Party Body and/or the Authority shares the management information or any other information provided under Clause 8.6 of this Schedule 2, any Contracting Authority receiving the management information shall, where such management information is subject to obligations of confidence under this Framework Agreement and such management information is provided direct by the Authority to such Contracting Authority, be informed of the confidential nature of that information by the Authority and shall be requested by the Authority not to disclose it to any body that is not a Contracting Authority (unless required to do so by Law). 
9.7 [bookmark: _Ref441065777]The Authority may make changes to the type of management information which the Supplier is required to supply and shall give the Supplier at least one (1) month’s written notice of any changes.
10 [bookmark: _Ref313021196][bookmark: _Ref289953324]Price and payment
10.1 [bookmark: _Ref441065778][bookmark: _Ref260046684][bookmark: _Ref323550758]The Contract Price for all Contracts shall be calculated as set out in the Commercial Schedule and the payment provisions for all Contracts shall be as set out in the Call-off Terms and Conditions for the Supply of Goods and the Provision of Services.
10.2 [bookmark: _Ref361936766]Where any payments are to be made under this Framework Agreement by either Party in addition to any payments to be made by Participating Authorities under any Contracts, the details of such payments and the invoicing arrangements shall be set out in the Commercial Schedule. 
11 [bookmark: _Ref286220426][bookmark: Page_73a]Warranties
11. [bookmark: _Ref318706724]The Supplier warrants and undertakes that:
11.0.1 [bookmark: _Ref441065779]it will comply with the terms of all Contracts entered into by Participating Authorities under this Framework Agreement; 
11.0.2 [bookmark: _Ref441065780]it will fully and promptly respond to all requests for information and/or requests for answers to questions regarding this Framework Agreement, the Goods, the Services, any complaints, any Disputes and any Contracts at the frequency, in the timeframes and in the format as requested by the Authority from time to time (acting reasonably); 
11.0.3 [bookmark: _Ref441065781]all information included within the Supplier’s responses to any documents issued by the Authority as part of the procurement relating to the award of this Framework Agreement (to include, without limitation, as referred to in Specification and Tender Response Document and Commercial Schedule) and all accompanying materials is accurate;
11.0.4 [bookmark: _Ref441065782]it has and shall as relevant maintain all rights, consents, authorisations, licences and accreditations required to enter into and comply with its obligations under this Framework Agreement;
11.0.5 [bookmark: _Ref441065783]it has the right and authority to enter into this Framework Agreement and that it has the capability and capacity to fulfil its obligations under this Framework Agreement;
11.0.6 [bookmark: _Ref441065784]it is a properly constituted entity and it is fully empowered by the terms of its constitutional documents to enter into and to carry out its obligations under this Framework Agreement and the documents referred to in this Framework Agreement;
11.0.7 [bookmark: _Ref441065785]all necessary actions to authorise the execution of and performance of its obligations under this Framework Agreement have been taken before such execution;
11.0.8 [bookmark: _Ref441065786]there are no pending or threatened actions or proceedings before any court or administrative agency which would materially adversely affect the financial condition, business or operations of the Supplier;
11.0.9 [bookmark: _Ref441065787]there are no material agreements existing to which the Supplier is a party which prevent the Supplier from entering into or complying with this Framework Agreement; 
11.0.10 [bookmark: _Ref4755527][bookmark: _Ref441065788]it has and will continue to have the capacity, funding and cash flow to meet all its obligations under this Framework Agreement; 
11.0.11 [bookmark: _Ref441065789][bookmark: _Ref4755528]it has satisfied itself as to the nature and extent of the risks assumed by it under this Framework Agreement and has gathered all information necessary to perform its obligations under this Framework Agreement and all other obligations assumed by it; 
11.0.12 [bookmark: _Ref94174447][bookmark: _Ref441065790]it shall comply with its Net Zero and Social Value Commitments; and  
11.0.13 [bookmark: _Ref460419021]it shall provide to the Authority any information that the Authority may request as evidence of the Supplier’s compliance with Clause 10.1.12 of this Schedule 2.
The Supplier warrants that all information, data and other records and documents required by the Authority as set out in the Specification and Tender Response Document shall be submitted to the Authority in the format and in accordance with any timescales set out in the Specification and Tender Response Document.
11.1 [bookmark: _Ref441065791]The Supplier warrants and undertakes to the Authority that it shall comply with any eProcurement Guidance as it may apply to the Supplier and shall carry out all reasonable acts required of the Supplier to enable the Authority to comply with such eProcurement Guidance. 
11. [bookmark: _Ref392510030]The Supplier warrants and undertakes to the Authority that, as at the Commencement Date, it has notified the Authority in writing of any Occasions of Tax Non-Compliance or any litigation that it is involved in that is in connection with any Occasions of Tax Non-Compliance. If, at any point during the Term, an Occasion of Tax Non-Compliance occurs, the Supplier shall: 
2. [bookmark: _Ref441065792]notify the Authority in writing of such fact within five (5) Business Days of its occurrence; and 
2. [bookmark: _Ref441065793]promptly provide to the Authority: 
1. [bookmark: _Ref441065794]details of the steps which the Supplier is taking to address the Occasion of Tax Non-Compliance and to prevent the same from recurring, together with any mitigating factors that it considers relevant; and 
1. [bookmark: _Ref441065795]such other information in relation to the Occasion of Tax Non-Compliance as the Authority may reasonably require.
11. [bookmark: _Ref441065796]The Supplier further warrants and undertakes to the Authority that it will inform the Authority in writing immediately upon becoming aware that any of the warranties set out in Clause 10 of this Schedule 2 have been breached or there is a risk that any warranties may be breached. 
11. [bookmark: _Ref441065797]Any warranties provided under this Framework Agreement are both independent and cumulative and may be enforced independently or collectively at the sole discretion of the enforcing Party. 
12 [bookmark: _Ref441065798][bookmark: _Ref284337467]Statutory compliance
12.1 [bookmark: _Ref361863426][bookmark: _Ref322533748]The Supplier shall comply with all Law and Guidance relevant to its obligations under this Framework Agreement and any Contracts. 
12.2 [bookmark: _Ref441065799]Without limitation to Clause 11.1 of this Schedule 2, the Supplier shall be responsible for obtaining any statutory licences, authorisations, consents or permits required in connection with its performance of its obligations under this Framework Agreement and any Contracts. 
13 [bookmark: Page_75][bookmark: _Ref441065800]Independence of Participating Authorities
[bookmark: _Ref336512152][bookmark: _Ref172434346][bookmark: _Ref286066083]The Supplier acknowledges that each Participating Authority is independently responsible for the conduct of its award of Contracts under this Framework Agreement and that the Authority is not responsible or accountable for and shall have no liability whatsoever in relation to:
[bookmark: _Ref441065801]the conduct of Participating Authorities other than the Authority in relation to the operation of this Framework Agreement; or 
[bookmark: _Ref441065802]the performance or non-performance of any Participating Authorities other than the Authority under any Contracts between the Supplier and such other Participating Authorities entered into under this Framework Agreement.  
14 [bookmark: _Ref286067337][bookmark: Page_75a]Limitation of liability
14. [bookmark: _Ref284338133]Nothing in this Framework Agreement shall exclude or restrict the liability of either Party:
14.0.1 [bookmark: _Ref441065803]for death or personal injury resulting from its negligence;
14.0.2 [bookmark: _Ref441065804]for fraud or fraudulent misrepresentation; 
14.0.3 [bookmark: _Ref441065805]in any other circumstances where liability may not be limited or excluded under any applicable law; 
14.0.4 [bookmark: _Ref441065806]to make any payments agreed in accordance with Clause 9.2 of this Schedule 2; or
14.0.5 [bookmark: _Ref441065807]pursuant to 2.5 of Schedule 3.
14.1 [bookmark: _Ref441065808][bookmark: _Ref318788583][bookmark: _Ref284338101][bookmark: _Ref313008819][bookmark: _Ref284338152][bookmark: _Ref318706960]Subject to Clause 13.1, 13.3 and 13.5 of this Schedule 2, the total liability of each Party to the other under or in connection with this Framework Agreement whether arising in contract, tort, negligence, breach of statutory duty or otherwise shall be limited in aggregate to five hundred thousand GBP (£500,000).  
14.2 [bookmark: _Ref361941627]There shall be no right to claim losses, damages and/or other costs and expenses under or in connection with this Framework Agreement whether arising in contract (to include, without limitation, under any relevant indemnity), tort, negligence, breach of statutory duty or otherwise to the extent that any losses, damages and/or other costs and expenses claimed are in respect of loss of production, loss of business opportunity or are in respect of indirect loss of any nature suffered or alleged. 
14.3 [bookmark: _Ref441065809]Each Party shall at all times take all reasonable steps to minimise and mitigate any loss for which that Party is entitled to bring a claim against the other pursuant to this Framework Agreement.
14.4 [bookmark: _Ref441065810][bookmark: _Ref313008585][bookmark: _Ref318706845]The liability of the Supplier and any Participating Authorities under any Contracts entered into pursuant to this Framework Agreement shall be as set out in the Call-off Terms and Conditions for the Supply of Goods and the Provision of Services forming part of such Contracts. 
15 [bookmark: _Ref286067522][bookmark: Page_76]Insurance
15. [bookmark: _Ref361135238][bookmark: _Ref350509574][bookmark: _Ref348698038][bookmark: _Ref284337426]Subject to Clauses 14.2 and 14.3 of this Schedule 2 and unless otherwise confirmed in writing by the Authority, as a minimum level of protection, the Supplier shall put in place and/or maintain in force at its own cost with a reputable commercial insurer, insurance arrangements in respect of employer’s liability, public liability, product liability, professional indemnity and clinical negligence in accordance with Good Industry Practice with the minimum cover per claim of the greater of five million pounds (£5,000,000) or any sum as required by Law unless otherwise agreed with the Authority in writing. These requirements shall not apply to the extent that the Supplier is a member and maintains membership of each of the indemnity schemes run by the NHS Litigation Authority.
15. [bookmark: _Ref350507834]Without limitation to any insurance arrangements as required by Law, the Supplier shall put in place and/or maintain the different types and/or levels of indemnity arrangements explicitly required by the Authority, if specified in the Key Provisions. 
15. [bookmark: _Ref441065811][bookmark: _Ref350509504]Provided that the Supplier maintains all indemnity arrangements required by Law, the Supplier may self-insure in order to meet other relevant requirements referred to at Clauses 14.1 and 14.2 of this Schedule 2 on condition that such self-insurance arrangements offer the appropriate levels of protection and are approved by the Authority in writing prior to the Commencement Date. 
15. [bookmark: _Ref441065812]The amount of any indemnity cover and/or self-insurance arrangements shall not relieve the Supplier of any liabilities under this Framework Agreement. It shall be the responsibility of the Supplier to determine the amount of indemnity and/or self-insurance cover that will be adequate to enable it to satisfy its potential liabilities under this Framework Agreement. Accordingly, the Supplier shall be liable to make good any deficiency if the proceeds of any indemnity cover and/or self-insurance arrangement is insufficient to cover the settlement of any claim.
15. [bookmark: _Ref441065813]The Supplier warrants that it shall not take any action or fail to take any reasonable action or (in so far as it is reasonable and within its power) permit or allow others to take or fail to take any action, as a result of which its insurance cover may be rendered void, voidable, unenforceable, or be suspended or impaired in whole or in part, or which may otherwise render any sum paid out under such insurances repayable in whole or in part.
15.5 [bookmark: _Ref441065814]The Supplier shall from time to time and in any event within five (5) Business Days of written demand provide documentary evidence to the Authority that insurance arrangements taken out by the Supplier pursuant to Clause 14 of this Schedule 2 and the Key Provisions are fully maintained and that any premiums on them and/or contributions in respect of them (if any) are fully paid.
15.6 [bookmark: _Ref441065815]Upon the expiry or earlier termination of this Framework Agreement, the Supplier shall ensure that any ongoing liability it has or may have arising out of this Framework Agreement shall continue to be the subject of appropriate indemnity arrangements for the period of twenty one (21) years from termination or expiry of this Framework Agreement or until such earlier date as that liability may reasonably be considered to have ceased to exist.
16 [bookmark: _Ref323651239][bookmark: _Ref350762021][bookmark: _Ref361866567][bookmark: _Ref362331927][bookmark: _Ref283300380][bookmark: Page_77]Term and termination
16. [bookmark: _Ref441065816]This Framework Agreement shall commence on the Commencement Date and, unless terminated earlier in accordance with the terms of this Framework Agreement or the general law, shall continue until the end of the Term.  
16.1 [bookmark: _Ref313009768][bookmark: _Ref318790784][bookmark: _Ref261971971]The Authority shall be entitled to extend the Term on one or more occasions by giving the Supplier written notice no less than three (3) months prior to the date on which this Framework Agreement would otherwise have expired, provided that the duration of this Framework Agreement shall be no longer than the total term specified in the Key Provisions.
16.2 [bookmark: _Ref348702851][bookmark: _Ref323826028]In the case of a breach of any of the terms of this Framework Agreement by either Party that is capable of remedy (including any failure to pay any sums due under this Framework Agreement), the non-breaching Party may, without prejudice to its other rights and remedies under this Framework Agreement, issue a Breach Notice and shall allow the Party in breach the opportunity to remedy such breach in the first instance via a remedial proposal put forward by the Party in breach (“Remedial Proposal”) before exercising any right to terminate this Framework Agreement in accordance with Clause 15.4(ii) of this Schedule 2. Such Remedial Proposal must be agreed with the non-breaching Party (such agreement not to be unreasonably withheld or delayed) and must be implemented by the Party in breach in accordance with the timescales referred to in the agreed Remedial Proposal. Once agreed, any changes to a Remedial Proposal must be approved by the Parties in writing. Any failure by the Party in breach to:
16.2.1 [bookmark: _Ref441065817]put forward and agree a Remedial Proposal with the non-breaching Party in relation to the relevant default or breach within a period of ten (10) Business Days (or such other period as the non-breaching Party may agree in writing) from written notification of the relevant default or breach from the non-breaching Party; 
16.2.2 [bookmark: _Ref441065818]comply with such Remedial Proposal (including, without limitation, as to its timescales for implementation, which shall be thirty (30) days unless otherwise agreed between the Parties); and/or
16.2.3 [bookmark: _Ref441065819]remedy the default or breach notwithstanding the implementation of such Remedial Proposal in accordance with the agreed timescales for implementation, 
shall be deemed, for the purposes of Clause 15.4(ii) of this Schedule 2, a material breach of this Framework Agreement by the Party in breach not remedied in accordance with an agreed Remedial Proposal.  
[bookmark: _Ref441065820][bookmark: _Ref4755530][bookmark: _Ref348944334][bookmark: _Ref261360696]Either Party may terminate this Framework Agreement by issuing a Termination Notice to the other Party if such other Party commits a material breach of any of the terms of this Framework Agreement which is: 
[bookmark: _Ref350349470]not capable of remedy; or 
[bookmark: _Ref441065821][bookmark: _Ref4755531][bookmark: _Ref348701892]in the case of a breach capable of remedy, which is not remedied in accordance with a Remedial Proposal. 
[bookmark: _Ref441065823]The Authority may terminate this Framework Agreement by issuing a Termination Notice to the Supplier if:
16.2.4 [bookmark: _Ref261972244]the Supplier, or any third party guaranteeing the obligations of the Supplier under this Framework Agreement, ceases or threatens to cease carrying on its business; suspends making payments on any of its debts or announces an intention to do so; is, or is deemed for the purposes of any Law to be, unable to pay its debts as they fall due or insolvent; enters into or proposes any composition, assignment or arrangement with its creditors generally; takes any step or suffers any step to be taken in relation to its winding-up, dissolution, administration (whether out of court or otherwise) or reorganisation (by way of voluntary arrangement, scheme of arrangement or otherwise) otherwise than as part of, and exclusively for the purpose of, a bona fide reconstruction or amalgamation; has a liquidator, trustee in bankruptcy, judicial custodian, compulsory manager, receiver, administrative receiver, administrator or similar officer appointed (in each case, whether out of court or otherwise) in respect of it or any of its assets; has any security over any of its assets enforced; or any analogous procedure or step is taken in any jurisdiction; 
16.2.5 [bookmark: _Ref264538114][bookmark: DocXTextRef40][bookmark: DocXTextRef41]the Supplier undergoes a change of control within the meaning of sections 450 and 451 of the Corporation Tax Act 2010 (other than for an intra-group change of control) without the prior written consent of the Authority and the Authority shall be entitled to withhold such consent if, in the reasonable opinion of the Authority, the proposed change of control will have a material impact on the performance of this Framework Agreement or the reputation of the Authority; 
16.2.6 [bookmark: _Ref348944403]the Supplier purports to assign, Sub-contract, novate, create a trust in or otherwise transfer or dispose of this Framework Agreement in breach of Clause 28.1 of this Schedule 2; 
16.2.7 [bookmark: _Ref264538144][bookmark: _Ref4755532][bookmark: _Ref441065824]pursuant to and in accordance with the Key Provisions and Clauses 15.6, 23.8; 25.2; 25.4 and 29.2 of this Schedule 2;  
16.2.8 [bookmark: _Ref441065825][bookmark: _Ref4755533]the warranty given by the Supplier pursuant to Clause 10.4 of this Schedule 2 is materially untrue, the Supplier commits a material breach of its obligation to notify the Authority of any Occasion of Tax Non-Compliance as required by Clause 10.4 of this Schedule 2, or the Supplier fails to provide details of proposed mitigating factors as required by Clause 10.4 of this Schedule 2 that in the reasonable opinion of the Authority are acceptable; or
16.2.9 pursuant to and in accordance with any termination rights set out in the Data Protection Protocol, as applicable to this Framework Agreement.
16.2.10 [bookmark: _Ref4755534]at any time at its convenience by giving at least three (3) months written notice.
16.3 [bookmark: _Ref358216592][bookmark: _Ref318803153][bookmark: _Ref261972026][bookmark: _Ref262546102][bookmark: _Ref318802643]If the Authority, acting reasonably, has good cause to believe that there has been a material deterioration in the financial circumstances of the Supplier and/or any third party guaranteeing the obligations of the Supplier under this Framework Agreement and/or any material Sub-contractor of the Supplier when compared to any information provided to and/or assessed by the Authority as part of any procurement process or other due diligence leading to the award of this Framework Agreement to the Supplier or the entering into a Sub-contract by the Supplier, the following process shall apply: 
16.3.1 [bookmark: _Ref350349724][bookmark: _Ref441065826]the Authority may (but shall not be obliged to) give notice to the Supplier requesting adequate financial or other security and/or assurances for due performance of its material obligations under this Framework Agreement on such reasonable and proportionate terms as the Authority may require within a reasonable time period as specified in such notice;  
16.3.2 [bookmark: _Ref358041070]a failure or refusal by the Supplier to provide the financial or other security and/or assurances requested in accordance with Clause 15.6 of this Schedule 2 in accordance with any reasonable timescales specified in any such notice issued by the Authority shall be deemed a breach of this Framework Agreement by the Supplier and shall be referred to and resolved in accordance with the Dispute Resolution Procedure; and 
16.3.3 [bookmark: _Ref441065827]a failure to resolve such breach in accordance with such Dispute Resolution Procedure by the end of the escalation stage of such process as set out in clause 22.4 of this Clause 22 of this Schedule 2, shall entitle, but shall not compel, the Authority to terminate this Framework Agreement in accordance with Clause 15.4(i) of this Schedule 2. 
In order that the Authority may act reasonably in exercising its discretion in accordance with Clause 15.6 of this Schedule 2, the Supplier shall provide the Authority with such reasonable and proportionate up-to-date financial or other information relating to the Supplier or any relevant third party entity upon request.
[bookmark: _Ref441565404][bookmark: _Ref441065829][bookmark: _Ref349139969]The Authority may terminate this Framework Agreement by issuing a Termination Notice to the Supplier where:
16.3.4 [bookmark: _Ref441565405]the Framework Agreement has been substantially amended to the extent that the Public Contracts Regulations 2015 require a new procurement procedure;  
16.3.5 [bookmark: _Ref441565406][bookmark: DocXTextRef42]the Authority has become aware that the Supplier should have been excluded under Regulation 57(1) or (2) of the Public Contracts Regulations 2015 from the procurement procedure leading to the award of this Framework Agreement; 
16.3.6 [bookmark: _Ref460321244][bookmark: _Ref441565409]there has been a failure by the Supplier and/or one of its Sub-contractors to comply with legal obligations in the fields of environmental, social or labour law. Where the failure to comply with legal obligations in the fields of environmental, social or labour Law is a failure by one of the Supplier’s Sub-contractors, the Authority may request the replacement of such Sub-contractor and the Supplier shall comply with such request as an alternative to the Authority terminating this Framework Agreement under this Clause 15.7.3.
[bookmark: _Ref4755535]If the Authority novates this Framework Agreement to any body that is not a Contracting Authority, from the effective date of such novation, the rights of the Authority to terminate this Framework Agreement in accordance with Clause 15.5.1 to Clause 15.5.3 of this Schedule 2 shall be deemed mutual termination rights and the Supplier may terminate this Framework Agreement by issuing a Termination Notice to the entity assuming the position of the Authority if any of the circumstances referred to in such Clauses apply to the entity assuming the position of the Authority. 
17 [bookmark: _Ref286220455][bookmark: _Ref350762041][bookmark: Page_79]Consequences of expiry or early termination of this Framework Agreement
17.1 [bookmark: _Ref286064836]Upon expiry or earlier termination of this Framework Agreement, the Authority and the Supplier agree that all Contracts entered into under this Framework Agreement will continue in full force and effect unless otherwise terminated under the terms and conditions of such Contracts.
17.2 [bookmark: _Ref441065830][bookmark: _Ref4755536]The Supplier shall cooperate fully with the Authority or, as the case may be, any replacement supplier during any re-procurement and handover period prior to and following the expiry or earlier termination of this Framework Agreement.  This cooperation shall extend to providing access to all information relevant to the operation of this Framework Agreement, as reasonably required by the Authority to achieve a fair and transparent re-procurement and/or an effective transition without disruption to routine operational requirements. Any Personal Data Processed by the Supplier on behalf of the Authority shall be returned to the Authority or destroyed in accordance with the relevant provisions of the Data Protection Protocol.  
17.3 [bookmark: _Ref441065831]The expiry or earlier termination of this Framework Agreement for whatever reason shall not affect any rights or obligations of either Party which accrued prior to such expiry or earlier termination.
17.4 [bookmark: _Ref441065832]The expiry or earlier termination of this Framework Agreement shall not affect any obligations which expressly or by implication are intended to come into or continue in force on or after such expiry or earlier termination. 
18 [bookmark: Page_80][bookmark: _Ref361866917]Suspension of Supplier’s appointment
18. [bookmark: _Ref361867024][bookmark: _Ref323552119][bookmark: _Ref327441810]Without prejudice to the Authority's rights to terminate this Framework Agreement, if a right for the Authority to terminate this Framework Agreement arises (irrespective of whether the circumstances leading to such right are capable of remedy) in accordance with Clause 15 of this Schedule 2, the Authority may suspend the Supplier's appointment to receive new Orders under this Framework Agreement by giving notice in writing to the Supplier and all Participating Authorities. 
18. [bookmark: _Ref441065833]If the Authority provides notice to the Supplier in accordance with Clause 17.1 of this Schedule 2, the Supplier's appointment shall be suspended for the period set out in the notice or such other period notified to the Supplier by the Authority in writing from time to time provided that such suspension shall be lifted where: 
1. [bookmark: _Ref441065834][bookmark: _Ref286134484]the circumstances leading to the Authority’s right to terminate this Framework Agreement have been remedied;
1. [bookmark: _Ref441065835]the Authority has satisfied itself that the risk and/or impact of the circumstances giving rise to the Authority’s right to terminate this Framework Agreement no longer requires such suspension; or
1. [bookmark: _Ref441065836]the Authority exercises its rights to terminate this Framework Agreement in accordance with Clause 15 of this Schedule 2.  
19 [bookmark: _Ref441065837]Complaints
19. [bookmark: _Ref4755537][bookmark: _Ref172377012][bookmark: _Ref441065838]The Supplier shall notify the Authority of any notices of breach issued by any Participating Authorities relating to the Supplier’s noncompliance with any of its obligations under any Contract within ten (10) Business Days of the Supplier receiving such notice of breach. 
19. [bookmark: _Ref4755538]Within five (5) Business Days of a written request by the Authority, the Supplier shall provide further reasonable details of the breach to the Authority, including details of the steps being taken to progress its remedy and, following its remedy, details of how and when the breach was remedied.  
20 [bookmark: Page_84][bookmark: _Ref94174688][bookmark: _Ref349142583][bookmark: _Ref323652042][bookmark: _Ref286068227]Modern slavery and environmental, social, and labour laws  
Environmental, social and labour law requirements
20.1 [bookmark: _Ref441065841]The Supplier shall comply in all material respects with applicable environmental and social and labour Law requirements in force from time to time in relation to the Goods and Services. Where the provisions of any such Law are implemented by the use of voluntary agreements, the Supplier shall comply with such agreements as if they were incorporated into English law subject to those voluntary agreements being cited in the Specification and Tender Response Document. Without prejudice to the generality of the foregoing, the Supplier shall:
20.1.1 [bookmark: _Ref351039220]comply with all Policies and/or procedures and requirements set out in the Specification and Tender Response Document in relation to any stated environmental, social and labour requirements, characteristics and impacts of the Goods and Services and the Supplier’s supply chain; 
20.1.2 [bookmark: _Ref351039484]maintain relevant policy statements documenting the Supplier’s significant labour, social and environmental aspects as relevant to the Goods and Services being provided and as proportionate to the nature and scale of the Supplier’s business operations; and
20.1.3 [bookmark: _Ref441065842]maintain plans and procedures that support the commitments made as part of the Supplier’s significant labour, social and environmental policies, as referred to at Clause 19.1.2 of this Schedule 2.
[bookmark: _Hlk82176988][bookmark: _Toc78911228][bookmark: _Toc78911005][bookmark: _Ref441065843]Modern slavery
20.2 [bookmark: _Hlk82177084]The Supplier shall, and shall procure that each of its Sub-contractors shall, comply with:
20.2.1 [bookmark: _Toc78911229][bookmark: _Toc78911006][bookmark: _Ref78488618][bookmark: _Ref79156896][bookmark: _Ref94175505][bookmark: _Hlk82177115]the Modern Slavery Act 2015 (“Slavery Act”); and
20.2.2 [bookmark: _Toc78911230][bookmark: _Toc78911007][bookmark: _Ref78488797][bookmark: _Ref79157120][bookmark: _Ref94175310]the Authority’s anti-slavery policy as provided to the Supplier by the Authority from time to time (“Anti-Slavery Policy”).
20.3 [bookmark: _Toc78911231][bookmark: _Toc78911008][bookmark: _Ref55246866][bookmark: _Ref94174565][bookmark: _Hlk82177132]The Supplier shall:
20.3.1 [bookmark: _Toc78911232][bookmark: _Toc78911009][bookmark: _Hlk93064695][bookmark: _Hlk92995595]implement due diligence procedures for its Sub-contractors and other participants in its supply chains in accordance with Good Industry Practice with the aim of avoiding slavery or trafficking in its supply chains;
20.3.2 [bookmark: _Toc78911233][bookmark: _Toc78911010]respond promptly to all slavery and trafficking due diligence questionnaires issued to it by the Authority from time to time and shall ensure that its responses to all such questionnaires are complete and accurate;
20.3.3 [bookmark: _Toc78911234][bookmark: _Toc78911011][bookmark: _Hlk82177152]upon request from the Authority, prepare and deliver to the Authority each year, an annual slavery and trafficking report setting out the steps it has taken to ensure that slavery and trafficking is not taking place in any of its supply chains or in any part of its business;
20.3.4 [bookmark: _Toc78911235][bookmark: _Toc78911012]maintain a complete set of records to trace the supply chain of all goods and services purchased and/or supplied by the Supplier in connection with all contracts or framework agreements with the Authority; 
20.3.5 [bookmark: _Toc78911236][bookmark: _Toc78911013]implement a system of training for its employees to ensure compliance with the Slavery Act; and
20.3.6 [bookmark: _Toc78911237][bookmark: _Toc78911014]ensure that any Sub-contracts contain anti-slavery provisions consistent with the Supplier’s obligations under this Clause 19 of this Schedule 2.
20.4 [bookmark: _Toc78911238][bookmark: _Toc78911015][bookmark: _Ref55246907][bookmark: _Ref94174743][bookmark: _Hlk82177167]The Supplier undertakes on an ongoing basis that:
20.4.1 [bookmark: _Toc78911239][bookmark: _Toc78911016][bookmark: _Hlk82177262][bookmark: _Hlk82177229][bookmark: _Hlk82177192]it conducts its business in a manner consistent with all applicable Laws including the Slavery Act and all analogous legislation in place in any part of the world in which its supply chain operates;
20.4.2 [bookmark: _Toc78911240][bookmark: _Toc78911017]its responses to all slavery and trafficking due diligence questionnaires issued to it by the Authority from time to time are complete and accurate; and
20.4.3 [bookmark: _Toc78911241][bookmark: _Toc78911018]neither the Supplier nor any of its Sub-contractors, nor any other persons associated with it (including any Staff):
(i) [bookmark: _Toc78911242][bookmark: _Toc78911019][bookmark: _Hlk82177298]has been convicted of any offence involving slavery or trafficking; or
(ii) [bookmark: _Toc78911243][bookmark: _Toc78911020]has been, or is currently, the subject of any investigation, inquiry or enforcement proceedings by any governmental, administrative or regulatory body relating to any offence committed regarding slavery or trafficking,
not already notified to the Authority in writing in accordance with Clause 19.5 of this Schedule 2. 
20.5 [bookmark: _Toc78911244][bookmark: _Toc78911021][bookmark: _Ref55246648][bookmark: _Ref94174529][bookmark: _Ref94174552][bookmark: _Hlk82177317]The Supplier shall notify the Authority as soon as it becomes aware of:
20.5.1 [bookmark: _Toc78911245][bookmark: _Toc78911022]any breach, or potential breach, of the Anti-Slavery Policy; or
20.5.2 [bookmark: _Toc78911246][bookmark: _Toc78911023]any actual or suspected slavery or trafficking in its supply chain.
20.6 [bookmark: _Toc78911247][bookmark: _Toc78911024][bookmark: _Ref55247204]If the Supplier notifies the Authority pursuant to Clause 19.5 of this Schedule 2, it shall respond promptly to the Authority’s enquiries, co-operate with any investigation, and allow the Authority to audit any books, premises, facilities, records and/or any other relevant documentation in accordance with this Framework Agreement. 
20.7 If the Supplier is in breach of Clause 19.3 or the undertaking at Clause 19.4 of this Schedule 2 in addition to its other rights and remedies provided under this Framework Agreement, the Authority may:
20.7.1 [bookmark: _Toc78911248][bookmark: _Toc78911025][bookmark: _Hlk82177335]by written notice require the Supplier to remove from performance of any contract or framework agreement with the Authority (including this Framework Agreement) any Sub-contractor, Staff or other persons associated with it whose acts or omissions have caused the breach; or
20.7.2 [bookmark: _Toc78911249][bookmark: _Toc78911026][bookmark: _Ref78512481][bookmark: _Ref79158904][bookmark: _Ref102557136]terminate this Framework Agreement by issuing a Termination Notice to the Supplier.
Further corporate social responsibility requirements
20.8 [bookmark: _Hlk82177350]The Supplier shall comply with any further corporate social responsibility requirements set out in the Specification and Tender Response Document.
[bookmark: _Hlk82177392]Provision of further information
20.9 The Supplier shall meet reasonable requests by the Authority for information evidencing the Supplier’s compliance with the provisions of Clause 19 of this Schedule 2. For the avoidance of doubt, the Authority may audit the Supplier’s compliance with this Clause 19 of this Schedule 2 in accordance with Clause 24 of this Schedule 2.
21 Electronic product and services information
[bookmark: _Ref536853302][bookmark: _Ref441065844]Where requested by the Authority, the Supplier shall provide the Authority the Product Information and the Services Information in such manner and upon such media as agreed between the Supplier and the Authority from time to time for the sole use by the Authority. 
[bookmark: _Ref441065845]The Supplier warrants that the Product Information and the Services Information is complete and accurate as at the date upon which it is delivered to the Authority and that the Product Information and/or Services Information shall not contain any data or statement which gives rise to any liability on the part of the Authority following publication of the same in accordance with Clause 20 of this Schedule 2.
[bookmark: _Ref441065846]If the Product Information and Services Information ceases to be complete and accurate, the Supplier shall promptly notify the Authority in writing of any modification or addition to or any inaccuracy or omission in the Services Information.
[bookmark: _Ref441065847][bookmark: _Ref536854671]The Supplier grants the Authority a perpetual, non-exclusive, royalty free licence to use and exploit the Product Information and the Services Information and any Intellectual Property Rights in the Product Information and the Services Information for the purpose of illustrating the range of goods and services (including, without limitation, the Goods and Services) available pursuant to the Authority’s contracts from time to time. Subject to Clause 20.5 of this Schedule 2, no obligation to illustrate or advertise the Services Information is imposed on the Authority, as a consequence of the licence conferred by this Clause 20.4 of this Schedule 2. 
[bookmark: _Ref350941205]The Authority may reproduce for its sole use the Services Information provided by the Supplier in the Authority's product and/or services catalogue from time to time which may be made available on any NHS communications networks in electronic format and/or made available on the Authority's external website and/or made available on other digital media from time to time.
[bookmark: _Ref349143653]Before any publication of the Product Information and the Services Information (electronic or otherwise) is made by the Authority, the Authority will submit a copy of the relevant sections of the Authority's product and/or services catalogue to the Supplier for approval, such approval not to be unreasonably withheld or delayed. For the avoidance of doubt the Supplier shall have no right to compel the Authority to exhibit the Product Information and the Services Information in any product and/or services catalogue as a result of the approval given by it pursuant to this Clause 20.6 of this Schedule 2 or otherwise under the terms of this Framework Agreement.
[bookmark: _Ref441065848]If requested in writing by the Authority, and to the extent not already agreed as part of the Specification and Tender Response Document, the Supplier and the Authority shall discuss and seek to agree in good faith arrangements to use any Electronic Trading System.
22 [bookmark: _Ref350762083][bookmark: Page_92]Change management
22. [bookmark: _Ref441065849]The Supplier acknowledges to the Authority that the requirements for the Goods and/or Services may change during the Term and the Supplier shall not unreasonably withhold or delay its consent to any reasonable variation or addition to the Specification and Tender Response Document, as may be requested by the Authority from time to time.
22. [bookmark: _Ref441065850]Subject to Clause 21.3 of this Schedule 2, any change to the Goods and/or Services or other variation to this Framework Agreement shall only be binding once it has been agreed in writing and signed by an authorised representative of both Parties. 
22. [bookmark: _Ref502928192]Any change to the Data Protection Protocol shall be made in accordance with the relevant provisions of that protocol. 
22. [bookmark: _Hlk82177582]The Supplier shall neither be relieved of its obligations to supply the Goods or provide the Services in accordance with the terms and conditions of this Framework Agreement nor be entitled to an increase in the Contract Price as the result of:
3. a General Change in Law; or 
3. a Specific Change in Law where the effect of that Specific Change in Law on the Services is reasonably foreseeable at the Commencement Date. 
23 [bookmark: _Ref286071345][bookmark: Page_93]Dispute resolution
23. [bookmark: _Ref4755539][bookmark: _Ref441065851][bookmark: _Ref282592203]During any Dispute, including a Dispute as to the validity of the Framework Agreement, it is agreed that the Supplier shall continue its performance of the provisions of the Framework Agreement (unless the Authority requests in writing that the Supplier does not do so).
23. [bookmark: _Ref4755540][bookmark: DocXTextRef45][bookmark: DocXTextRef44]In the case of a Dispute the Supplier and the Authority shall make every reasonable effort to communicate and cooperate with each other with a view to resolving the Dispute and shall follow the procedure set out in this Clause 22 of this Schedule 2.
23. [bookmark: _Ref4755541]In the event of a Dispute either Party may serve a Dispute Notice on the other Party to commence formal resolution of the Dispute.  The Dispute Notice shall set out:
23.2.1 [bookmark: _Ref4755542]the material particulars of the Dispute; and
23.2.2 [bookmark: _Ref4755543]the reasons why the Party serving the Dispute Notice believes the Dispute has arisen.
23. [bookmark: _Ref4755544]Following the service of a Dispute Notice the Parties shall first seek to resolve the Dispute by convening a meeting between the Authority’s Contract Manager and the Supplier’s Contract Manager (together the “Contract Managers”).  
23.3.1 [bookmark: _Ref4755545]The meeting of the Contract Managers must take place within five (5) Business Days of the date of the Dispute Notice (the “Dispute Meeting”).  
23.3.2 [bookmark: _Ref4755546]The Contract Managers shall be given ten (10) Business Days following the date of the Dispute Meeting to resolve the Dispute.
23.3.3 [bookmark: _Ref4755547][bookmark: DocXTextRef50][bookmark: DocXTextRef51][bookmark: DocXTextRef47][bookmark: DocXTextRef48][bookmark: DocXTextRef46][bookmark: DocXTextRef49]The Contract Managers can agree to further meetings at levels 2 and/or 3 as referred to at Clause 5.1 of the Key Provisions in Schedule 1, in addition to the Dispute Meeting, but such meetings must be held within the ten (10) Business Day timetable set out in Clause 22.4.2 of Schedule 2.
23.3.4 [bookmark: _Ref4755548]If at any point it becomes clear that the timetable set out cannot be met or has passed, the Parties may (but shall be under no obligation to) agree in writing to extend the timetable. Any agreed extension to the timetable shall have the effect of delaying the start of the subsequent stages by the period agreed in the extension.
23. [bookmark: _Ref4755549][bookmark: DocXTextRef52][bookmark: DocXTextRef55][bookmark: DocXTextRef53][bookmark: DocXTextRef56][bookmark: DocXTextRef54][bookmark: DocXTextRef57]If the procedure set out in Clause 22.4 of this Schedule 2 has been exhausted and fails to resolve the Dispute either party may request the Dispute be resolved by way of a binding expert determination (pursuant to Clause 22.6 of this Schedule 2). For the avoidance of doubt, the Expert shall determine all matters (including, without limitation, matters of contractual construction and interpretation) in connection with any Dispute referred to binding expert determination pursuant to Clause 22.6 of this Schedule 2. 
23. [bookmark: _Ref4755550]Where the Dispute is referred to binding expert determination the following process will apply: 
23.5.1 [bookmark: _Ref4755551]The Party wishing to refer the Dispute to expert determination shall give notice in writing to the other Party informing it of its wish to refer the Dispute to expert determination and giving brief details of its position in the Dispute.
23.5.2 [bookmark: _Ref4755552][bookmark: DocXTextRef58][bookmark: DocXTextRef59]The Parties shall attempt to agree upon a single expert (who must have no connection with the Dispute unless both Parties have consented in writing) (an “Expert”). For the avoidance of doubt, where the Dispute relates to contractual interpretation and construction, the Expert may be Queen’s Counsel.  In the event that the Parties fail to agree upon an Expert within five (5) Business Days following the date of the notice referred to in Clause  22.6.1 of this Schedule 2 (or if the person agreed upon is unable or unwilling to act), the Parties agree that the Expert will be nominated and confirmed to be appointed by the Centre for Effective Dispute Resolution.
23.5.3 [bookmark: _Ref4755553][bookmark: DocXTextRef60][bookmark: DocXTextRef61]The Expert must be willing and able to complete the expert determination process within thirty (30) Business Days of the Date of Final Representations (as defined below in Clause 22.6.5 of this Schedule 2).
23.5.4 [bookmark: _Ref4755554]The Expert shall act as an expert not as an arbitrator or legal advisor. There will be no formal hearing and the Expert shall regulate the procedure as she or he sees fit.
23.5.5 [bookmark: _Ref4755555]The Parties shall each have the right to make written representations to the Expert and will, with reasonable promptness, provide the Expert with such assistance and documents as the Expert reasonably requires for the purpose of reaching a decision. Such representations must be made within twenty eight (28) Business Days of the Expert being appointed, or fourteen (14) Business Days after the last documents requested by the Expert have been provided to the Expert, whichever is the later (“Date of Final Representations”). Any documents provided to the Expert and any correspondence to or from the Expert, including email exchanges, shall be copied to the other Party simultaneously.
23.5.6 [bookmark: _Ref4755556]The Expert shall have the power to open up, review and revise any certificate, opinion, requisition or notice and to determine all matters in Dispute (including his jurisdiction to determine matters that have been referred to him).
23.5.7 [bookmark: _Ref4755557][bookmark: DocXTextRef62][bookmark: DocXTextRef64][bookmark: DocXTextRef63][bookmark: DocXTextRef65]The Expert may take such advice and assistance from professional advisers or other third parties as he reasonably considers appropriate to enable him to reach a determination of the Dispute and may issue orders that one or both of the Parties are to pay such third party costs, stating the proportion.  For the avoidance of doubt, where the Expert is not Queen’s Counsel, and the Expert requires advice or assistance on matters of contractual interpretation and construction, the Expert may take such advice and assistance from a third party Queen’s Counsel of their choosing under this Clause 22.6.7 of this Schedule 2. The Parties will pay any such third party costs incurred pursuant to this Clause 22.6.7 of this Schedule 2 in such proportions as the Expert shall order. In the absence of such order such third party costs will be paid equally. 
23.5.8 [bookmark: _Ref4755558]The Expert shall provide the Parties with a written determination of the Dispute (the “Expert’s Decision”) within thirty (30) Business Days of the Date of Final Representations, which shall, in the absence of fraud or manifest error, be final and binding on the Parties. 
23.5.9 [bookmark: _Ref4755559]The Expert’s Decision shall include reasons.
23.5.10 [bookmark: _Ref4755560]The Parties agree to implement the Expert’s Decision within five (5) Business Days of the Expert’s Decision being provided to them or as otherwise specified as part of the Expert’s Decision.  
23.5.11 [bookmark: _Ref4755561]The Parties agree that the Expert shall be entitled to proceed to give his binding determination should one or both Parties fail to act in accordance with the procedural timetable set out above.
23.5.12 [bookmark: _Ref4755562]The Parties will pay the Expert’s costs in such proportions as the Expert shall determine. In the absence of such determination such costs will be shared equally.
23.5.13 [bookmark: _Ref4755563]The Parties agree to keep confidential all information arising out of or in connection with the expert determination, including details of the underlying Dispute, except where disclosure is required by Law.
23. [bookmark: _Ref4755564]Nothing in this Framework Agreement shall prevent:
23.6.1 [bookmark: _Ref4755565]the Authority taking action in any court in relation to any death or personal injury arising or allegedly arising in connection with the supply of Goods and/or the provision of Services; 
23.6.2 [bookmark: _Ref4755566]either Party seeking from any court any interim or provisional relief that may be necessary to protect the rights or property of that Party (including Intellectual Property Rights) or which relates to the safety of patients and other service users or the security of Confidential Information, pending the resolution of the relevant Dispute in accordance with the Dispute Resolution Procedure.
23. [bookmark: _Ref4755567][bookmark: DocXTextRef66][bookmark: DocXTextRef67][bookmark: DocXTextRef68]Subject to Clause 22.7 of this Schedule 2, neither Party may commence legal proceedings in relation to a Dispute until the Dispute Resolution Procedures set out in this Clause 22 has been exhausted. For the avoidance of doubt, either Party may commence legal action to enforce the Expert’s Decision.
23. [bookmark: _Ref466032057]This Clause 22 of this Schedule 2 shall survive the expiry of or earlier termination of this Framework Agreement for any reason.
24 [bookmark: _Ref318722987][bookmark: _Ref323652367][bookmark: _Ref318723056][bookmark: Page_94]Force majeure
24. [bookmark: _Ref441065857]Subject to Clause 23.2 of this Schedule 2 neither Party shall be liable to the other for any failure to perform all or any of its obligations under this Framework Agreement nor liable to the other Party for any loss or damage arising out of the failure to perform its obligations to the extent only that such performance is rendered impossible by a Force Majeure Event. 
24.1 [bookmark: _Ref261972953]The Supplier shall only be entitled to rely on a Force Majeure Event and the relief set out in Clause 23 of this Schedule 2 and will not be considered to be in default or liable for breach of any obligations under this Framework Agreement if:
24.1.1 [bookmark: _Ref441065858]the Supplier has fulfilled its obligations pursuant to Clause 6 of this Schedule 2; 
24.1.2 [bookmark: _Ref441065859]the Force Majeure Event does not arise directly or indirectly as a result of any wilful or negligent act or default of the Supplier; and
24.1.3 [bookmark: _Ref441065860]the Supplier has complied with the procedural requirements set out in Clause 23 of this Schedule 2. 
24.2 [bookmark: _Ref441065861]Where a Party is (or claims to be) affected by a Force Majeure Event it shall use reasonable endeavours to mitigate the consequences of such a Force Majeure Event upon the performance of its obligations under this Framework Agreement and to resume the performance of its obligations affected by the Force Majeure Event as soon as practicable.
24.3 [bookmark: _Ref441065862]Where the Force Majeure Event affects the Supplier’s ability to perform part of its obligations under the Framework Agreement the Supplier shall fulfil all such contractual obligations that are not so affected and shall not be relieved from its liability to do so.
24.4 [bookmark: _Ref441065863]If either Party is prevented or delayed in the performance of its obligations under this Framework Agreement by a Force Majeure Event, that Party shall as soon as reasonably practicable serve notice in writing on the other Party specifying the nature and extent of the circumstances giving rise to its failure to perform or any anticipated delay in performance of its obligations.
24.5 [bookmark: _Ref441065864]Subject to service of such notice, the Party affected by such circumstances shall have no liability for its failure to perform or for any delay in performance of its obligations affected by the Force Majeure Event only for so long as such circumstances continue and for such time after they cease as is necessary for that Party, using its best endeavours, to recommence its affected operations in order for it to perform its obligations.
24.6 [bookmark: _Ref286134971]The Party claiming relief shall notify the other in writing as soon as the consequences of the Force Majeure Event have ceased and of when performance of its affected obligations can be resumed.
[bookmark: _Ref352787746][bookmark: _Ref286163184]If the Supplier is prevented from performance of its obligations as a result of a Force Majeure Event, the Authority may at any time if the Force Majeure Event subsists for thirty (30) days or more, terminate this Framework Agreement by issuing a Termination Notice to the Supplier. 
24.7 [bookmark: _Ref441065865]Following such termination in accordance with Clause 23.8 of this Schedule 2 and subject to Clause 23.10 of this Schedule 2, neither Party shall have any liability to the other.
24.8 [bookmark: _Ref352787474] Any rights and liabilities of either Party which have accrued prior to such termination in accordance with Clause 23.8 of this Schedule 2 shall continue in full force and effect unless otherwise specified in this Framework Agreement.
25 [bookmark: _Ref260055410][bookmark: Page_95]Records retention and right of audit 
25. [bookmark: _Ref318723263]Subject to any statutory requirement and Clause 24.2 of this Schedule 2, the Supplier shall keep secure and maintain for the Term and six (6) years afterwards, or such longer period as may be agreed between the Parties, full and accurate records of all matters relating to this Framework Agreement. 
25. [bookmark: _Ref441065866][bookmark: _Ref318723425]Where any records could be relevant to a claim for personal injury such records shall be kept secure and maintained for a period of twenty one (21) years from the date of expiry or earlier termination of this Framework Agreement.  
25.2 [bookmark: _Ref441065867]The Authority shall have the right to audit the Supplier’s compliance with this Framework Agreement.  The Supplier shall permit or procure permission for the Authority or its authorised representative during normal business hours having given advance written notice of no less than five (5) Business Days, access to any premises and facilities, books and records reasonably required to audit the Supplier’s compliance with its obligations under this Framework Agreement. 
25.3 [bookmark: _Ref441065868]Should the Supplier Sub-contract any of its obligations under this Framework Agreement, the Authority shall have the right to audit and inspect such third party.  The Supplier shall procure permission for the Authority or its authorised representative during normal business hours no more than once in any twelve (12) months, having given advance written notice of no less than five (5) Business Days, access to any premises and facilities, books and records used in the performance of the Supplier’s obligations under this Framework Agreement that are Sub-contracted to such third party.  The Supplier shall cooperate with such audit and inspection and accompany the Authority or its authorised representative if requested.
25.4 [bookmark: _Ref441065869]The Supplier shall grant to the Authority or its authorised representative, such access to those records as they may reasonably require in order to check the Supplier’s compliance with this Framework Agreement for the purposes of:
25.4.1 [bookmark: _Ref441065870]the examination and certification of the Authority’s  accounts; or
25.4.2 [bookmark: _Ref441065871]any examination pursuant to section 6(1) of the National Audit Act 1983 of the economic efficiency and effectiveness with which the Authority has used its resources.
25.5 [bookmark: _Ref441065872][bookmark: DocXTextRef69]The Comptroller and Auditor General may examine such documents as they may reasonably require which are owned, held or otherwise within the control of the Supplier and may require the Supplier to provide such oral and/or written explanations as they consider necessary.  Clause 24 of this Schedule 2 does not constitute a requirement or agreement for the examination, certification or inspection of the accounts of the Supplier under sections 6(3)(d) and 6(5) of the National Audit Act 1983.
25.6 [bookmark: _Ref441065873]The Supplier shall provide reasonable cooperation to the Authority, its representatives and any regulatory body in relation to any audit, review, investigation or enquiry carried out in relation to the subject matter of this Framework Agreement. 
25.7 [bookmark: _Ref441065874]The Supplier shall provide all reasonable information as may be reasonably requested by the Authority to evidence the Supplier’s compliance with the requirements of this Framework Agreement. 
26 [bookmark: _Ref323652391][bookmark: Page_96]Conflicts of interest and the prevention of fraud
26. [bookmark: _Ref441065875]The Supplier shall take appropriate steps to ensure that neither the Supplier nor any Staff are placed in a position where, in the reasonable opinion of the Authority, there is or may be an actual conflict, or a potential conflict, between the pecuniary or personal interests of the Supplier and the duties owed to the Authority under the provisions of this Framework Agreement.  The Supplier will disclose to the Authority full particulars of any such conflict of interest which may arise.
26.1 [bookmark: _Ref286068827]The Authority reserves the right to terminate this Framework Agreement by issuing a Termination Notice to the Supplier and/or to take such other steps it deems necessary where, in the reasonable opinion of the Authority, there is or may be an actual conflict, or a potential conflict, between the pecuniary or personal interests of the Supplier and the duties owed to the Authority under the provisions of this Framework Agreement.  The actions of the Authority pursuant to this Clause 25.2 of this Schedule 2 shall not prejudice or affect any right of action or remedy which shall have accrued or shall subsequently accrue to the Authority.
26.2 [bookmark: _Ref286068886]The Supplier shall take all reasonable steps to prevent Fraud by Staff and the Supplier (including its owners, members and directors).  The Supplier shall notify the Authority immediately if it has reason to suspect that any Fraud has occurred or is occurring or is likely to occur. 
26.3 [bookmark: _Ref286163234]If the Supplier or its Staff commits Fraud the Authority may terminate this Framework Agreement and recover from the Supplier the amount of any direct loss suffered by the Authority resulting from the termination.
27 [bookmark: Page_97][bookmark: _Ref318788437]Equality and human rights
27. [bookmark: _Ref441065876][bookmark: _Ref286220495]The Supplier shall:
27.0.1 [bookmark: _Ref441065877][bookmark: DocXTextRef70][bookmark: DocXTextRef71]ensure that: (a) it does not, whether as employer, a supplier of Goods, or as a provider of Services, engage in any act or omission that would contravene the Equality Legislation, and (b) it complies with all its obligations as an employer, a supplier of Goods, or provider of the Services and any associated services as set out in the Equality Legislation and take reasonable endeavours to ensure its Staff do not unlawfully discriminate within the meaning of the Equality Legislation;
27.0.2 [bookmark: _Ref441065878]in the management of its affairs and the development of its equality and diversity policies, cooperate with the Authority in light of the Authority’s obligations to comply with its statutory equality duties whether under the Equality Act 2010 or otherwise.  The Supplier shall take such reasonable and proportionate steps as the Authority considers appropriate to promote equality and diversity, including race equality, equality of opportunity for disabled people, gender equality, and equality relating to religion and belief, sexual orientation and age; and
27.0.3 [bookmark: _Ref441065879]the Supplier shall impose on all its Sub-contractors and suppliers, obligations substantially similar to those imposed on the Supplier by Clause 26 of this Schedule 2. 
27. [bookmark: _Ref441065880]The Supplier shall meet reasonable requests by the Authority for information evidencing the Supplier’s compliance with the provisions of Clause 26 of this Schedule 2.
28 [bookmark: _Ref441065881][bookmark: Page_99]Notice
28. [bookmark: _Ref441065882]Any notice required to be given by either Party under this Framework Agreement shall be in writing quoting the date of the Framework Agreement and shall be delivered by hand or sent by prepaid first class recorded delivery or by email to the person referred to in the Key Provisions or such other person as one Party may inform the other Party in writing from time to time.
28.1 [bookmark: _Ref441065883]A notice shall be treated as having been received:
28.1.1 [bookmark: _Ref441065884]if delivered by hand within normal business hours when so delivered or, if delivered by hand outside normal business hours, at the next start of normal business hours; or
28.1.2 [bookmark: _Ref441065885][bookmark: DocXTextRef72][bookmark: DocXTextRef73]if sent by first class recorded delivery mail on a normal Business Day, at 9.00 am on the second Business Day subsequent to the day of posting, or, if the notice was not posted on a Business Day, at 9.00 am on the third Business Day subsequent to the day of posting; or 
28.1.3 [bookmark: _Ref441065886]if sent by email, if sent within normal business hours when so sent or, if sent outside normal business hours, at the next start of normal business hours provided the sender has either received an electronic confirmation of delivery or has telephoned the recipient to inform the recipient that the email has been sent. 
29 [bookmark: _Ref323652439][bookmark: Page_100]Assignment, novation and Sub-contracting
29. [bookmark: _Ref286069904][bookmark: _Ref346139938][bookmark: _Ref260049342][bookmark: _Ref260049321]The Supplier shall not assign, Sub-contract, novate, create a trust in, or in any other way dispose of the whole or any part of this Framework Agreement without the prior consent in writing of the Authority, such consent not to be unreasonably withheld or delayed.  If the Supplier Sub-contracts any of its obligations under this Framework Agreement, every act or omission of the Sub-contractor shall for the purposes of this Framework Agreement be deemed to be the act or omission of the Supplier and the Supplier shall be liable to the Authority as if such act or omission had been committed or omitted by the Supplier itself.
29.1 [bookmark: _Ref441065887]Any authority given by the Authority for the Supplier to Sub-contract any of its obligations under this Framework Agreement shall not impose any duty on the Authority to enquire as to the competency of any authorised Sub-contractor. The Supplier shall ensure that any authorised Sub-contractor has the appropriate capability and capacity to perform the relevant obligations and that the obligations carried out by such Sub-contractor are fully in accordance with this Framework Agreement.
[bookmark: _Ref441565414][bookmark: _Ref441065889]Where the Authority considers that the grounds for exclusion under Regulation 57 of the Public Contracts Regulations 2015 apply to any Sub-contractor, then:
29.1.1 [bookmark: _Ref441565415]if the Authority finds there are compulsory grounds for exclusion, the Supplier shall ensure, or shall procure, that such Sub-contractor is replaced or not appointed; or
29.1.2 [bookmark: _Ref4755568][bookmark: _Ref441565416]if the Authority finds there are non-compulsory grounds for exclusion, the Authority may require the Supplier to ensure, or to procure, that such Sub-contractor is replaced or not appointed and the Supplier shall comply with such a requirement. 
29.2 [bookmark: _Ref4755569]The Authority shall upon written request have the right to review any Sub-contract entered into by the Supplier in respect of the provision of the Supply of Goods and/or the Services and the Supplier shall provide a certified copy of any Sub-contract within five (5) Business Days of the date of a written request from the Authority.  For the avoidance of doubt, the Supplier shall have the right to redact any confidential pricing information in relation to such copies of Sub-contract.
29.3 [bookmark: _Ref441065890]The Authority may at any time transfer, assign, novate, sub-contract or otherwise dispose of its rights and obligations under this Framework Agreement or any part of this Framework Agreement and the Supplier warrants that it will carry out all such reasonable further acts required to effect such transfer, assignment, novation, sub-contracting or disposal. If the Authority novates this Framework Agreement to any body that is not a Contracting Authority, from the effective date of such novation, the party assuming the position of the Authority shall not further transfer, assign, novate, sub-contract or otherwise dispose of its rights and obligations under this Framework Agreement or any part of this Framework Agreement without the prior written consent of the Supplier, such consent not to be unreasonably withheld or delayed by the Supplier. 
30 [bookmark: _Ref286071361][bookmark: Page_102]Prohibited Acts
30. [bookmark: _Ref441065891]The Supplier warrants and represents that:
30.0.1 [bookmark: _Ref362333140]it has not committed any offence under the Bribery Act 2010 or done any of the following (“Prohibited Acts”):
(i) [bookmark: _Ref441065892]offered, given or agreed to give any officer or employee of the Authority any gift or consideration of any kind as an inducement or reward for doing or not doing or for having done or not having done any act in relation to the obtaining or performance of this or any other agreement with the Authority or for showing or not showing favour or disfavour to any person in relation to this or any other agreement with the Authority; or
(ii) [bookmark: _Ref441065893]in connection with this Framework Agreement paid or agreed to pay any commission other than a payment, particulars of which (including the terms and conditions of the agreement for its payment) have been disclosed in writing to the Authority; and
30.0.2 [bookmark: _Ref441065894][bookmark: DocXTextRef74]it has in place adequate procedures to prevent bribery and corruption, as contemplated by section 7 of the Bribery Act 2010.
30.1 [bookmark: _Ref286163261][bookmark: _Ref261972131]If the Supplier or its Staff (or anyone acting on its or their behalf) has done or does any of the Prohibited Acts or has committed or commits any offence under the Bribery Act 2010 with or without the knowledge of the Supplier in relation to this or any other agreement with the Authority:
30.1.1 [bookmark: _Ref286071312]the Authority shall be entitled:
(i) [bookmark: _Ref441065895]to terminate this Framework Agreement and recover from the Supplier the amount of any loss resulting from the termination;
(ii) [bookmark: _Ref441065896]to recover from the Supplier the amount or value of any gift, consideration or commission concerned; and
(iii) [bookmark: _Ref441065897]to recover from the Supplier any other loss or expense sustained in consequence of the carrying out of the Prohibited Act or the commission of the offence under the Bribery Act 2010; 
30.1.2 [bookmark: _Ref441065898]any termination under Clause 29.2.1 of this Schedule 2 shall be without prejudice to any right or remedy that has already accrued, or subsequently accrues, to the Authority; and
30.1.3 [bookmark: _Ref441065899]notwithstanding Clause 22 of this Schedule 2, any Dispute relating to:
(i) [bookmark: _Ref441065900]the interpretation of Clause 29 of this Schedule 2; or
(ii) [bookmark: _Ref441065901]the amount or value of any gift, consideration or commission,
shall be determined by the Authority, acting reasonably, and the decision shall be final and conclusive.
31 [bookmark: Page_103][bookmark: _Ref323652486][bookmark: _Ref327442261]General
31. [bookmark: _Ref441065902]Each of the Parties is independent of the other and nothing contained in this Framework Agreement shall be construed to imply that there is any relationship between the Parties of partnership or of principal/agent or of employer/employee nor are the Parties hereby engaging in a joint venture and accordingly neither of the Parties shall have any right or authority to act on behalf of the other nor to bind the other by agreement or otherwise, unless expressly permitted by the terms of this Framework Agreement.
31. [bookmark: _Ref441065903]Failure or delay by either Party to exercise an option or right conferred by this Framework Agreement shall not of itself constitute a waiver of such option or right.
31.2 [bookmark: _Ref441065904]The delay or failure by either Party to insist upon the strict performance of any provision, term or condition of this Framework Agreement or to exercise any right or remedy consequent upon such breach shall not constitute a waiver of any such breach or any subsequent breach of such provision, term or condition.
31.3 [bookmark: _Ref441065905]Any provision of this Framework Agreement which is held to be invalid or unenforceable in any jurisdiction shall be ineffective to the extent of such invalidity or unenforceability without invalidating or rendering unenforceable the remaining provisions of this Framework Agreement and any such invalidity or unenforceability in any jurisdiction shall not invalidate or render unenforceable such provisions in any other jurisdiction.
31.4 [bookmark: _Ref441065906][bookmark: _Ref318701978]Each Party acknowledges and agrees that it has not relied on any representation, warranty or undertaking (whether written or oral) in relation to the subject matter of this Framework Agreement and therefore irrevocably and unconditionally waives any rights it may have to claim damages against the other Party for any misrepresentation or undertaking (whether made carelessly or not) or for breach of any warranty unless the representation, undertaking or warranty relied upon is set out in this Framework Agreement or unless such representation, undertaking or warranty was made fraudulently. 
31.5 [bookmark: _Ref341950805]Each Party shall bear its own expenses in relation to the preparation and execution of this Framework Agreement including all costs, legal fees and other expenses so incurred.
[bookmark: _Ref319065169]The rights and remedies provided in this Framework Agreement are independent, cumulative and not exclusive of any rights or remedies provided by general law, any rights or remedies provided elsewhere under this Framework Agreement or by any other contract or document.  In this Clause 30.7 of this Schedule 2, right includes any power, privilege, remedy, or proprietary or security interest. 
31.6 [bookmark: _Ref441065907]A person who is not a party to this Framework Agreement shall have no right to enforce any terms of it which confer a benefit on such person.  No such person shall be entitled to object to or be required to consent to any amendment to the provisions of this Framework Agreement.
31.7 [bookmark: _Ref441065908]This Framework Agreement, any variation in writing signed by an authorised representative of each Party and any document referred to (explicitly or by implication) in this Framework Agreement or any variation to this Framework Agreement, contain the entire understanding between the Supplier and the Authority relating to the operation of this Framework Agreement to the exclusion of all previous agreements, confirmations and understandings and there are no promises, terms, conditions or obligations whether oral or written, express or implied other than those contained or referred to in this Framework Agreement.  Nothing in this Framework Agreement seeks to exclude either Party's liability for Fraud.  Any tender conditions and/or disclaimers set out in the Authority’s procurement documentation leading to the award of this Framework Agreement shall form part of this Framework Agreement.
31.8 [bookmark: _Ref441065909]This Framework Agreement, and any Dispute or claim arising out of or in connection with it or its subject matter (including any non-contractual claims), shall be governed by, and construed in accordance with, the laws of England and Wales.
31.9 [bookmark: _Ref441065910]Subject to Clause 22 of this Schedule 2, the Parties irrevocably agree that the courts of England and Wales shall have non-exclusive jurisdiction to settle any Dispute or claim that arises out of or in connection with this Framework Agreement or its subject matter.
31.10 [bookmark: _Ref441065911]All written and oral communications and all written material referred to under this Framework Agreement shall be in English. 


[bookmark: _Ref347235111][bookmark: _Ref318701648]
Information and Data Provisions 
1. [bookmark: _Ref351042478]Confidentiality
[bookmark: _Ref441065912]In respect of any Confidential Information it may receive directly or indirectly from the other Party (“Discloser”) and subject always to the remainder of Clause 1 of this Schedule 3, each Party (“Recipient”) undertakes to keep secret and strictly confidential and shall not disclose any such Confidential Information to any third party without the Discloser’s prior written consent provided that:
32.1.1 [bookmark: _Ref441065913]the Recipient shall not be prevented from using any general knowledge, experience or skills which were in its possession prior to the Commencement Date;
32.1.2 [bookmark: _Ref441065914]the provisions of Clause 1 of this Schedule 3 shall not apply to any Confidential Information:
(i) [bookmark: _Ref441065915]which is in or enters the public domain other than by breach of this Framework Agreement or other act or omissions of the Recipient;
(ii) [bookmark: _Ref441065916]which is obtained from a third party who is lawfully authorised to disclose such information without any obligation of confidentiality;
(iii) [bookmark: _Ref441065917]which is authorised for disclosure by the prior written consent of the Discloser; 
(iv) [bookmark: _Ref441065918]which the Recipient can demonstrate was in its possession without any obligation of confidentiality prior to receipt of the Confidential Information from the Discloser; or
(v) [bookmark: _Ref441065919]which the Recipient is required to disclose purely to the extent to comply with the requirements of any relevant stock exchange. 
32.2 [bookmark: _Ref351073093]Nothing in Clause 1 of this Schedule 3 shall prevent the Recipient from disclosing Confidential Information where it is required to do so by judicial, administrative, governmental or regulatory process in connection with any action, suit, proceedings or claim or otherwise by applicable Law, including the Freedom of Information Act 2000 (“FOIA”), Codes of Practice on Access to Government Information, on the Discharge of Public Authorities’ Functions or on the Management of Records (“Codes of Practice”) or the Environmental Information Regulations 2004 (“Environmental Regulations”).
32.3 [bookmark: _Ref391375082][bookmark: _Ref352160542]The Authority may disclose the Supplier’s Confidential Information:
32.3.1 [bookmark: _Ref441065920]on a confidential basis, to any Contracting Authority (the Parties agree that all Contracting Authorities receiving such Confidential Information shall be entitled to further disclose the Confidential Information to other Contracting Authorities on the basis that the information is confidential and is not to be disclosed to a third party which is not part of any Contracting Authority);
32.3.2 [bookmark: _Ref441065921]on a confidential basis, to any consultant, contractor or other person engaged by the Authority and/or the Contracting Authority receiving such information;
32.3.3 [bookmark: _Ref441065922]to any relevant party for the purpose of the examination and certification of the Authority’s accounts; 
32.3.4 [bookmark: _Ref441065923]to any relevant party for any examination pursuant to section 6(1) of the National Audit Act 1983 of the economy, efficiency and effectiveness with which the Authority has used its resources; 
32.3.5 [bookmark: _Ref441065924]to Parliament and Parliamentary Committees or if required by any Parliamentary reporting requirements; or
32.3.6 [bookmark: _Ref441065925]on a confidential basis, to a proposed successor body in connection with any proposed or actual, assignment, novation or other disposal of rights, obligations, liabilities or property in connection with this Framework Agreement;
and for the purposes of this Framework Agreement, references to disclosure "on a confidential basis" shall mean the Authority making clear the confidential nature of such information and that it must not be further disclosed except in accordance with Law or this Clause 1.3 of this Schedule 3. 
32.4 [bookmark: _Ref441065926]The Supplier may only disclose the Authority’s Confidential Information, and any other information provided to the Supplier by the Authority in relation to the operation of this Framework Agreement, to the Supplier’s Staff or professional advisors who are directly involved in the performance of or advising on the Supplier’s obligations under this Framework Agreement. The Supplier shall ensure that such Staff or professional advisors are aware of and shall comply with the obligations in Clause 1 of this Schedule 3 as to confidentiality and that all information, including Confidential Information, is held securely, protected against unauthorised use or loss and, at the Authority’s written discretion, destroyed securely or returned to the Authority when it is no longer required.  The Supplier shall not, and shall ensure that the Staff do not, use any of the Authority’s Confidential Information received otherwise than for the purposes of performing the Supplier’s obligations in this Framework Agreement. 
32.5 [bookmark: _Ref441065927]For the avoidance of doubt, save as required by Law or as otherwise set out in this Schedule 3, the Supplier shall not, without the prior written consent of the Authority (such consent not to be unreasonably withheld or delayed), announce that it has entered into this Framework Agreement and/or that it has been appointed as a Supplier to the Authority and/or make any other announcements about this Framework Agreement. 
32.6 [bookmark: _Ref441065928]Clause 1 of this Schedule 3 shall remain in force:
[bookmark: _Ref441065929]without limit in time in respect of Confidential Information which comprises Personal Data or which relates to national security; and
[bookmark: _Ref441065930]for all other Confidential Information for a period of three (3) years after the expiry or earlier termination of this Framework Agreement unless otherwise agreed in writing by the Parties. 
33 [bookmark: _Ref351042762]Data protection
33.1 [bookmark: _Ref441065931][bookmark: _Ref4755570]The Parties acknowledge their respective duties under Data Protection Legislation and shall give each other all reasonable assistance as appropriate or necessary to enable each other to comply with those duties. For the avoidance of doubt, the Supplier shall take reasonable steps to ensure it is familiar with the Data Protection Legislation and any obligations it may have under such Data Protection Legislation and shall comply with such obligations. 
33.2 [bookmark: _Ref441065937][bookmark: _Hlk82189226]Where the Supplier is Processing Personal Data and/or the Parties are otherwise sharing Personal Data under or in connection with this Framework Agreement, the Parties shall comply with the Data Protection Protocol in respect of such matters. 
33.3 [bookmark: _Ref441065938]The Supplier and the Authority shall ensure that patient related Personal Data is safeguarded at all times in accordance with the Law, and this obligation will include (if transferred electronically) only transferring patient related Personal Data (a) if essential, having regard to the purpose for which the transfer is conducted; and (b) that is encrypted in accordance with any international data encryption standards for healthcare, and as otherwise required by those standards applicable to the Authority under any Law and Guidance (this includes, data transferred over wireless or wired networks, held on laptops, CDs, memory sticks and tapes).
33.4 [bookmark: _Ref352859568]Where any Personal Data is Processed by any Sub-contractor of the Supplier in connection with this Framework Agreement, the Supplier shall procure that such Sub-contractor shall comply with the relevant obligations set out in Clause 2 of this Schedule 3 and any relevant Data Protection Protocol, as if such Sub-contractor were the Supplier.  
33.5 The Supplier shall indemnify and keep the Authority indemnified against, any loss, damages, costs, expenses (including without limitation legal costs and expenses), claims or proceedings whatsoever or howsoever arising from the Supplier’s unlawful or unauthorised Processing, destruction and/or damage to Personal Data in connection with this Framework Agreement.
[bookmark: _Ref378773895]Freedom of Information and Transparency 
33.6 [bookmark: _Ref441065939]The Parties acknowledge the duties of Contracting Authorities under the FOIA, Codes of Practice and Environmental Regulations and shall give each other all reasonable assistance as appropriate or necessary to enable compliance with those duties.
33.7 [bookmark: _Ref441065940]The Supplier shall assist and cooperate with the Authority to enable it to comply with its disclosure obligations under the FOIA, Codes of Practice and Environmental Regulations.  The Supplier agrees:
33.7.1 [bookmark: _Ref441065941]that this Framework Agreement and any recorded information held by the Supplier on the Authority’s behalf for the purposes of this Framework Agreement are subject to the obligations and commitments of the Authority under the FOIA, Codes of Practice and Environmental Regulations;
33.7.2 [bookmark: _Ref441065942]that the decision on whether any exemption to the general obligations of public access to information applies to any request for information received under the FOIA, Codes of Practice and Environmental Regulations is a decision solely for the Authority;
33.7.3 [bookmark: _Ref441065943]that where the Supplier receives a request for information under the FOIA, Codes of Practice and Environmental Regulations and the Supplier itself is subject to the FOIA, Codes of Practice and Environmental Regulations it will liaise with the Authority as to the contents of any response before a response to a request is issued and will promptly (and in any event within two (2) Business Days) provide a copy of the request and any response to the Authority;
33.7.4 [bookmark: _Ref441065944]that where the Supplier receives a request for information under the FOIA, Codes of Practice and Environmental Regulations and the Supplier is not itself subject to the FOIA, Codes of Practice and Environmental Regulations, it will not respond to that request (unless directed to do so by the Authority) and will promptly (and in any event within two (2) Business Days) transfer the request to the Authority;
33.7.5 [bookmark: _Ref441065945][bookmark: DocXTextRef77]that the Authority, acting in accordance with the Codes of Practice issued and revised from time to time under both section 45 of FOIA, and regulation 16 of the Environmental Regulations, may disclose information concerning the Supplier and this Framework Agreement; and
33.7.6 [bookmark: _Ref441065946][bookmark: DocXTextRef78]to assist the Authority in responding to a request for information, by processing information or environmental information (as the same are defined in FOIA and the Environmental Regulations) in accordance with a records management system that complies with all applicable records management recommendations and codes of conduct issued under section 46 of FOIA, and providing copies of all information requested by the Authority within five (5) Business Days of that request and without charge.
33.8 [bookmark: _Ref441065947]The Parties acknowledge that, except for any information which is exempt from disclosure in accordance with the provisions of the FOIA, Codes of Practice and Environmental Regulations, the content of this Framework Agreement is not Confidential Information.
33.9 [bookmark: _Ref352159234]Notwithstanding any other term of this Framework Agreement, the Supplier consents to the publication of this Framework Agreement in its entirety (including variations), subject only to the redaction of information that is exempt from disclosure in accordance with the provisions of the FOIA, Codes of Practice and Environmental Regulations.
33.10 [bookmark: _Ref441065948]In preparing a copy of this Framework Agreement for publication under Clause 3.4 of this Schedule 3, the Authority may consult with the Supplier to inform decision making regarding any redactions but the final decision in relation to the redaction of information will be at the Authority’s absolute discretion.
33.11 [bookmark: _Ref441065949]The Supplier shall assist and cooperate with the Authority to enable the Authority to publish this Framework Agreement.
33.12 [bookmark: _Ref441065950]Where any information is held by any Sub-contractor of the Supplier in connection with this Framework Agreement, the Supplier shall procure that such Sub-contractor shall comply with the relevant obligations set out in Clause 3 of this Schedule 3, as if such Sub-contractor were the Supplier.  
[bookmark: _Ref441065951]Information Security
33.13 [bookmark: _Ref441065952]Without limitation to any other information governance requirements set out in this Schedule 3, the Supplier shall: 
33.13.1 [bookmark: _Ref441065953]notify the Authority forthwith of any information security breaches or near misses (including without limitation any potential or actual breaches of confidentiality or actual information security breaches) in line with the Authority’s information governance Policies; and 
33.13.2 [bookmark: _Ref441065954]fully cooperate with any audits or investigations relating to information security and any privacy impact assessments undertaken by the Authority and shall provide full information as may be reasonably requested by the Authority in relation to such audits, investigations and assessments.  
33.14 [bookmark: _Ref441065955]Where required in accordance with the Specification and Tender Response Document, the Supplier shall obtain and maintain certification under the HM Government Cyber Essentials Scheme at the level set out in the Specification and Tender Response Document.
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[bookmark: _Ref377731007]
Definitions and Interpretations

1. [bookmark: _Ref286220103][bookmark: Page_46]Definitions
34.1 [bookmark: _Ref441065956][bookmark: DocXTextRef79][bookmark: DocXTextRef80]In this Framework Agreement the following words shall have the following meanings unless the context requires otherwise, other than in relation to the Call-off Terms and Conditions for the Supply of Goods and the Provision of Services at Appendix A of this Framework Agreement.  The definitions and Interpretations that apply to the Call-off Terms and Conditions for the Supply of Goods and the Provision of Services are as set out at Appendix A of this Framework Agreement.

	“Anti-Slavery Policy”
	has the meaning given under Clause 19.2.2 of Schedule 2;

	“Authority”
	means the authority named on the form of Framework Agreement on the first page unless the context dictates otherwise;

	“Authority’s Obligations”
	means the Authority’s further obligations, if any, referred to in the Specification and Tender Response Document; 

	“Breach Notice”
	34.2 [bookmark: _Ref4755572]means a written notice of breach given by one Party to the other, notifying the Party receiving the notice of its breach of this Framework Agreement;

	“Business Continuity Event”
	means any event or issue that could impact on the operations of the Supplier and its ability to fulfil its obligations under this Framework Agreement including a pandemic and any Force Majeure Event;

	“Business Continuity Plan”
	means the Supplier’s business continuity plan which includes its plans for continuity of the supply of Goods and provision Services during a Business Continuity Event;

	“Business Day”
	means any day other than Saturday, Sunday, Christmas Day, Good Friday or a statutory bank holiday in England and Wales;

	“Call-off Terms and Conditions for the Supply of Goods and the Provision of Services”
	[bookmark: DocXTextRef81]means the call-off terms and conditions for Contracts as set out at Appendix A of this Framework Agreement forming part of the Contracts placed under this Framework Agreement;

	“Change in Law”
	means any change in Law which impacts on the supply of the Goods and/or provision of the Services which comes into force after the Commencement Date;

	“Codes of Practice”
	shall have the meaning given to the term in Clause 1.2 of Schedule 3; 

	“Commencement Date”
	means the date of this Framework Agreement;

	“Commercial Schedule”
	means the document set out at Schedule 6; 

	“Comparable Supply”
	means the supply of services and/or goods to another customer of the Supplier that are the same or similar to any of the Services and/or Goods;

	“Confidential Information”
	means information, data and material of any nature, which either Party may receive or obtain in connection with the conclusion and/or operation of the Framework Agreement including any procurement process which is:
(a)  Personal Data including without limitation which relates to any patient or other service user or his or her treatment or clinical or care history; 
(b)  designated as confidential by either party or that ought reasonably to be considered as confidential (however it is conveyed or on whatever media it is stored); and/or
(c)  Policies and such other documents which the Supplier may obtain or have access to through the Authority’s intranet;

	“Contract”
	means any contract entered into under this Framework Agreement with the Supplier by any Participating Authority as further defined in the Call-off Terms and Conditions for the Supply of Goods and the Provision of Services;

	“Contracting Authority”
	means any contracting authority as defined in Regulation 2(1) of the Public Contracts Regulations 2015 (SI 2015/102) (as amended), other than the Authority;

	“Contract Manager”
	means for the Authority and for the Supplier the individuals specified in the Key Provisions or such other person notified by a Party to the other Party from time to time in accordance with Clause 8.1 of Schedule 2; 

	“Contract Price”
	means the price exclusive of VAT that is payable to the Supplier by a Participating Authority under any Contract for the full and proper performance by the Supplier of its obligations under such Contracts (as calculated in accordance with the provisions of the Commercial Schedule) and as confirmed in the relevant Order Form relating to the particular Contract;

	“Controller”
	shall have the same meaning as set out in the UK GDPR;

	“Data Protection Legislation” 
	means the Data Protection Act 2018 and the UK GDPR, and any other applicable laws of England and Wales relating to the protection of Personal Data and the privacy of individuals (all as amended, updated, replaced or re-enacted from time to time);

	“Data Protection Protocol”
	[bookmark: DocXTextRef83]means any document of that name as provided to the Supplier by the Authority (as amended from time to time in accordance with its terms), which shall include, without limitation, any such document appended to Schedule 3 (Information and Data Provisions) of this Framework Agreement;

	“Dispute(s)”
	34.3 [bookmark: _Ref4755573]means any dispute, difference or question of interpretation or construction arising out of or in connection with this Framework Agreement, any matters of contractual construction and interpretation relating to the Framework Agreement, or any matter where this Framework Agreement directs the Parties to resolve an issue by reference to the Dispute Resolution Procedure;

	“Dispute Notice”
	34.4 [bookmark: _Ref4755574]means a written notice served by one Party to the other stating that the Party serving the notice believes there is a Dispute;

	“Dispute Resolution Procedure”
	means the process for resolving Disputes as set out in Clause 22 of Schedule 2;

	“DOTAS”
	34.5 [bookmark: _Ref441065957][bookmark: DocXTextRef84][bookmark: DocXTextRef85][bookmark: DocXTextRef86]means the Disclosure of Tax Avoidance Schemes rules which require a promoter of tax schemes to tell HM Revenue and Customs of any specified notifiable arrangements or proposals and to provide prescribed information on those arrangements or proposals within set time limits as contained in Part 7 of the Finance Act 2004 and in secondary legislation made under vires contained in Part 7 of the Finance Act 2004 and as extended to National Insurance Contributions by the National Insurance Contributions (Application of Part 7 of the Finance Act 2004) Regulations 2012, SI 2012/1868 made under s.132A Social Security Administration Act 1992; 

	“Electronic Trading System(s)”
	means such electronic data interchange system and/or world wide web application and/or other application with such message standards and protocols as the Authority may specify from time to time; 

	“Environmental Regulations”
	shall have the meaning given to the term in Clause 1.2 of Schedule 3;

	“eProcurement Guidance” 

	means the NHS eProcurement Strategy available via:
 http://www.gov.uk/government/collections/nhs-procurement 
together with any further Guidance issued by the Department of Health and Social Care in connection with it; 

	“Equality Legislation”
	means any and all legislation, applicable guidance and statutory codes of practice relating to equality, diversity, non-discrimination and human rights as may be in force in England and Wales from time to time including, but not limited to, the Equality Act 2010, the Part-time Workers (Prevention of Less Favourable Treatment) Regulations 2000 and the Fixed-term Employees (Prevention of Less Favourable Treatment) Regulations 2002 (SI 2002/2034) and the Human Rights Act 1998; 

	“EU References”
	shall have the meaning given to the term in Clause 1.16 of this Schedule 4;

	“Evergreen Supplier Assessment”
	shall have the meaning given to the term in Clause 8.2 of Schedule 1;

	“Exit Day”
	shall have the meaning in the European Union (Withdrawal) Act 2018;

	“FOIA”
	shall have the meaning given to the term in Clause 1.2 of Schedule 3; 

	“Force Majeure Event”
	means any event beyond the reasonable control of the Party in question to include, without limitation:  
(a)  war including civil war (whether declared or undeclared), riot, civil commotion or armed conflict materially affecting either Party’s ability to perform its obligations under this Framework Agreement;
(b)  acts of terrorism;
(c)  flood, storm or other natural disasters; 
(d)  fire;
(e)  unavailability of public utilities and/or access to transport networks to the extent no diligent supplier could reasonably have planned for such unavailability as part of its business continuity planning;
(f)  government requisition or impoundment to the extent such requisition or impoundment does not result from any failure by the Supplier to comply with any relevant regulations, laws or procedures (including such laws or regulations relating to the payment of any duties or taxes) and subject to the Supplier having used all reasonable legal means to resist such requisition or impoundment; 
(g)  compliance with any local law or governmental order, rule, regulation or direction applicable outside of England and Wales that could not have been reasonably foreseen; 
(h)  industrial action which affects the ability of the Supplier to supply the Goods and/or to provide the Services, but which is not confined to the workforce of the Supplier or the workforce of any Sub-contractor of the Supplier; and
(i)  a failure in the Supplier’s and/or Authority’s supply chain to the extent that such failure is due to any event suffered by a member of such supply chain, which would also qualify as a Force Majeure Event in accordance with this definition had it been suffered by one of the Parties; 
but excluding, for the avoidance of doubt, any event or other consequence arising as a result of in connection with the withdrawal of the United Kingdom from the European Union;  

	“Framework Agreement”
	[bookmark: DocXTextRef87]means the form of framework agreement at the front of this document and all schedules and appendices attached to the form of framework agreement;

	“Fraud”
	means any offence under any law in respect of fraud in relation to this Framework Agreement or defrauding or attempting to defraud or conspiring to defraud the government, parliament or any Contracting Authority;

	“General Anti-Abuse Rule”
	means 
[bookmark: DocXTextRef88](a)  the legislation in Part 5 of the Finance Act 2013; and 
(b)  any future legislation introduced into parliament to counteract tax advantages arising from abusive arrangements to avoid national insurance contributions; 

	“General Change in Law”
	means a Change in Law where the change is of a general legislative nature (including taxation or duties of any sort affecting the Supplier) or which affects or relates to a Comparable Supply;

	“Good Industry Practice”
	means the exercise of that degree of skill, diligence, prudence, risk management, quality management and foresight which would reasonably and ordinarily be expected from a skilled and experienced supplier and/or service provider engaged in the manufacture and/or supply of goods and/or the provision of services similar to the Goods and Services under the same or similar circumstances as those applicable to this Framework Agreement, including in accordance with any codes of practice published by relevant trade associations;  

	“Goods”
	means all goods, materials or items that the Supplier is required to supply to Participating Authorities under Contracts placed under this Framework Agreement, details of such Goods, materials or other items being set out in the Specification and Tender Response Document and any Order; 

	“Guidance”
	means any applicable guidance, supplier code of conduct, direction or determination and any policies, advice or industry alerts which apply to the Goods and/or Services, to the extent that the same are published and publicly available or the existence or contents of them have been notified to the Supplier by the Authority and/or have been published and/or notified to the Supplier by the Department of Health and Social Care, NHS England and NHS Improvement, the Medicines and Healthcare products Regulatory Agency, the European Medicines Agency the European Commission, the Care Quality Commission, the National Institute for Health and Care Excellence and/or any other regulator or competent body;

	“Halifax Abuse Principle”
	means the principle explained in the CJEU Case C-255/02 Halifax and others; 

	"HM Government Cyber Essentials Scheme"
	means the HM Government Cyber Essentials Scheme as further defined in the documents relating to this scheme published at: https://www.gov.uk/government/publications/cyber-essentials-scheme-overview;

	“Initial Term”
	means the Term minus any extension periods as set out in Key Provisions

	“Intellectual Property Rights”
	means all patents, copyright, design rights, registered designs, trademarks, know-how, database rights, confidential formulae and any other intellectual property rights and the rights to apply for patents and trademarks and registered designs;

	“Key Provisions”
	means the key provisions set out in Schedule 1;

	“KPI”
	means the key performance indicators as set out in Schedule 5;

	“Law”
	means any applicable legal requirements including, without limitation: 
(a) any applicable statute or proclamation, delegated or subordinate legislation, bye-law, order, regulation or instrument as applicable in England and Wales;
(b) any applicable European Union obligation, directive, regulation, decision, law or right (including any such obligations, directives, regulations, decisions, laws or rights that are incorporated into the law of England and Wales or given effect in England and Wales by any applicable statute, proclamation, delegated or subordinate legislation, bye-law, order, regulation or instrument);
(c)  any enforceable community right within the meaning of section 2(1) European Communities Act 1972;
(d)  any applicable judgment of a relevant court of law which is a binding precedent in England and Wales;
(e)  requirements set by any regulatory body as applicable in England and Wales; 
(f)  any relevant code of practice as applicable in England and Wales; and
[bookmark: DocXTextRef91][bookmark: DocXTextRef92](g)	any relevant collective agreement and/or international law provisions (to include, without limitation, as referred to in (a) to (f) above);

	“Net Zero and Social Value Commitments”
	means the Supplier’s net zero and social value commitments, each as set out in the Key Provisions and/or the Specification and Tender Response Document; 

	“Net Zero and Social Value Contract Commitments”
	shall have the meaning given to the term in Clause 8.4 of Schedule 1;

	“NHS”
	means the National Health Service;

	“Occasion of Tax Non-Compliance”
	means: 
(a)  any tax return of the Supplier submitted to a Relevant Tax Authority on or after 1 October 2012 is found on or after 1 April 2013 to be incorrect as a result of: 
[bookmark: _Ref459892423]a Relevant Tax Authority successfully challenging the Supplier under the General Anti-Abuse Rule or the Halifax Abuse Principle or under any tax rules or legislation that have an effect equivalent or similar to the General Anti-Abuse Rule or the Halifax Abuse Principle; 
[bookmark: _Ref459892424]the failure of an avoidance scheme which the Supplier was involved in, and which was, or should have been, notified to a Relevant Tax Authority under the DOTAS or any equivalent or similar regime; and/or 
(b)  any tax return of the Supplier submitted to a Relevant Tax Authority on or after 1 October 2012 gives rise, on or after 1 April 2013, to a criminal conviction in any jurisdiction for tax related offences which is not spent at the Effective Date or to a civil penalty for fraud or evasion; 

	“Order Form”
	means the Purchase Orders and prescriptions on which Orders are to be placed, as referred to at Schedule 7. For avoidance of doubt, the Purchase Order with the associated prescription and any ancillary documentation shall be deemed a single Order Form for these purposes; 

	“Ordering Procedure”
	means the procedure enabling Participating Authorities to call-off Goods and/or Services and enter into Contracts under this Framework Agreement, as referred to at Schedule 7;

	“Orders”
	means orders for Goods and/or Services placed under this Framework Agreement by Participating Authorities;

	“Participating Authority”
	means a Contracting Authority entitled to place Orders under this Framework Agreement including the Authority and any other Contracting Authority as set out in the Key Provisions; 

	“Party”
	means the Authority or the Supplier as appropriate and Parties means both the Authority and the Supplier; 

	“Personal Data”
	shall have the same meaning as set out in the UK GDPR;

	“Policies”
	means the policies, rules and procedures of the Authority as notified to the Supplier from time to time; 

	“Process”
	shall have the same meaning as set out in the UK GDPR. Processing and Processed shall be construed accordingly;

	“Processor”
	shall have the same meaning as set out in the UK GDPR;

	“Product Information”
	34.6 [bookmark: DocXTextRef96][bookmark: DocXTextRef95]means information concerning the Goods as may be reasonably requested by the Authority and supplied by the Supplier to the Authority in accordance with Clause 20 of Schedule 2 for inclusion in the Authority's product catalogue from time to time;

	“Prohibited Acts”
	has the meaning given under 29.1.1 of Schedule 2;

	“Relevant Tax Authority”
	means HM Revenue and Customs, or, if applicable, a tax authority in the jurisdiction in which the Supplier is established; 

	“Remedial Proposal”
	has the meaning given under Clause 15.3 of Schedule 2; 

	“Services”
	means the services that the Supplier is required to provide to Participating Authorities under Contracts placed under this Framework Agreement, details of such Services being set out in the Specification and Tender Response Document and any Order; 

	“Services Information”
	means information concerning the Services as may be reasonably requested by the Authority and supplied by the Supplier to the Authority in accordance with Clause 20 of Schedule 2 for inclusion in the Authority's services catalogue from time to time;

	“Slavery Act”
	has the meaning given in Clause 19.2.1 of Schedule 2;

	“Specification and Tender Response Document”
	means the document set out in Schedule 5 as amended and/or updated in accordance with this Framework Agreement; 

	“Specific Change in Law”
	means a Change in Law that relates specifically to the business of the Authority, and which would not affect a Comparable Supply;

	“Staff”
	means all persons employed or engaged by the Supplier to perform its obligations under this Framework Agreement including any Sub-contractors and person employed or engaged by such Sub-contractors; 

	“Sub-contract”
	means a contract between two or more suppliers, at any stage of remoteness from the Supplier in a sub-contracting chain, made wholly or substantially for the purpose of performing (or contributing to the performance of) the whole or any part of this Framework Agreement; 

	“Sub-contractor”
	means a party to a Sub-contract other than the Supplier; 

	“Supplier”
	means the supplier named on the form of Framework Agreement on the first page;

	“Supplier Code of Conduct”
	[bookmark: _Ref4755575]means the code of that name published by the Government Commercial Function originally dated September 2017, as may be amended, restated, updated, re-issued or re-named from time to time;   

	“Supplier Net Zero Corporate Champion”
	shall have the meaning given to the term in Clause 8.3 of Schedule 1;

	“Supplier Net Zero and Social Value Contract Champion”
	shall have the meaning given to the term in Clause 8.6 of Schedule 1; 

	“Term”
	34.7 means the Initial Term plus any extension periods as set out in Key Provisions

	“Termination Notice”
	means a written notice of termination given by one Party to the other notifying the Party receiving the notice of the intention of the Party giving the notice to terminate this Framework Agreement on a specified date and setting out the grounds for termination;

	“Third Party Body”
	has the meaning given under Clause 8.5 of Schedule 2;

	“UK GDPR”
	has the meaning given to it in section 3(10) (as supplemented by section 205(4)) of the Data Protection Act 2018; and

	“VAT”
	means value added tax chargeable under the Value Added Tax Act 1994 or any similar, replacement or extra tax.


34. [bookmark: _Ref441065958]References to any Law shall be deemed to include a reference to that Law as amended, extended, consolidated, re-enacted, restated, implemented or transposed from time to time.
34.9 [bookmark: _Ref441065959]References to any legal entity shall include any body that takes over responsibility for the functions of such entity.
34.10 [bookmark: _Ref441065960][bookmark: DocXTextRef99]References in this Framework Agreement to a “Schedule”, “Appendix”, “Paragraph” or to a “Clause” are to schedules, appendices, paragraphs and clauses of this Framework Agreement.
34.11 [bookmark: _Ref441065961]References in this Framework Agreement to a day or to the calculation of time frames are references to a calendar day unless expressly specified as a Business Day.
34.12 [bookmark: _Ref441065962]Unless set out in the Commercial Schedule as a chargeable item and subject to Clause 30.6 of Schedule 2, the Supplier shall bear the cost of complying with its obligations under this Framework Agreement. 
34.13 [bookmark: _Ref441065963]The headings are for convenience only and shall not affect the interpretation of this Framework Agreement. 
34.14 [bookmark: _Ref441065964]Words denoting the singular shall include the plural and vice versa.
34.15 [bookmark: _Ref441065965][bookmark: _Ref318701630]Where a term of this Framework Agreement provides for a list of one or more items following the word “including” or “includes” then such list is not to be interpreted as an exhaustive list.  Any such list shall not be treated as excluding any item that might have been included in such list having regard to the context of the contractual term in question.  General words are not to be given a restrictive meaning where they are followed by examples intended to be included within the general words. 
34.16 [bookmark: _Ref322935357]Where there is a conflict between the Supplier’s responses to the Authority’s requirements (the Supplier’s responses being set out in Schedule 5) and any other part of this Framework Agreement, such other part of this Framework Agreement shall prevail.
34.17 [bookmark: _Ref441065966]Where a document is required under this Framework Agreement, the Parties may agree in writing that this shall be in electronic format only. 
34.18 [bookmark: _Ref441065967]Any guidance notes in grey text do not form part of this Framework Agreement. 
34.19 [bookmark: _Ref4755576]Any Breach Notice issued by a Party in connection with this Framework Agreement shall not be invalid due to it containing insufficient information.  A Party receiving a Breach Notice (“Receiving Party”) may ask the Party that issued the Breach Notice (“Issuing Party”) to provide any further information in relation to the subject matter of the Breach Notice that it may reasonably require to enable it to understand the Breach Notice and/or to remedy the breach. The Issuing Party shall not unreasonably withhold or delay the provision of such further information as referred to above as may be requested by the Receiving Party but no such withholding or delay shall invalidate the Breach Notice. 
34.20 [bookmark: _Ref4755577]Any terms defined as part of a Schedule or other document forming part of this Framework Agreement shall have the meaning as defined in such Schedule or document.
For the avoidance of doubt and to the extent not prohibited by any Law, the term “expenses” (as referred to under any indemnity provisions forming part of this Framework Agreement) shall be deemed to include any fine and any related costs imposed by a commissioner, regulator or other competent body.
[bookmark: _Ref57832996]Any reference in this Framework Agreement which immediately before Exit Day was a reference to (as it has effect from time to time): 
(i) 	any EU regulation, EU decision, EU tertiary legislation or provision of the EEA agreement (“EU References”) which is to form part of domestic law by application of section 3 of the European Union (Withdrawal) Act 2018 shall be read on and after Exit Day as a reference to the EU References as they form part of domestic law by virtue of section 3 of the European Union (Withdrawal) Act 2018 as modified by domestic law from time to time; and 
(ii) 	any EU institution or EU authority or other such EU body shall be read on and after Exit Day as a reference to the UK institution, authority or body to which its functions were transferred.




[bookmark: _Ref377731146]
Specification and Tender Response Document
[To be inserted as part of the final Framework Agreement]



YORKSHIRE & HUMBER NHS PHARMACEUTICALS PURCHASING CONSORTIUM



Document 8 - Specification



Framework Agreement for Low/Mid Tech Homecare Medicines Services



General
1.1. Introduction
Please read Document 2 Terms of Offer.

The Low Mid Tech Homecare Medicines Services Tender Pack contains the following:

· Standard Selection Questionnaire (SSQ) - (complete in Atamis)
· Document 1	Invitation to Offer Cover letter 
· Document 2	Terms of Offer - (complete in Atamis)
· Document 3 	Certificate of Bona Fide Offer and Non-Canvassing - (complete in Atamis)
· Document 4	Commercially Sensitive Information Schedule - (complete and return if 
applicable)
· Document 5	Terms and Conditions NHS Framework Agreement for the Supply of Goods 
and the Provision of Services - Framework (Homecare Medicines) including 
Appendix A Call Off Terms and Conditions
· Document 5a	Example Data Protection Protocol Homecare Medicines Services
· Document 5b	NHS T&C Schedule 7 Annex A - Order Form
· Document 6	Intentionally omitted
· Document 7	List of Member and Eligible Participating Authorities
· Document 8	Specification - (this document)
· Document 8a	Tender Response - (complete and return)
· Document 8b	Commercial Schedule - (complete and return)
· Document 8c	Award Criteria and Methodology
1.2. Scope
This procurement exercise concerns the conclusion of a multiple provider unranked framework agreement for the supply of Low & Mid Tech Homecare Medicines Services, as made available under the Public Contracts Regulations 2015 Open Procedure.  One or more successful Offerors will be appointed to supply goods and/or services on the terms agreed to such of the customers participating in the agreement as may place orders for such goods and/or services from time to time.

The following service Lots are included in this Framework Agreement.

Lot 1 - Short Turn Around Homecare Medicine Services
Lot 2 - Standard Turn Around Homecare Medicines Services
Lot 3 - Controlled Collection
Lot 4 - Clinical Services
Lot 5 - Immunoglobulin Homecare Medicine Services

There is no limit to the number of Lots a Supplier can offer against, and Suppliers are not required to bid for more than one Lot.

Any volume estimates provided to Suppliers by the Authority are statements of opinion, provided in good faith and based on past experience and market knowledge, but they should not be relied upon by Suppliers in formulating their offers.

Participating Authorities within the YHPPC may have other arrangements and contracts in place for low and mid tech homecare medicines services.  This framework agreement and subsequent Call of Contracts are intended to replace these local agreements.  Implementation will be agreed between Participating Authorities and Suppliers following Award.
1.3. Abbreviations
	ABPI
	Association of the British Pharmaceutical Industry

	BGMA 
	British Generic Manufacturers Association

	CCG 
	Clinical Commissioning Group

	cGCP
	current Good Clinical Practice guidelines issued by MHRA.

	cGDP
	current Good Distribution Practice guidelines issued by MHRA.

	cGMP
	current Good Manufacturing Practice guidelines issued by MHRA.

	CMU
	NHS England Commercial Medicines Unit

	CPD
	Continuous Professional Development

	CRG 
	NHS England Clinical Reference Group

	DBS
	Disclosure and Barring Service

	DHSC
	Department of Health and Social Care

	DTAC
	Digital Technical Assessment Criteria as defined by  NHS X - https://www.nhsx.nhs.uk/key-tools-and-info/digital-technology-assessment-criteria-dtac/

	FHIR
	Fast Healthcare Interoperability Resources (FHIR) is the global industry standard for passing healthcare data between systems.

	GPhC
	General Pharmaceutical Council

	HCP
	Health Care Professional

	ICH
	The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use https://www.ich.org/ is the organisation that produces guidance on good clinical practice (GCP or cGCP)

	LFPSE 
	Learning From Patient Safety Events (previously called the patient safety incident management system – PSIMS – during development) is replacing the current National Reporting and Learning System (NRLS) and Strategic Executive Information System (StEIS), to offer better support for staff from all health and care sectors.

	MHRA
	Medicines and Healthcare Products Regulatory Agency

	NCHA
	National Clinical Homecare Association

	NHMC
	National Homecare Medicines Committee

	NHS
	National Health Service

	NHSX
	now part of the NHS Transformation Directorate

	NMC
	Nursing and Midwifery Council

	NPSA 
	National Patient Safety Agency

	NRLS
	central database of patient safety information held by the NHS Commissioning Board Special Health Authority (the NRLS was previously developed by the National Patient Safety Agency or NPSA).

	PIL
	Patient Information Leaflet

	PVG
	Protection of vulnerable groups scheme. Scottish equivalent of DBS 

	RCN
	Royal College of Nursing

	RPS
	Royal Pharmaceutical Society



4.Definitions
	AccessNI
	Northern Ireland equivalent of DBS 

	Activity Data
	management information dataset pertaining to financial activity (individual line items invoiced by the Supplier) during the reporting period.

	Adverse Drug Reaction 
	is a response to a medicinal product that is noxious and unintended effects resulting not only from the authorised use of a medicinal product at normal doses, but also from medication errors and uses outside the terms of the marketing authorisation, including the misuse, off-label use and abuse of the medicinal product. The definition of Adverse Drug Reaction would also normally include incidents of noxious and unintended effects arising from unlicensed use, misuse and abuse of medicines.

	Agreement
	means the framework agreement or contract document(s) including it's terms and conditions.

	Ancillary List
	means any document so named and provided with this specification.

	Authorised Person
	means an individual with sufficient authority and/or qualification within an organisation to formally represent that organisation.

	Bank Holiday
	means the UK nationally recognised Bank Holidays

	Buffer Stock
	Safety stock of ancillaries, medicines and equipment held in home as backup for emergency use.

	Business Days
	Monday - Friday excluding Bank Holidays

	Caldicott principles
	Principles for sharing of patient information.  Caldicott review: information governance in the health and care system - a report published by Department of Health 26 April 2013.  Following a request from the Secretary of State for Health, Dame Fiona Caldicott carried out this independent review of information sharing to ensure that there is an appropriate balance between the protection of patient information and the use and sharing of information to improve patient care.

	Call-off Contract
	means an agreement between the Supplier and the Participating Authority in accordance with the terms of an overarching framework agreement.

	Certification
	means a relevant and auditable guarantee that an action has been undertaken. 

	Chief Pharmacist or equivalent 
	for the purposes of this specification this term is used to describe the senior pharmacist responsible for the provision of professional pharmacy services within the homecare organisation for example the Chief Pharmacist of an NHS Foundation Trust, or the Superintendent Pharmacist in a third party homecare service provider, or the lead Pharmacist in a commissioning organisation.

	Clinical Outcome 
	an objective measure of the
health, wellbeing or quality of life of a patient following
a clinical intervention.

	Clinical Responsibility 
	responsibility for a particular
aspect of a patient's healthcare.

	Clinical Service Pathway
	is a collection of Clinical Service Protocols and relevant Standard Operating Procedures that together make up the Clinical Service that is expected from the Homecare Service that is being contracted. (would need to include a summary)

	Clinical Service Protocol
	– the Clinical Service Protocol
indicates the actions to be undertaken and the records
to be kept during the provision of a clinical service and
is equivalent to a Standard Operating Procedure for that
clinical element of the service.

Please refer to page 16 and 17 of the "Handbook for Homecare Services in England, May 2014"  

	Clinically Screened 
	Screening using clinical knowledge
and professional judgement, for the purposes of this
handbook the term is also used to indicate the provision
of a 'second pair of eyes check' by a suitably qualified
healthcare professional who has access to the patients
clinical record.

	Complaint
	As defined in the RPS Homecare handbook appendix 19 

	Consignment
	means appropriately packaged Products delivery

	Delivery
	Delivery to patient’s normal place of residence or other community location.

	Digital Solutions
	A series of solution delivered through digital technology to improve the homecare service processes for staff involved and enhance the service experience and treatment outcome for patients. The solutions can be provided for web, desktop, mobile applications and other cloud-based devices/platforms.

	Equipment List
	means any document so named and provided with this specification.

	Home
	means patient's domicile or normal place of residence.

	Homecare pharmacist 
	a pharmacist with appropriate competence in provision and administration of homecare services.

	Homecare team 
	multidisciplinary and cross organisational team involved in the management and delivery of a homecare service.

	Individual Care Plan
	the medicines pathway defined for a specific individual patient giving chosen options from the medicines pathway and additional tests, reviews and services to be provided and any risk control measures or special instructions to be implemented due to the patient's individual circumstances. Please refer to page 14 of the "Handbook for Homecare Services in England, May 2014"  

	Key Performance Indicators (KPI's)
	Key Performance Indicators are quantifiable measurements, agreed to beforehand, that reflect the critical success factors of an organisation.

Please refer to page 24 and 25 of the "Handbook for Homecare Services in England, May 2014"  This refers to Appendix 10.

	Management Information
	regular reports requested by the contracting authority or Participating Authority for the purpose of monitoring the performance of the service. Including but not limited to Key Performance Indicators (KPIs) and Activity Data.

	Manufacturing Licence (MLA)
	A manufacturing license agreement (MLA) is an agreement between an inventor and a manufacturer. The agreement allows a third party to produce and use the inventor's product for payment in royalties or a specific lump sum. There are no specific regulations regarding MLAs.

	Marketing Authorisation 
	Medicinal products must be the subject of a marketing authorisation (MA) from the MHRA before being placed on the market, unless they are exempt (see Unlicensed Medicines). Medicines with a MA carry a PLGB number. Licensed medicines manufactured prior to EU exit may bear a EU or PL number.   

	Medication Errors 
	any Patient Safety Incident where there has been an error in the process of prescribing, preparing, dispensing, administering, monitoring or providing advice on medicines. These Patient Safety Incidents can be divided into two categories; errors of commission or errors of omission. The former include, for example, wrong medicine or wrong dose. The latter include, for example, omitted dose or a failure to monitor, such as international normalised ratio for anticoagulant therapy. The definition of medication errors would also normally include Patient Safety Incidents arising from unlicensed use, misuse and abuse of medicines.

	Medicines Homecare Pathway
	the expected treatment to be provided within the homecare service including diagnosis, referral, dosage routes and frequencies, routine tests, decision points, treatment end points and interventions and service options available at the different stages of the medicines pathway.

Please refer to the "Handbook for Homecare Services in England, May 2014", and the example at Appendix 6.

	National Clinical Homecare Association (NCHA)
	represents and promotes the patient-led interests of
specific organisations whose primary activity is to provide
medical supplies, support and clinical services to patients
in the community.

	Non-clinical Home Visit Protocol
	is the set of instructions describing a non-clinical activity involving
entry into the patient's home equivalent to a standard
operating procedure for that activity.

	Normal Service Hours
	As specified under each activity e.g. Patient service helpline, delivery, clinical service protocol, home visit protocol.

	Normal Working Hours
	As specified in the General Section for Homecare Administration Staff

	Off label use 
	use of a licensed medicine outside the terms of its marketing authorisation (product licence)

	Out of hours 
	Any time not specified as normal service hours for the relevant activity

	Parties
	relates to the collective of the Supplier, Contracting Authority and Participating Authority to the extent relevant and applicable to the specific context.

	Patient
	means the individual receiving the homecare service and/or as applicable their carer or parent/guardian.

	Patient Safety Incidents 
	NRLS defines Patient Safety
Incidents as any unintended or unexpected incident which could have, or did, lead to harm for one or more patients receiving NHS-funded healthcare. For the purposes of this specification, this definition is extended to also cover non-NHS funded healthcare received as part of homecare services in England.

	Patient’s home 
	the patient’s normal place of residence or other community location.

	Pick-up
	Collection of Products supplied by the Supplier from specific controlled collection sites.

	Prescription
	means any document so named and compliant with requirements set out in law.

	Product List
	means any document so named and provided with this specification.

	Products
	means any one, or combination of, medicines, ancillaries and equipment supplied to the Patient by the Supplier.

	Participating Authority 
	the framework agreement owner (as applicable) or organisation letting the contract in the event of a standalone contract. 
the Trust or other organisation
that is Participating the homecare service for its patients.

	Serious Adverse Drug Reaction 
	an adverse drug
reaction that is fatal, life-threatening, disabling, incapacitating, result in congenital abnormalities; and results in or prolong hospitalisation.

	Service Activation including service re-activation
	means the point at which all valid registration details have been received by the Supplier and first attempt to contact the patient to make the supply of Products is complete

	Service Level Agreement
	means an agreement between the Supplier and the Participating Authority in accordance with the terms of an overarching framework agreement.

	Service Level Summary 
	document outlining the services and service levels a Supplier has agreed to provide for a Participating authority during a formal tender process. This document is for information only and does not form part of the contractual relationship between the parties.

	Services
	means the services outlined in this specification including non-clinical and clinical.

	Shared Care
	for the purposes of this specification this term is used to describe the joint participation of multiple organisations in the planned delivery of care for patients informed by an enhanced information exchange over and above routine discharge and referral letters. The lead healthcare professional with clinical responsibility for the patient is defined, normally within the Individual Patient Care Plan, and understood by each healthcare professional involved in the provision of the shared care. Each healthcare professional involved in delivering the care has a professional duty of care to the patient. This involves taking responsibility for their own actions, ensuring relevant information arising from their actions is shared with other healthcare professionals involved in the patient’s care, and ensuring they have access to relevant clinical information shared by other healthcare professionals and using that information to inform their professional decisions about the patient’s care.

	Socially Clean
	clean to a socially acceptable standard for personal hygiene purposes but not disinfected nor sterilised.

	Specified Medicines Ancillaries and Equipment
	Any product included in the relevant medicines, ancillary or equipment lists

	Supplier
	the primary contractor who enters into an agreement with the Participating authority to supply goods and/or services.

	Unlicensed medicine (Specials)
	Medicines that are exempt from the requirement to hold a marketing authorisation under Regulation 167 of the Human Medicines Regulations 2012 are referred to as Specials. The manufacturer or assembler of Specials must hold a Manufacturer’s “Specials” Licence granted by the MHRA.
https://www.gov.uk/government/publications/supply-unlicensed-medicinal-products-specials 

	Unspecified Medicines Ancillaries and Equipment
	Any product not included in the relevant medicines, ancillary or equipment lists

	Wholesale Dealers Licence
	Any company or individual wishing to wholesale deal (defined as selling, supplying or procuring to anyone other than the end-user) medicinal products within GB must hold a wholesale dealer's licence (WDA(H)). 



[bookmark: _Toc75953670][bookmark: _Toc75953671][bookmark: _Toc75953672][bookmark: _Toc75953682][bookmark: _Toc75953695][bookmark: _Toc75953696][bookmark: _Toc77259094][bookmark: _Hlk73702096][bookmark: _Toc77259095][bookmark: _Hlk73702171][bookmark: _Hlk75764110][bookmark: _Hlk73697851]General
1. Overall Service
3. [bookmark: _Hlk75764000][bookmark: _Hlk75764059][bookmark: _Hlk73702233]The requirements detailed in this specification are in addition to the NHS Framework Agreement for the Supply of Goods and the Provision of Services - Framework (Homecare Medicines - YHPPC) 
4. The Medicines Homecare Pathway(s) will be provided by Participating Authorities at point of Contract implementation.
5. [bookmark: _Hlk122012095]Suppliers will work in partnership with the Participating Authority to ensure:
· Patient safety
· Best possible clinical outcomes
· Patient satisfaction
· Minimal additional costs to the Participating Authority as a publicly funded body.
6. In addition prescribed treatments are delivered in accordance with:
· the Medicines Homecare Pathway
· Individual Patient Care Plan and Equality and Diversity policy if special needs have been identified
· any written instructions from the clinician responsible for the patient's treatment.
7. The Supplier's normal working hours (hours of service provision) must match or exceed Monday to Friday  09:00hrs - 17:30hrs excluding bank holidays.
8. The frequency of deliveries depends on the treatment and individual patient in accordance with the Medicines Homecare Pathway.  Delivery frequencies available under this framework will be provided in the commercial schedule. The delivery cycle required will be specified on the prescription.   Should deliveries be required more or less frequently, the Supplier will be notified by the Participating Authority.
9. Deliveries should be arranged at times acceptable to the patients and with minimum disruption to the patient work/life balance.
10. As specified in the Agreement where sub-contractors are used either routinely or for contingencies for the provision of products and service, all requirements within this specification will be extended to the sub-contractor's organisation and staff.  It is the responsibility of the Supplier to provide evidence that all sub-contractors meet these requirements and to inform the Participating Authority of any and all intended subcontracted parts of the service.  Suppliers must maintain the list of applicable sub-contractors provided in response to the Standard Selection Questionnaire (SSQ).  The list of sub-contractors is subject to change control provisions of this specification including gaining approval from the Participating Authority for any changes.
11. Suppliers must have KPI's in place with all subcontractors.  These should be regularly reviewed and available if requested by Authority or Participating Authority.
11.1. [bookmark: _Toc75939185][bookmark: _Toc75944161][bookmark: _Toc75944227][bookmark: _Toc75944293][bookmark: _Toc75953698][bookmark: _Toc75939186][bookmark: _Toc75944162][bookmark: _Toc75944228][bookmark: _Toc75944294][bookmark: _Toc75953699][bookmark: _Toc75939187][bookmark: _Toc75944163][bookmark: _Toc75944229][bookmark: _Toc75944295][bookmark: _Toc75953700][bookmark: _Toc75939188][bookmark: _Toc75944164][bookmark: _Toc75944230][bookmark: _Toc75944296][bookmark: _Toc75953701][bookmark: _Toc476144477][bookmark: _Toc77259096]Quality Guidelines and Regulatory Compliance
12. The Participating Authority and Supplier will comply with the current Royal Pharmaceutical Society (RPS) Professional Standards for Homecare Services in England and Wales.  To the extent applicable, the Supplier and Participating Authority shall comply with all requirements of relevant regulatory bodies e.g. General Pharmaceutical Council, Medicines and Health Regulatory Agency, Care Quality Commission and Nursing and Midwifery Council.  Suppliers should make use of all applicable national standard, and all NHMC approved, documentation / guidance where available.
13. The Supplier will carry out self-inspections of their quality system at regular intervals and record the results and raise corrective and preventative actions for any non-conformances found.
14. The Participating Authority retains the right to audit in accordance with the Agreement.  The Supplier will be given an opportunity to respond to any issues raised by a Compliance Audit.  A Summary of results of Compliance Audits including the Supplier's responses may be shared with other relevant NHS Participating Authorities.
14.1. [bookmark: _Toc75953703][bookmark: _Toc75939190][bookmark: _Toc75944166][bookmark: _Toc75944232][bookmark: _Toc75944298][bookmark: _Toc75953704][bookmark: _Toc75939191][bookmark: _Toc75944167][bookmark: _Toc75944233][bookmark: _Toc75944299][bookmark: _Toc75953705][bookmark: _Toc75939192][bookmark: _Toc75944168][bookmark: _Toc75944234][bookmark: _Toc75944300][bookmark: _Toc75953706][bookmark: _Toc75939193][bookmark: _Toc75944169][bookmark: _Toc75944235][bookmark: _Toc75944301][bookmark: _Toc75953707][bookmark: _Hlk73692382][bookmark: _Toc77259097][bookmark: _Hlk73692404][bookmark: _Hlk73694234][bookmark: _Hlk73693662]Selection, Registration of Patients and Service Activation
15. [bookmark: _Hlk73694176][bookmark: _Hlk73697718]Patient selection is the responsibility of the Participating Authority.  An initial patient suitability and needs assessment will be carried out by a competent member of staff appointed by the Participating Authority.  The Participating Authority will explain the patient's responsibilities and confirm the patient’s motivation and suitability for the homecare service.  This will include appropriate assessment of the patient’s home environment or other location where the services will be delivered and identify any special needs in an individual patient care plan.
16. Further to the initial patient suitability and needs assessment carried out by the Participating Authority, the Supplier is responsible for confirming the patient's suitability for the homecare services.  
Assessment of the patient's home environment is the responsibility of the Supplier and should be undertaken within 3 business days of a request being made (this is after the 5 business days registration period). 
Remote assessments of the care environment should be validated at the first appropriate visit of Supplier staff to deliver the homecare service. 
Any issues or additional special needs identified by the Supplier must be notified to the Participating Authority within 2 business days.  
17. The Participating Authority will securely transmit to the supplier the specified registration information including, where applicable, details of an individual care plan. Where applicable, the registration information will include a date where product and/or service is first required.  The registration form will give the confirmed or expected activation date for the Homecare Service.
18. Where a registration form is used the NHMC approved template will be used unless otherwise specified in the Order Form.  The NHMC template can be found on the RPS Website Homecare Handbook Appendices.  
19. [bookmark: _Ref78271939]On receipt of valid registration information, the Supplier will log the patient onto their systems.  Any special needs identified in the individual patient care plan, or otherwise identified by the Supplier will be considered by the Supplier and any safety concerns or additional costs for product or service items not included in this specification raised with the Participating Authority before the patient is designated as ready for service activation.  The Supplier has the right to decline to accept patients with additional special needs onto the homecare service.  The patient's details should be recorded on the Supplier's systems and Service Activation completed within 5 business days subject to the timely receipt of the initial prescription and purchase order as detailed in the specification.
20. The Participating Authority will complete and securely transmit to the Supplier an initial legally valid prescription for medicines, ancillaries and equipment as required for the first treatment period, plus a specified quantity of buffer stock and its associated purchase order.
21. Prescriptions templates used for these services should be based on the NHMC approved template unless otherwise specified in the Order Form.  The NHMC template can be found on the RPS Website Homecare Handbook Appendices.  
22. Training Patients to self-administer medicines will be the responsibility of the Participating Authority unless specified as a Clinical Service to be provided by the Supplier (see Clinical Service and Home Visit Sections), or as detailed in the agreed Individual Patient Care Plan.
23. Patients who are self-administering medicines at home must be assessed as competent to self-administer on initiation of the service and at 12 month intervals thereafter.  Competency assessments of the patients following training is the responsibility of the Participating Authority unless specified as a Clinical Service to be provided by the Supplier or as detailed in the agreed Individual Patient Care Plan.  Competency documentation for a patient self-administering medicines will be held in the patient record and shared with the other party on request.
24. The Participating Authority will re-assess the patient’s suitability for homecare periodically.  The Supplier must inform the Participating Authority of any concerns regarding patients’, or their home environment’s, suitability for receipt of the requested homecare medicines service.
25. The Supplier will notify the Participating Authority of any issue preventing the service activation for a patient on the confirmed activation date, or any patient for whom an expected service activation date has not been confirmed.
25.1. [bookmark: _Toc75939195][bookmark: _Toc75944171][bookmark: _Toc75944237][bookmark: _Toc75944303][bookmark: _Toc75953709][bookmark: _Toc77259098][bookmark: _Hlk73694070][bookmark: _Hlk73694200]Communication with the Patient
26. Communication with the patient should be initiated by the Supplier only as needed to deliver the homecare service.
27. Good communication is needed between all parties.  Suppliers should be able to have effective and prompt communication with patient and Participating Authorities.
28. The Participating Authority will provide information of the service to the patient prior to referral to the Supplier.  
29. The Supplier will make the 1st attempt to contact the patient within 5 business days of receipt of valid registration and/or prescription.
30. The Supplier will provide patient information in accordance with the specified service and the data protection protocol no later than the first delivery.  Any patient information provided to patients by Suppliers shall be subject to change control provisions within this specification.
31. The patient information will detail useful and helpful information for patients and carers, this should include:
· Welcome to the service
· The roles of any of the Supplier's staff they will encounter during the service
· Therapy information – description of service, deliveries, equipment, visits and their responsibilities as appropriate to their Medicines Homecare Pathway
· How to arrange deliveries of medicines, ancillaries or equipment or other visits
· How to handle and store medicines, e.g. use equipment provided
· How to access patient support services provided
· Patient Services opening hours, out of hours and emergency contacts
· Who to contact if... e.g. running short of medicines or ancillaries 
· What to do if... e.g. clinical adverse event occurs, equipment fails
· How their confidentiality will be maintained, and personal data used
· How to complain about the homecare service
· Provide an opportunity for a patient to request an alternative and/or additional delivery address in the local vicinity e.g.: work place.
· Privacy notice
· Travel service
32. The supplier must provide an inbound patient queries and complaints service during hours of service provision offering timely response to patient queries with the following attributes preferred; 
· Available between 08:00hrs and 18:00hrs weekdays and 09:00 to 12:00 on Saturdays with answer phone outside those hours
· Free phone number (from landline)
· Alternative Standard phone number for Mobiles to call
· Dedicated Nurse on call phone number for clinical emergencies
33. Communication / information in relation to the homecare service will be in English.  Should a patient not be fluent in English, information will be provided in their own language.  Where appropriate this must also be available in pictorial format, and large print. 
34. All contact between the Supplier and the patient must be logged and records made available to the Participating Authority on request.
34.1. [bookmark: _Toc77259099][bookmark: _Hlk73699166][bookmark: _Hlk73699187]Stock Management in the Home
35. It is expected that patients will maintain buffer stock in the home.  This will be agreed between Supplier and Participating Authority and documented within the Schedule 7 - Order Form of the Agreement.
36. Where there are patients unsuitable for buffer stock arrangements this will be communicated to the Supplier by the Participating Authority to be recorded on the patient notes.
37. The Supplier will check, and record patient reported stock levels prior to arrangement of the next delivery.   Where able (depending on service type) and subject to the consent of patient, Supplier's staff will undertake a stock check of medicines, ancillaries and equipment in the patient’s home (or location of service provision) at the time of nurse visits or at the time of medication deliveries or annually or every 3 months.  Evidence of suspected over or under use must be reported to the Participating Authority within 2 business days.  
38. The Supplier will work with patients to ensure an appropriate stock level within the patients home as agreed by the Participating Authority.  Stock should not be allowed to exceed this agreed level due to risk of loss given a fridge failure or waste of ancillaries.
39. Subject to the patients or carers consent, stock identified as past its expiry date or unusable for any other reason must be removed from the patient’s home at the earliest opportunity to ensure patient safety.  The Supplier must log such events as incidents and report to the Participating Authority as agreed in this specification.
39.1. [bookmark: _Toc77259100]Clinical Waste Management
40. The Supplier will be responsible for the safe disposal of the patient’s clinical waste generated through the provision of the Service at intervals agreed with the Participating Authority and will provide approved sharps disposal boxes and appropriate clinical waste containers.   All current UK law and regulations on clinical waste must be adhered to by the Supplier including the collection, transportation and disposal of clinical waste.  Suppliers or their approved sub-contractor must have a waste collection license which covers the relevant waste collection activity and must make this available on request.
41. Returned medicines which have been outside the control of the Supplier or an approved sub-contractor (e.g. delivered to a patient) must not be reissued to another patient by the Supplier.
41.1. [bookmark: _Toc77259101]Care Away from Home / Travel Service - General
42. There will continue to be a range of situations where it is appropriate to arrange short notice delivery to addresses other than the patient's home address (e.g. patient's being re-admitted to hospital at short notice).
43. Suppliers may be asked to deliver to different UK addresses in term time compared to holiday time. e.g. students with home and term time addresses.
44. The Supplier will be required in exceptional circumstances to provide additional supplies to cover patient holidays and travel away from home to any address in the UK mainland including islands accessible by road plus the Isle of Wight and the Isles of Scilly; or England and its Islands.
45. The holiday service should include delivery of all medicines, ancillaries and equipment and clinical services; return of equipment, ancillaries and excess medicines; and disposal of clinical waste as appropriate.
46. Patient Information will advise that Patients are required to provide at least 4 week’s notice of travel plans within the UK in order that the Supplier can make necessary arrangements for service delivery.  If patients are planning to travel abroad, and notify the Supplier, the Supplier must notify the Participating Authority at least 4 weeks in advance of the departure date.   Arrangements to administer the therapy whilst abroad are the responsibility of the specialist nursing team at the referring hospital.  The Supplier may be asked to supply letters for international travel or to arrange cold chain deliveries in some circumstances (translated into other languages as required).  They may also be asked to provide advice/assistance with the packaging of drug for transportation or to deliver to UK airports and ports on request. 
47. Any holiday services that include provision of clinical services in alternative locations must be subject to a Suitability and Needs Assessment and arranged with the full knowledge and support of the clinical team responsible for the patient’s treatment.  The patient is responsible for obtaining appropriate medical insurance which will allow them to obtain appropriate medical advice and treatment locally and to cover any unplanned events.  The Supplier may be contacted to provide assistance, however there is no responsibility to get medicines or ancillaries to the patient should the patient not be able to return home as planned.
47.1. [bookmark: _Toc77259102]Amendment, Interruption and Termination of a Patients Homecare Service
48. The Supplier must have processes in place to manage amendment, interruption or cessation of the homecare service for an individual patient on notification from the Participating Authority.  The Participating Authority may request the Supplier to collect medicines, ancillaries and equipment and dispose or recycle them as appropriate.  In the event of a patient’s death the process described will be carried out with particular sensitivity at a time convenient to the patient’s family or carer.
49. Any instruction from the Participating Authority to amend, interrupt or cease the homecare service for an individual patient must be implemented within 2 business days.  The Participating Authority will not be responsible for any costs or losses incurred by the Supplier for products or services (excluding equipment see below) provided later than the 2nd business day after notification of interruption or termination of service.   Confirmation must be provided in writing by the Participating Authority if initial instruction is verbal.  Service re-activation will be in accordance with the Service Activation provisions within the Selection, Registration of Patients and Service Activation section of the specification.
50. All equipment, ancillaries and unwanted medicines must be collected by the Supplier within 10 business days of the termination of the homecare service or as agreed with the patient.  Equipment rental will not be charged beyond 10 business days.
50.1. [bookmark: _Toc77259103][bookmark: _Hlk73702365]Communication with Participating Authority
51. The Supplier must ensure robust communication processes are in place to support the provision of the homecare service.
52. The Supplier and Participating Authority will provide and maintain an up to date, comprehensive contact matrix relevant to the service including named individuals (where appropriate), role, telephone number and email address.
53. Supplier to provide a service for resolution of service queries, complaints and contract management.  The following attributes are preferred or the minimum requirements 
· available by telephone between 08:00hrs and 18:00hrs weekdays and 09:00 to 12:00 on Saturdays with answer phone outside those hours 
· Standard line number - not a Premium rate line
· secure e-mail for exchange of patient identifiable information 
· named contract manager and deputy 
54. All contact between the Supplier and the Participating Authority must be logged and records made available to the Participating Authority on request.
55. The Supplier will use the patient's NHS number or the Participating Authority's local patient identifier as set out in the registration information to identify each patient once the registration has been accepted.
56. The Supplier maybe requested to use clinic number or other form or anonymised patient identifier(e.g. GUM number) as set out in the registration information to identify each patient once the registration has been accepted.
56.1. [bookmark: _Toc77259104]Performance Monitoring and Management Information
57. The Supplier and Participating Authority are responsible for managing the quality of the homecare services.  This is managed via the collection of management Information and regular supplier review meetings.  Management Information is to be delivered to the Participating Authority as specified.
58. Monthly Management Information report templates should be completed for the previous calendar month by the 10th business day of the next calendar month. 
59. Current monthly report templates are provided in Appendix A 
· Activity Report  
· Key Performance Indicator Report
· Complaint and Incident Report
60. The Supplier is required to submit dispensing information to the Purchasing Authority using the form which can be found in Appendix A.  The data fields may change throughout the life of the Framework and in future the Supplier may be asked to send/upload the information directly to MDSAS.
61. Suppliers should use the national templates for monthly management reports where available. The Authority may share Participating Authority level information within the YHPPC members.
62. Requests for backing data in reference to the standard monthly Management Information may be requested by the Participating Authority and/or Authority.  The data requested will be provided by the Supplier within 5 Business days of the request unless otherwise agreed.
63. The Supplier will comply with all reasonable requests for management data (including supporting data for Monthly Management Information reports and dispensing information to support national recording of product information). 
64. In addition to the standard Monthly Management information the Supplier will comply with all reasonable requests by the Department of Health and Social Care, Commercial Medicines Unit (CMU), the Participating Authority, Integrated Care Boards (ICB) and NHS England (or any future organisations they become part of) for Management Information to be provided in respect of the products and services supplied under this Framework. This information is to be provided within 10 business days for ad hoc requests or at a time agreed between the parties. This information should be anonymised unless approval is gained from the Participating Authorities to confirm otherwise.
65. Supplier Review meetings will be held by the Participating Authority with the Supplier at agreed intervals.
66. Contract monitoring meetings/regional service review meetings will be held in addition to local service review meetings between the awarded Suppliers and the Authority.
67.  The Supplier will have an annual routine patient satisfaction survey cycle in order to ascertain the quality of the level of service and review the patient experience.  Suppliers must request and receive confirmation from Participating Authorities to issue this survey to their patients. The Supplier will ensure the patient satisfaction survey is provided to each active patient on the homecare service free of charge, including providing pre paid envelopes for responses if required.  
68. The published RPS guidance will be used including any service specific questions in order to facilitate contract management, benchmarking and sharing of best practice.  This process can be found on the RPS Website Homecare Handbook Appendices.
68.1. [bookmark: _Toc77259105]Change Management
69. Any changes to Agreement documents, pricing / commercial arrangements or other changes which may reasonably be expected to impact the service or compliance with this specification must be raised with and approved by all  parties as far in advance as reasonably possible and in any case at least 28 calendar days prior to the change occurring. 
70. Where either Party requests approval for any change, approval is not to be unreasonably withheld or delayed by the other party.
71. Documents, including but not limited to those listed below, will be subject to formal approval by the Supplier, Authority and Participating Authority and are subject to the change control provisions of this specification unless agreed otherwise by both parties:
· Service specification
· Commercial Schedule
· Registration Form
· Prescription Form
· Nurse Training Manuals
· Clinical service protocols
· Home visit protocols
· Patient Information / communications
· Proof of product / service delivery
· Invoice
· Patient suitability assessment form 
· Patient support programme materials (where applicable)
· Equipment List
· Ancillary List
· Approved Sub Contractor List
· Order Form Template
· Monthly Management Templates
72. Where a patient's homecare services is transferred between different Suppliers, the Supplier should follow the RPS guidance procedure for change management.
73. The Supplier and the Participating Authority are jointly responsible for ensuring a smooth transition onto the service for new patients or from one Supplier to another.
73.1. [bookmark: _Toc77259106]Provision of Services Outside this Specification
74. [bookmark: _Hlk73702313]The Supplier and Participating Authority recognise that there may be a need for additional or specialised services for individual patients, such services will be agreed between the parties and the responsibilities of each of the parties documented in the Individual Patient Care Plan.
75. The Parties will work together in partnership to ensure patient safety, patient satisfaction and best possible clinical outcomes and to minimise any additional costs to the Participating Authority.  Where urgent or emergency services that are outside the terms of this specification are provided by the Supplier to meet the above requirement the Supplier will make its best efforts to contact and agree its actions in advance with the Participating Authority.
[bookmark: _Toc77259107][bookmark: _Hlk73709625]
Prescribing and Dispensing
75.1. [bookmark: _Toc77259108][bookmark: _Hlk73707279]The Prescribing Process
76. The Participating Authority will provide, via any method approved by the Parties, a valid, legal and unambiguous prescription to the Supplier, which is signed by an authorised prescriber, clinically validated, and appropriately annotated with specific brand (as required), purchase order number and unlicensed/off-label flags.
77. Further to "General - Amendment, interruption and termination of a patient's homecare service", The Participating Authority will notify the Supplier of changes in prescribed medications and/or dosages for existing patients.  The Supplier will act on these notifications without undue delay.
78. The Supplier will provide a proactive prescription management service where repeat prescriptions will be requested from the Participating Authority at least 4 weeks prior to the next scheduled delivery date.
79. The prescription template will be agreed by the Supplier and Participating Authority and will be based on the current National Template.


79.1. [bookmark: _Toc77259109][bookmark: _Hlk73709671]The Dispensing Process
80. The Supplier must:
· only dispense legally valid prescriptions that have been clinically validated by the Participating Authority
· have measures in place to identify any unexpected deviations from the above prescribing process and interrupt the dispensing process for affected prescriptions until resolved.
· not dispense unlicensed medicines unless prescribed or otherwise authorised by the Participating Authority.
· supply all Products with a shelf life appropriate to the duration of treatment supply being made
· dispense and label Products in accordance with the prescription, current legislation and best practice standards.
· include full patient specific administration instructions on the dispensing label.
· supply medicines with their Patient Information Leaflets (PILs) in English with the exception of Unlicensed Compounded/Extemporaneous Prepared Medicines.
81. The Supplier must have procedures in place to ensure a clinical check/validation is done by a pharmacist on the prescription on receipt in accordance with current legislation and GPhC standards (usually classified as Level 1 due to the information available at the dispensing pharmacy).
82. In the event of a manufacturing or supply problem beyond the control of the Supplier, the Supplier will notify the Participating Authority as soon as reasonably practical and vice versa, the Parties will work together, in accordance with relevant national guidance, to minimise disruption and additional costs to the Participating Authority whilst maintaining patient safety.
83. In the event of a supply problem within the Suppliers control (e.g. stock control), the Supplier will notify the Participating Authority as soon as reasonably practical.  Parties will work together to minimise disruption and additional costs to the Participating Authority whilst maintaining patient safety.  Additional costs (e.g. additional delivery fees) must be reviewed and agreed by both parties as to the responsibility of the costs.
84. In the event that the Supplier cannot supply in full or in part the patient’s requirements, which will impact patient treatment/care, the Supplier should notify the Participating Authority. Where the Supplier considers patient treatment/care will not be adversely impacted by a part delivery (i.e. the Supplier can fulfil the remainder of the delivery/service very quickly) the Participating Authority need not be contacted.
85. Where requested, the Suppler must supply medication in an agreed monitored dosage system or compliance aid if requested to do so by the Participating Authority.
86. The Supplier should dispense Commercial Medicines Unit, Yorkshire & Humber Regional, or other Authority contract lines wherever access is sought, see Section 46.
86.1. [bookmark: _Toc77259110]Outer Packaging
87. Outer packaging of homecare deliveries will comply with the General Pharmaceutical Council (GPhC) Standards for home delivery of medicines and medical devices including special storage and health and safety requirements for special handling.  Outer packaging should not have any unnecessary markings likely to indicate the nature of the delivery in order to maintain patient confidentiality.
88. Outer packaging will ensure the integrity of the products are maintained throughout the delivery process.  This will include, but is not limited to maintaining appropriate temperatures, protection from light and contamination, reasonable protection from mechanical damage.
89. The Supplier will ensure that Medicines are packed in a way that does not put the person delivering or unpacking products at risk from exposure to hazardous products if the delivery is subject to mechanical damage.
90. Under sections 3 and 6 of the Health and Safety at Work Act 1974 there is a duty to protect people not in a company's employment who may be affected by handling loads they have supplied.   Therefore, it is good practice for manufacturers and suppliers to mark weights (and, if relevant, information about the heaviest side) on loads if this can be done easily.  Please see: http://www.hse.gov.uk/msd/labellingloads.htm 
91. The Supplier must comply with all relevant packaging and labelling regulations and outer packaging must be sealed.
[bookmark: _Toc77259111][bookmark: _Hlk75847318][bookmark: _Hlk73714967]
Delivery
91.1. [bookmark: _Toc77259112][bookmark: _Hlk73710031]Routine Delivery Scheduling
92. Deliveries must be at the clinically appropriate frequency as specified in the Medicines Homecare Pathway, Individual Care Plan or on the prescription.
93. The Products and Services are to be delivered at a place convenient to, and agreed with, the patient.  This may be their home or other suitable setting (e.g. workplace, friend or relative's address, day care centre) and patient must have confirmed that appropriate storage is available.
94. Deliveries will be scheduled to take place between no less than 08:00hrs and 18:00hrs Monday to Friday and 08:00 - 12:00hrs on Saturday. Wherever possible the scheduled delivery should be convenient to the patient at acceptable times and with minimum disruption to the patient work/life balance.  The Supplier will agree, via positive confirmation, the delivery date and time window with the Patient.  If the patient's routine delivery would be due on a Bank Holiday the delivery date should be scheduled to take place prior to the Bank Holiday to maintain buffer stock.
95. The Supplier will remind the Patient of the agreed delivery date / time (including a 2-hour delivery window) the day before the scheduled delivery unless otherwise agreed with the patient. Additional reminders in the days preceding the scheduled delivery including early notification of 2-hour delivery windows may be beneficial.
96. When the Supplier becomes aware that the confirmed delivery date and time will not be met, they must contact the patient at the earliest opportunity to advise them of the new anticipated time of arrival and/or arrange an alternative delivery date and time.
97. Patient choice of innovative communication methods above standard phone call (such as text reminders and online tracking) are considered acceptable however if changes to already agreed delivery schedules are being notified via these routes positive confirmation required from Patients.
98. Where required, the Parties shall agree compressed timescales for the provision of the Service. 
99. The Supplier will implement procedures to ensure the patient receives deliveries containing quantities of medicines and ancillaries for the expected treatment duration in accordance with the medicines pathway and/or administration instructions detailed on the patient's prescription.  
100. The Participating Authority will not be responsible for any additional service costs if medicines, ancillaries or equipment that could not be provided in line with the patient’s delivery cycles due to Supplier inadequate stock control.
100.1. [bookmark: _Toc77259113][bookmark: _Hlk73710179]Preparing for the Delivery
101. The delivery vehicle must not bear any markings which would indicate the nature of the delivery.
102. The Supplier must ensure that all product and/or medicine are stored, transported and delivered in a clean condition.
103. All deliveries must be made under appropriately controlled conditions to suit the nature of the Products being delivered.  Suitable delivery methods include
· via suitably trained and competent homecare delivery drivers (Note: this is essential if the driver enters the patient's home as a standard element of the homecare service)
· specialist pharmaceutical delivery network holding an MHRA Wholesale Dealer's Licence
· vehicles with validated temperature-controlled chamber(s) or validated cold chain packaging (for more information see Cold Chain tab)
· via a healthcare professional as part of the clinical service.
· via hub and spoke controlled pick-up model (prior approval from Participating Authority required)
Delivery networks which minimise the risk of product loss and provide audit trail of pharmaceutical storage conditions being maintained throughout are preferred.
Alternative delivery methods may be agreed in advance with the Participating Authority and Procedures should be available on request - See "General - Change Management"
103.1. [bookmark: _Toc77259114][bookmark: _Hlk73710459]Making the Delivery
104. The delivery service is to be is to be provided in a courteous, helpful and confidential manner.  The delivery personnel will carry photographic identification, to be shown and/or visible at all times, be of smart appearance, fully conversant with the delivery system, their job role and respectful of patients' needs.
105. Consignments must only be delivered to the agreed address and receipted by a designated person approved by the Patient.  Consignments must not be left unattended.
106. No member of the Supplier’s delivery personnel is required nor expected to enter into the patient's home to provide the homecare service.
107. No member of the Supplier's delivery staff may enter into the patient's home to provide the homecare service without asking the patient or carer if they are happy for the service to continue on this occasion.  Delivery staff must deliver the consignment to the agreed location within the patient’s home as directed by the patient and/or carer.  If requested delivery staff will unpack the delivery, rotate any existing stock ensuring a first in, first out basis, check storage conditions are appropriate and record the details of storage conditions.  The Supplier must provide appropriate support and guidance for delivery staff who are unable to complete the service in accordance with their instructions.  Any issues must be recorded by the Supplier and reported to the Participating Authority in accordance with this specification.   
108. The Patient reserves the right to refuse to accept Consignments which are found, on receipt, to be damaged, faulty and/or otherwise incorrect.  Such events will be recorded by the Supplier and reported to the Participating Authority.
109. The delivery personnel must remove all outer delivery packaging if requested to do so by the patient or carer.
109.1. [bookmark: _Toc77259115][bookmark: _Hlk73710645]Failed Deliveries, Collections and Returns
110. The Supplier must arrange with the patient to re-deliver or return failed deliveries and ensure the patient receives replacement Product in a timely manner, where appropriate.  The Supplier will notify the Participating Authority in the event of multiple delivery failures by an individual patient.
111. Collections of returned items should be made at the same time as a scheduled product delivery. 
112.  If the collection is not taking place at the same time as the delivery, the Supplier must agree a convenient collection time with the Patient mirroring the specified delivery service level.  

112.1. [bookmark: _Toc77259116][bookmark: _Hlk75847423][bookmark: _Hlk75847803]Urgent and Out-of-Hours Deliveries
113. [bookmark: _Hlk75847704]The Supplier will operate an out of hours service and an urgent delivery service whereby delivery will be made within 24 hours of the request being made by the Participating Authority.
[bookmark: _Toc77259117][bookmark: _Hlk75860529][bookmark: _Hlk75861049]
Controlled Collection Model
113.1. [bookmark: _Toc77259118][bookmark: _Hlk73716077][bookmark: _Hlk75868791]General
114. Supply via Controlled Collection Model will be permitted subject to agreement from the Participating Authority in accordance the terms of the Agreement.
115. To the extent applicable, all provisions of this Specification will apply to supplies made via the Controlled Collection model.
116. The Supplier will maintain an up to date list of available collection points and provide to the Authority and Participating Authority.
117. The Supplier must remain responsible for Products until collected by the Patient.
117.1. [bookmark: _Toc77259119][bookmark: _Hlk75859041]Communicating with the patient
In addition to the provisions set out in "General Section - Communicating with the Patient".
118. The Supplier must direct the patient to their inbound patient queries and complaints service in the event of any queries relating to the Products or Service.
118.1. [bookmark: _Hlk75859607]Scheduling a delivery
In addition to the provisions set out in "Delivery Section - Routine Delivery Scheduling".
119. The Supplier must confirm the agreed pick up location and date/time pick up will be available from for each consignment.
120. The Supplier must take reasonable efforts to contact the Patient 3 business days after the agreed delivery date to remind them to pick up from the agreed location.
121. The Supplier must retain Products available for pick up by the Patient at the agreed pick up point for no less than 10 business days.
121.1. [bookmark: _Hlk75861083][bookmark: _Hlk111215494]Enabling pick up
In addition to the provisions set out in "Delivery Section - Making the Delivery".
122. The Supplier must ensure that Products are only delivered to the agreed pick up point and picked up by a designated person approved by the Patient.
122.1. Failed deliveries, collections and returns
In addition to "Delivery Section - Failed deliveries, collections and returns"
123. In the event of non-pick up by the Patient, the Supplier will recover the Products from the pick-up point and notify the Patient and Participating Authority accordingly.
124. The Supplier will be responsible for the safe disposal of the patient’s clinical waste generated through the provision of the Service returned to the collection point.   All current UK law and regulations on clinical waste must be adhered to by the Supplier including the collection, transportation and disposal of clinical waste.  Suppliers or their approved sub-contractor must have a waste collection license which covers the relevant waste collection activity and must make this available on request.
124.1. Finance
In addition to the provisions set out in "Finance Section". 
125. The Participating Authority will not be responsible for cost of Medicines, Ancillaries or Equipment from uncollected deliveries.
126. [bookmark: _Hlk75868752][bookmark: _Hlk111215827]The appropriate evidence of service delivery will pertain to Products being duly received by the Patient following pick up.
Cold Chain, Controlled Drugs and Hazardous Medicines
126.1. Special Handling
127. The Participating Authority is responsible for assessing the risks associated with the storage, handling, delivery and administration of medicines products in accordance with their SmPC or Specials manufacturer's instructions.  
128. Equipment and/or ancillaries identified as necessary to manage risks are specified in the Equipment and Ancillaries List within the Order Form along with any restrictions to be applied when supplying equipment to an individual patient.  The Supplier must be able to implement the risk control measures specified by the Participating Authority. 
129. Risk control measures to be implemented for specified categories of products are in the sections below.
· cold chain 
· controlled drugs  
· hazardous medicines
130. Any medicinal product requiring special handling to meet the requirements of their SmPC or Specials manufacturer's instructions is identified in the relevant product list and where applicable in the individual product dossier.
130.1. Cold chain medicines requiring storage between 2-8oC 
131. Where the Participating Authority requests supply of temperature controlled medicines, appropriate risk control measures must be established and agreed by both parties and detailed in the Order Form in accordance with the Homecare Guidance for Storage and Handling of temperature controlled medicines in the patient's home, copy provided in Appendix B.  
132. Unless risk control measures have been specified, storage of homecare medicines in the patient’s own domestic refrigerator will be sufficient to give assurance that the medicine will be fit for purpose at the point of administration. Where risk control measures have been specified, the requirements have been specified in the Equipment and/or Product List.
133. Cold Chain in the Patient's Home; Each Participating Authority will determine the storage requirements for their patient population, this may include; use of patient own fridges with no additional monitoring, use of patient fridges with additional monitoring or the request for the Supplier to provide a pharmaceutical grade refrigerator.  Pharmaceutical grade refrigerator specification is contained within Appendix B
134. The Supplier will be responsible for training the patient or carer to undertake daily monitoring of the temperature of the refrigerator, knowledge of the minimum and maximum temperatures, and the action to take if found out of range.
135. Maintenance, PAT testing and calibration of all refrigeration and temperature monitoring equipment will be the responsibility of the Supplier (refer to Equipment and Ancillaries section).
136. Repairs and or replacement of faulty fridges must be carried out within 6 working hours of the fault being reported at no charge to the Participating Authority.  Records of equipment failure, the actions taken and time period for resolution must be kept by the Supplier and supplied to the Participating Authority on a yearly basis or more frequently on request.
137. The Supplier operates a validated cold chain from receipt of deliveries or manufacture through to delivery to the patient.
138. Where a temperature deviation occurs a decision about suitability of the affected product for use will be made in conjunction with the Participating Authority and documented by the Supplier.
139. Where a temperature deviation may result in product being wasted and/or any interruption of treatment the Participating Authority will be notified without delay.
139.1. Cytotoxic and other hazardous medicines
140. Where the Participating Authority requests supply of cytotoxic or other hazardous medicines/materials, appropriate risk control measures must be established and agreed by both parties and detailed in the Order Form.
140.1. Controlled drugs
141. Where the Participating Authority requests supply of controlled medicines, appropriate risk control measures must be established and agreed by both parties and detailed in the Order Form.
[bookmark: _Hlk73957412]
Equipment and Ancillaries
141.1. [bookmark: _Hlk73947352][bookmark: _Hlk73947438]Equipment
142. The equipment that can be provided as part of the service(s) is listed in Document 8c - Commercial Schedule.   A generic specification (where required) for each different type of equipment is provided in the Call Off Contract (Order Forms) which includes quantity to be supplied plus any backup equipment, maintenance and response times.
143. All fridges will be supplied with a fridge monitoring chart or equivalent monitoring ability.
144. Where there is choice of equipment as detailed in the Equipment List, processes must be in place to ensure patients understand the choices open to them; the benefits and constraints associated with each type of equipment and the patient's preference is implemented wherever reasonably practical.  Any case where the patient's preference cannot be accommodated or is subject to an adverse risk assessment by the Supplier, the equipment to be supplied will be agreed with the Participating Authority.   
145. The Supplier should maintain safety stocks of critical equipment to ensure continuity of patient treatment and/or allow new patient to be referred to the service in accordance with the timescales in the specification.
146. The Supplier will provide an installation visit for equipment.
147. An installation visit report must be provided to the Participating Authority for any installation of equipment.  This visit report must highlight any issues that were encountered.  
148. The Supplier must provide the patient with appropriate information and training regarding the use and maintenance of equipment.
149. Patients have responsibility to use equipment in accordance with the instructions provided.  The Supplier should provide patient information in an accessible format that includes step by step instructions on how to use the equipment.  A telephone helpline number should be provided.  We would welcome the use of innovative formats, to suit the requirements of the individual patient and carers.
150. The Supplier must maintain an asset register and maintenance records for all equipment.  Equipment records for individual patients are to be made available to the Participating Authority on request.
151. The Supplier will inform the Participating Authority where latex is present in equipment.
152. Patients will be responsible for keeping refrigerators socially clean, but maintenance will be the responsibility of the Supplier (refer to Equipment and Ancillaries section).
153. The Supplier must have robust processes to manage requests from the Participating Authority and/or Patient for equipment not on the specified Equipment lists.  Direct Patient requests for exceptional supply of equipment must be referred to the Participating Authority.
153.1. [bookmark: _Hlk73948506][bookmark: _Hlk75873071]Maintenance and Servicing
154. The Supplier must service and maintain all equipment supplied within the Homecare Service in accordance with the recommendations of the manufacturer of the equipment.
155. A visit report must be provided to the Participating Authority for any service, maintenance or calibration of equipment which takes place in the patient's home.  This visit report must highlight any issues that were encountered.  
156. The Supplier must keep records of equipment failure, the actions taken and time period for resolution and a summary supplied to the Participating Authority on request.
156.1. Ancillaries
157. The ancillaries to be provided as part of the service are listed in Document 8b - Commercial Schedule and are to be agreed by Parties and documented on the Order Form.
158. The Supplier may offer alternative ancillaries as a 'counter offer' for items documented on the Ancillary List.  Such alternatives to be detailed in the Commercial Schedule,  agreed by the Participating Authority and documented on the Order Form.
159. The Supplier should maintain safety stocks of critical ancillaries to ensure continuity of patient treatment and/or allow new patient to be referred to the service in accordance with the timescales in this specification.
160. The Supplier will deliver ancillaries at the same time as product wherever possible.  No additional delivery cost will be paid for separate ancillary deliveries, unless there are exceptional circumstances, and it has been agreed by the Participating Authority.
161. The Supplier will check Patient stock levels, as a minimum prior to every routine delivery, either physically or remotely and replenish ancillaries on a regular basis.  Suppliers should have Procedures in place detailing the processes followed to ensure stock levels are checked and can be provided on request, and that all appropriate staff are trained and competent in these Procedures.
162. The Supplier will inform the Participating Authority if a patient's ancillary usage deviates from the expected usage level.
163. The Supplier will have robust processes in place to manage requests from the Participating Authority and/or Patient for ancillaries not on the specified Ancillary List or for additional requests to the anticipated quantity required.  In these circumstances Patient requests will be referred to the Participating Authority for approval.
164. The Participating Authority will regularly review the ancillaries used for each patient to ensure they are appropriate and usage is within an acceptable range.
165. The Supplier will inform the Participating Authority where latex is present in an ancillary.

Home visits
165.1. Non-Clinical Home Visits for installation, maintenance and servicing of equipment
166. The Supplier will only undertake non-clinical Home visits where necessary to meet the terms of this specification.
167. [bookmark: _Hlk75933047]The Supplier will provide non-clinical home visits Monday to Friday 8am to 6pm and 8am - 12pm on a Saturday and ensure escalation contacts are available during these times.   If the patient's routine delivery would be due on a Bank Holiday the delivery date must be scheduled to take place prior to the Bank Holiday to maintain buffer stock.
168. All staff visiting a patient's home will carry photographic identification which will be shown on arrival. 
169. All staff visiting the patient at home will be courteous, helpful and maintain patient confidentiality. Visiting staff are to respect patients' and carers' needs and will comply with any reasonable conditions of entry laid down by the patient.  Visiting staff will be dressed appropriately.
170. Supplier's staff must check the patient continues to consent to the visit and actions to be taken by the staff on each occasion they enter the patient's home.  Staff must respect any patient's wishes if they withdraw consent they have previously given.  
171. The Supplier is responsible for scheduling non-clinical visits at a time convenient for the patient.  The Supplier will give as much notice as reasonably practicable if for any reason they are unable to meet the agreed visit.
172. The Supplier will inform the Participating Authority within 2 business days of the non-clinical visit if it could not be undertaken as agreed with the patient.
173. Any new or changed risks identified during a home visit will be recorded and the Individual Patient Care Plan updated with new or changed risk control measures.
174. A summary report or log for non-clinical home visits must be available for each individual patient on request of the Participating Authority.
[bookmark: _Toc75953754][bookmark: _Toc75953755][bookmark: _Toc75953756][bookmark: _Toc75953757][bookmark: _Toc75953758][bookmark: _Toc75953759][bookmark: _Toc75953761]
Clinical Services
174.1. Clinical Services
175. The clinical services to be provided are as specified in the Clinical Service Pathway, Individual Patient Care Plan and/or Registration Form.   
176. Suppliers will work in partnership with the Participating Authority to ensure that prescribed treatments are delivered in accordance with their Clinical Service Pathway and written instructions from the clinician responsible for the patient's treatment, if special needs have been identified.
177. The Participating Authority is responsible for assessing the risks associated with clinical services. Also see Risk Management section on the Governance Section.
178. The Supplier and Participating Authority will agree the Clinical Service Protocols as well as the internal escalation procedure for deviations from the clinical service protocols during the service implementation period.  To include but not inclusive of competencies listed below and specialist training requirements e.g. Nurses providing paediatric services must hold either RN: Children’s Level 1 or RNC: Children’s Nurse Level 1, Sub part 1. 
· Phlebotomy 
· Cannulation 
· Intravenous therapy in line with RCN and NMC guidelines including management of intravenous indwelling device 
· Management and awareness of venous access difficulties
· Anaphylaxis management/ basic life-support relevant to area of clinical practice
· Practical use of relevant equipment management maintenance and troubleshooting issues
· Aseptic No Touch Technique (ANTT)
· Infection Control
· Side effect management, including the management of all types of infusion related  reactions
179. Where appropriate and relevant, the Clinical Service Pathway should include reference to remote consultations and interactions whether planned or unplanned.  Remote consultation protocols must comply with NHS recommendations and legislative requirements.  Suppliers should not offer patients remote consultations without the prior agreement of the Participating Authority.
180. The Participating Authority will specify the clinical services to be provided for each patient at point of registration.  
181. Clinical Services will be available Monday to Friday 8am to 6pm excluding Bank Holidays.  The Participating Authority will ensure clinical escalation contacts are available at all times clinical services are being provided.
182. The Supplier will provide 24 hour/365 days a year manned telephone or call-back helpline service to support patients receiving the Clinical Services.   
183. The Supplier must ensure that the Healthcare Professional providing the clinical service has visibility of the appropriate prescription at the point of product administration.
184. The Supplier is responsible for scheduling clinical services in accordance with the prescription and clinical service protocol.  The Supplier will give as much notice as reasonably practicable if for any reason they are unable to meet the agreed service level.  Wherever possible the Supplier will maintain continuity of staffing for an individual patient.
185. When the Supplier becomes aware that the confirmed clinical service date and time will not be met, they must contact the patient at the earliest opportunity to advise them of the new anticipated date and time and/or arrange an alternative date and time.
186. Where specification point 35.11 could lead to a patients delayed treatment the Participating Authority must be informed in an appropriate timeframe based on the nature of the clinical risk.
187. The Supplier must have a process for accepting patients for the clinical service, assigning the appropriate healthcare professional and assurance of continuity and consistency of patient care.
188. The Supplier must be able to provide a report to the Participating Authority within 2 business days of any episode of clinical service.
189. A summary report or log for clinical services and clinical interventions must be available for each individual patient at the request of the Participating Authority.  
189.1. Training and Education of Patients
190. Training of Patients to self-administer medicines will be the responsibility of the Participating Authority unless specified as a Clinical Service to be provided by the Supplier or as detailed in the agreed Individual Patient Care Plan. 
191. Competency documentation for a Patient self-administering medicines will be held in the patient record and shared by the Supplier with the Participating Authority within 2 Business Days completion.
192. Patients who are self-administering medicines at home must be assessed as competent to self-administer on initiation of the service and at 12 month intervals thereafter.  Competency assessments of the patients following training is the responsibility of the Participating Authority unless specified as a Clinical Service to be provided by the Supplier or as detailed in the agreed Individual Patient Care Plan.  
193. Competency documentation for a patient or carer self-administering medicines will be held in the patient record and shared with the other party on request.
194. Where the Supplier provides the training, the Supplier will assess the patient's competency to self-manage and provide written evidence to the Participating Authority via a competency check-list or equivalent.
195. The Supplier and Participating Authority will agree appropriate patient training materials prior to service commencement.
196. Further to the initial patient suitability and needs assessment, the Supplier is responsible for confirming the patient's suitability for the clinical services and reporting any exceptions within 1 business day.  A copy of the completed detailed patient suitability and needs assessment must be  provided to the Participating Authority on request.

Governance
196.1. Governance Framework and Quality Systems
197. The Participating Authority and Supplier will comply with the current Royal Pharmaceutical Society (RPS) Professional Standards for Homecare Services in England.  To the extent applicable, the Supplier and Participating Authority will comply with all requirements of relevant regulatory bodies, examples include but are not inclusive to; General Pharmaceutical Council, Medicines and Health Regulatory Agency, Care Quality Commission and Nurse and Midwifery Council.
198. Suppliers must have a robust quality system in place which includes policies on the following and must ensure that all staff comply with them.  Where relevant national guidelines are in place it is mandatory that these are adopted.  Where national guidelines are not in place or if the Supplier is unsure, then the Supplier will liaise with the Participating Authority to confirm mutually acceptable guidelines.
· Health and safety Policy
· Environmental Policy
· Bribery Policy
· Complaints and Incidents Policy
· Safeguarding Policy
· Equality & Diversity Policy
· Lone Worker Policy 
· Medicines Policy
· Privacy Policy
· Records Management Policy
· Social Value Policy
· Transition Policy (Paediatric to adult care)
· Zero Tolerance and Policy for the Withdrawal of Care
· Risk Management Policy. 
199. Where Services include clinical home visits, Suppliers must have policies on the following and must ensure that all clinical staff providing clinical services involving medication administration are trained and monitored for compliance. 
· Anaphylaxis Management Guidelines 
· Infection Control Manual
· Resuscitation Policy and Guidelines
200. The Supplier will carry out self-inspections of their quality system at regular intervals and record the results and raise corrective and preventative actions for any non-conformances found.  This record and improvement plan may be reviewed at supplier review meetings.
201. The Authority and/or Participating Authority reserve the right to audit the Supplier in accordance with schedule 2 clause 24 NHS Framework Agreement for the Supply of Goods and the Provision or Services (Homecare Medicines).  The Supplier will be given an opportunity to respond to any issues raised by an NHS Audit.  A Summary of results of NHS Audit including the Supplier's responses, resolution to any actions raised within the audit report produced may be shared with other relevant NHS Participating Authorities.  Suppliers will be given a minimum of 28 calendar days notice of an audit unless deemed urgent due to potential patient safety risk.
202. As specified in the Agreement where sub-contractors are used either routinely or for contingencies for the provision of products and service, all requirements within this specification will be extended to the sub-contractor's organisation and staff.  It is the responsibility of the Supplier to provide evidence that all sub-contractors meet these requirements and to inform the Participating Authority of any and all intended subcontracted parts of the service.  
203. Suppliers shall maintain the list of applicable sub-contractors.  The list of sub-contractors is subject to change control provisions of this specification including gaining approval from the Authority and Participating Authority for any changes. 
203.1. Clinical Governance
204. The Participating Authority retains clinical responsibility for the patient's care and their treatment.  The Supplier must carry an appropriate duty of care to patients receiving the Services.
205. The Participating Authority is responsible for ensuring all relevant and appropriate diagnostic tests and other interventions including those specified in the Medicines Homecare Pathway are performed and for monitoring of patient outcomes with respect to efficacy and toxicity.
206. The Supplier will communicate with the Participating Authority in the event of any clinically relevant issues that could be reasonably expected to impact on patient safety or continuity of patient treatment and will work in partnership to minimise additional costs to the Participating Authority whilst maintaining patient safety. Notification to the Participating Authority should be as soon as the Supplier is made aware of the issue.
207. The Supplier and Participating Authority must ensure all their staff involved in the provision of the homecare service have knowledge of clinical governance and be committed to clinical supervision, customer care and resolution of complaints and concerns.
208. The Participating Authority will provide appropriate clinical escalation contacts and ensure that an appropriate and suitably qualified clinician be available for the Supplier's staff to contact at all times whilst they are involved in delivery of a clinical intervention.
209. The Supplier must ensure that their staff know how to escalate clinical concerns and how to contact the clinical escalation contacts for each Participating Authority at all times.
210. Transition from paediatric to adult care will take place at a mutually agreed time between the ages of 16-18 and be initiated by the Participating Authority, following consultation with the patient and family. Where provided, the Supplier must adhere to the relevant Transition Policy employed by the Participating Authority.
211. A separate instruction manual and training programme for children should be available from Suppliers if requested by Participating Authorities.

211.1. Complaints and Concerns - to include defects, recalls, patient safety incidents, Adverse Drug Events (ADE), Adverse Drug Reactions (ADR)
212. Suppliers will work in partnership with the Participating Authority to ensure; patient safety, patient satisfaction, best possible clinical outcomes and to minimise any additional costs to the Participating Authority.
213. In accordance with the professional standards - RPS Handbook for Homecare Services - Appendix 19 - Further Guidance for Managing Complaints and Incidents in Homecare Services the Authority and Supplier must have a complaints and incidents policy and procedures that differentiates patient safety incidents from other types of complaints, incidents or concerns.  
214. The details of any complaints regarding the delivery or service, received from Patients will be forwarded in writing to secondary investigators, or primary investigator status formally transferred within 2 business days.
215. Any defective medicine or device that is reported by a patient to the Supplier must be replaced free of charge in a timely manner to ensure that the patient does not experience an unavoidable delay in receiving treatment, preferably without the need for the Participating Authority to supply a new prescription.
216. The Supplier must operate a system of product and batch traceability to facilitate recall of medicines, sterile ancillaries and critical equipment to patient level
217. The Supplier shall not charge the Participating Authority with any costs associated with MHRA led product recalls and it is the responsibility of the Supplier to recover expenses associated with MHRA led product recalls from the manufacturer or marketing authorisation holder.
217.1. Information Governance
218. The Participating Authority will ensure all patients are informed that their personal information will be shared with the Supplier and other healthcare professionals and may be used to support clinical audit for the purpose of assuring and monitoring the quality of their treatment.  In line with the RPS Professional Standards for Homecare Services.
219. As detailed in Schedule 3 of the Agreement all requirements of the Data Protection Act 2018, UK General Data Protection Regulation (GDPR) and any subsequent regulations must be met in full.  
220. Data Protection Protocols will need to be agreed and signed between Supplier and Participating Authority at service set up.  It is expected that the template Document 5a - Example DPP Homecare Medicines Services is utilised.
221. To aid Data Protection compliance, Suppliers should confirm they are able to provide at no additional cost a method of secure transfer of documents from Participating Authorities to Supplier.  Options may include prepaid envelopes, secure guaranteed 1pm next day delivery envelope and/or an agreed collection service.
221.1. Risk Management
222. The Participating Authority and the Supplier must have a Risk Management Policy. Risks must be deemed to be of an acceptable risk score. If the Parties disagree with a risk assessment, both Parties will work together to reach a consensus view.  
223. The Supplier may refuse to provide services which it deems to be unsafe or which represent unacceptable risk to patient safety under its Risk Management Policy.  Where appropriate, the Supplier will work with the Participating Authority to find an acceptable alternative to facilitate the patient's care.  
223.1. Business Continuity and Contingency Planning
224. The Supplier must hold and maintain an appropriate Business Continuity Plan (BPC)  in accordance with Schedule 2 of the Agreement including major incident and emergency planning. Suppliers should test its BCP at reasonable intervals, and in any event no less than once every 12 months.  
225. Suppliers BCP should be available on request throughout the life of the Agreement.
226. The Supplier will have contingency plans in place for credible threats including but not limited to vehicle breakdown, adverse weather, pandemic, Cyber-attacks, IT system failures and shortfall in the supply of medicines, ancillaries or equipment. The Authority and the Supplier will work in good faith to manage any stock shortages or other unexpected event in accordance with applicable national guidance and procedures.
227. The Supplier will provide adequate facilities and resources to provide the services to the level described within the specification.
228. The Supplier will represent accurately and honestly their capability to deliver a homecare service at all times during the tendering process and throughout the life of the Agreement.
229. The Supplier will communicate with the Participating Authority and Authority if it is unable to fulfil any contracted or otherwise agreed duties in a timely manner to reduce risk to the contracted service.
230. Suppliers are required to advise the Participating Authority and Authority as soon as they become aware of any circumstances which have the potential to have a detrimental effect on the homecare service or compliance with this specification.
230.1. Safe Guarding 
231. The Supplier must ensure that all relevant staff, including all sub-contractors have undergone England and Wales Disclosure and Barring Service (DBS) for Scotland Protecting Vulnerable Groups Scheme (PVG) for Northern Ireland Access NI clearance in accordance with the prevailing regulations. Suppliers will bear the cost of carrying out these checks.
232. Where relevant, the Participating Authority requires that all Supplier's Staff who have direct contact with vulnerable patients have undertaken mandatory safeguarding training, relevant to their role and undertake regular refresher training.  The Supplier will provide the Participating Authority with details including the name of the organisation that delivers the training and a description of the training programme and the frequency of refresher training on request.  The Participating Authority may audit training records to ensure compliance with this provision.
232.1. Training and Competence of all Supplier's staff including non-clinical staff
233. The Supplier must ensure all staff are trained and competent to perform the activities requested of them. All staff must have  
· job specifications
· orientation and induction
· knowledge of relevant organisation policies
· evidence of training to perform the activities in their job specification
· training in their individual responsibility towards health & safety, safeguarding and information governance.
234. The training plans and training programmes will be reviewed and updated on a regular basis to ensure they are based on current good practice.
235. Suppliers must ensure that all relevant staff have an appropriate level of knowledge and expertise on the medicines, ancillaries and equipment used in the clinical specialities relevant to the Service.  For example
· relevant equipment management
· evidence based clinical decision making
· side effect management
· disease awareness
· specific therapies, as prescribed.
· drug cost awareness
· reconstitution of drug awareness e.g. Myozyme –protein strands are produced if not reconstituted according to guidelines/policy
· ICH/cGCP
236. The Supplier must ensure the clinical staff providing Intravenous infusion services have achieved the following additional competencies. Where staff are in training, it is anticipated that they will be supervised until they have been formally assessed as competent.
· Phlebotomy 
· Cannulations
· Intravenous therapy in line with RCN and NMC guidelines including management of intravenous indwelling device 
· Anaphylaxis management/ basic life-support relevant to area of clinical practice
· Practical use of relevant equipment management maintenance and troubleshooting issues
· Aseptic No Touch Technique (ANTT)
· Side effect management, including the management of all types of infusion related  reactions
· Detailed knowledge of prescribed therapies including special instructions for use and learning from patient safety incidents and near misses.
· Extravasation
· Totally Implantable Vascular Access Device (TIVAD) blockage and how to deal with them
· Management and awareness of venous access difficulties

237. Suppliers should be able to provide copies of any Procedure, training plans, training programmes and competency assessments if requested by Participating Authorities throughout the Agreement.
238. Where regional or national training is available this should be utilised unless otherwise agreed by Parties.
239. Suppliers must ensure any new staff or staff moving between roles are trained accordingly prior to taking responsibility for delivery of the Service.  Where staff are in training, it is anticipated that they will be supervised until they have been formally assessed and deemed competent.
240. The Supplier must facilitate Continual Professional Development (CPD) for all professional staff as required by their respective professional body.  The Supplier must have a robust mechanism to ensure that relevant professional registrations are maintained.
241. All Suppliers Nurse employees must be registered with the NMC.

Finance
241.1. Purchase Orders
242. The Participating Authority will generate a unique Purchase Order Number linked to each prescription and provide it to the Supplier.
243. Suppliers should be able to receive orders transmitted electronically in accordance with nationally approved standards.
243.1. Purchasing of medicines by the supplier
244. Products (including medicines, ancillaries and equipment) to be supplied with the Service and associated pricing must be set out in a Product List within the Order Form and agreed by both parties prior to service commencement.   The Supplier will make reasonable efforts to secure products and prices as set out in the Product List and the Participating Authority will provide every assistance possible to ensure the Supplier is successful in gaining that agreement.
245. Changes to the Product List must be in accordance with the Change Management provisions set out in this specification. In the event of short notice of change to product / price, the Supplier will undertake all reasonable endeavours to action the change in the compressed timeframe.
246. The Supplier will use all reasonable endeavours to source all unspecified medicines, ancillaries and equipment at cost effective prices and any mark-up applied by the Supplier must be proportional to the additional costs incurred by the Supplier in sourcing those products.
247. Product and/or medicine provided by manufacturers or wholesalers to the Supplier for the use by patients of the Participating Authority under this Agreement are not for resale by the Supplier to any third party.
248. In addition to the Section on confidentiality in the Agreement, where the Supplier is given access to NHS contract price information from the Participating Authority in order to procure medicines on behalf of the NHS, this information is commercially confidential. Suppliers will not pass prices on to any third party including other companies within their group without the express permission of the Participating Authority.  Under no circumstances will the Supplier purchase for the purpose of onward selling or use by an NHS Trust outside of the region(s) awarded the NHS contract price.
249. The Participating Authority will aim to give 28 calendar days notice to the Supplier of any new or changed contract or framework pricing that they may have been granted access to use on behalf of the NHS to deliver the service.
250. In the event of short notice of change to product / price, the Supplier shall undertake all reasonable endeavours to action the change in the compressed timeframe.
251. The Supplier will be responsible for the ordering, receipt, control and payment for all medicinal products and ancillaries and will be responsible for the maintenance of adequate stock levels to satisfactorily meet the requirements of this Framework.
251.1. Invoicing
252. The Supplier will generate an accurate and valid invoice linked to each Purchase Order Number and where required contain patient unique identifier.  The Supplier will use best endeavours to provide it to the Authority within 4 weeks of service delivery in line with the invoice terms in the NHS Framework Agreement for the Supply of Goods and the Provision of Services - Framework (Homecare Medicines Version). The Authority and Supplier will use best endeavours to receive or transmit invoices electronically in accordance with nationally approved standards.
253. The content of the invoice and transmission process of those invoices will be agreed with both parties and documented in the Order Form.  Some Participating Authorities may require patient details; if this is the case then this must be compliant with the Data Security and Protection Toolkit Standards (DSPT) or documented and controlled via data processing or data sharing agreement between parties. https://www.dsptoolkit.nhs.uk/
254. All invoices must be supported by appropriate evidence showing that:- 
· Goods have been duly received, are in accordance with specification and the prices are correct 
· Services rendered have been satisfactorily carried out in accordance with the order and the charges are correct. 
Such evidence of service delivery will be made available for audit purposes and by exception only if there is reasonable doubt that the service has not been received.
Evidence of service delivery and when it should be provided (e.g. with the invoice) will be agreed between parties and document on the Order Form.
255. Where nursing services are used, the Supplier should ensure that proof of nursing visits are provided to the Participating Authority.  These can be in either paper format or digital device.  The length of the time spent with the patient should be recorded.
256. In exceptional cases where the original evidence is lost, damaged or unavailable for some other substantive reason the Supplier may provide appropriate alternative evidence including the following information.  The Suppliers declaration must be made by an authorised person and such declarations found to be false will be considered as a breach of this agreement.
· dispensing & despatch date 
· delivery date and route or carrier information and evidence
· how the delivery was confirmed, by who, and when. 
257. In accordance with the provisions set out in General Section - Provision of services outside this specification the Participating Authority will reimburse reasonable additional costs incurred by the Supplier.
257.1. [bookmark: _Hlk111220031]Statement of Accounts and Payments 
258. The Supplier will provide the statement of accounts to the Participating Authority on a monthly basis.
259. The Participating Authority will pay undisputed invoices 30 calendar days from the date of receipt in line with the payment terms in the NHS Framework Agreement  for the Supply of Goods and the Provision of Services - Framework Version (Homecare Medicines-YHPPC).
259.1. Risk, Liability and Insurance
260. Where medicines or ancillaries or equipment are unusable due to action or inaction of the Supplier,  the unusable items will be collected and replaced at no expense to the Participating Authority or, if resupply is not clinically appropriate a credit note will be raised against the invoice for those unusable items. Where medicines or ancillaries or equipment are unusable due to the Patient’s negligence, misuse, or failure to observe any instructions or training concerning the use of the equipment, the Supplier will have the right to recover the cost of replacement (or where applicable repair) from the Participating Authority, provided that such negligence, misuse or failure was not caused or contributed to by any action of or failure to take action by the Supplier. Unusable items may only be resupplied (or where applicable) repaired at the cost of the Participating Authority when prior approval has been given by the Participating Authority.

[bookmark: _Hlk122350079]Digital
260.1. Digital Solution Requirement
261. Digital Solutions must not be offered to patients without prior approval from the Participating Authority for its use within their Patient cohort.
262. Any Digital Solutions developed must meet the RPS output-based specifications (OBS), as updated from time to time, for system-wide delivery of medicines in homecare as a minimum.
263. Mobile Apps or other applicable Digital Solutions for patient’s access must be free of charge, without any in-app purchase.
264. Any patient facing Apps or other applicable Digital Solutions must undergo baseline assessment by NHSE Transformation Directorate as a minimum.
265. For any digital solutions, 
· if the solution (or part of) is not classified as a medical device then the developer/Supplier of the digital solution has applied clinical risk management as required under "DCB0129: Clinical Risk Management: its Application in the Manufacture of Health IT Systems" during the development of the product. The Supplier should also be able to provide assistance to the Participating Authority in the application of clinical risk management as required under "DCB0160: Clinical Risk Management: its Application in the Deployment and Use of Health IT Systems" during the deployment of the digital solution.
· if the solution (or part of) is classified as a medical device the solution must comply with the medical device directives.
266. The Supplier's proposed solution must be compatible with relevant national standards and interoperable with systems commonly used by the NHS.
267. The Supplier should commit to migrating to Fast Healthcare Interoperability Resources 1(FHIR) standard and other technical standards if that becomes mandated in the future.

Net Zero and Social Value
267.1.  Net Zero and Social Value

268. The Authority shall be incorporating evaluation of social value policy elements relevant to the procurement in accordance with government advice.  
· High level info/context: https://www.gov.uk/government/publications/social-value-act-information-and-resources/social-value-act-information-and-resources
· Procurement Policy Notice: https://www.gov.uk/government/publications/procurement-policy-note-0620-taking-account-of-social-value-in-the-award-of-central-government-contracts 
· Direct link to the quick reference table: https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/940828/Social-Value-Model-Quick-Reference-Table-Edn-1.1-3-Dec-20.pdf



Appendix A - Monthly Management Report Templates

Expenditure Report Template 
Note: will need to include ABI information for non-member organisations



KPI Report Template



CAI Report Template



Dispensing Information Report Template 





Appendix B - Cold Chain Guidance and Refrigerator Specification




Pharmaceutical Grade Refrigerator Specification
· Must be a pharmacy medicines fridge
· Constructed of impervious, cleanable materials both internally and externally
· Single cooler panel without a freezer box
· Maintains the temperature between 2ºC and 8ºC
· Temperature distribution – maintain the required range across its entire load area
· Capacity – at least one third greater than required to allow for circulation of cooled air
· Suitable indicator/visual alarm to alert if temperature exceeds parameters (for length of time) or door left open
· Automatic defrost
· Grille-type shelving
· Integral air circulating fan
· Permanent external easy to read display of current fridge temperature shown on outside of fridge
· Calibrated to proven standard
· Child resistant closure and/or lockable with removable key
· Maximum operating noise <50 decibels






[bookmark: _Ref377731561]
Commercial Schedule
[To be inserted as part of the final Framework Agreement]


[bookmark: _Ref377731153]
Ordering Procedure, Award Criteria and Order Form
1. General
35. This Framework Agreement (Agreement) is for a period of two (2) years with option(s) to further extend for up to a total period of 24 months.
35. Access to the Agreement must be through the Yorkshire and Humber NHS Pharmaceutical Purchasing Consortium (YHPPC).  It is the responsibility of both the Participating Authority (e.g. NHS trust) and the Supplier to ensure that the Participating Authority is authorised to use this agreement prior to any tendering or procurement activity in accordance with clause 3 below.
35. The Agreement covers all NHS Funded Low and Mid Tech Homecare Medicines Services as defined within the Royal Pharmaceutical Society (RPS) Professional Standards for Homecare Services.  Manufacturer Funded Homecare Medicines Services and Manufacturer Funded Patient Support Programmes are excluded from the scope of this Agreement.
1. Framework Access
36. Participating Authority must follow the following steps
0. Participating Authority must contact the Authority to request access to the Framework Agreement
0. The Authority provides a Framework Access Agreement to the Participating Authority for completion and return.
0. The Authority must receive a Framework Access Agreement from Participating Authorities before the Agreement details are shared with the Participating Authority.
0. The Authority will provide Agreement details to Participating Authorities
1. Award of Business - Direct Ordering Without Competition
37. Once Agreement details are shared by the Authority to the Participating Authority, the Participating Authority is responsible for determining the Supplier(s) to award their business to.
37. The Participating Authority shall first determine which Supplier(s) are capable of supplying the Services from:
1. Information supplied by the Suppliers (whether incorporated in their responses to the Tender or otherwise);
1. Information publicly available (including through the Supplier’s own web-sites, legal directories or elsewhere); and 
1. Information shared between the Authority and the Participating Authorities;
37. The Participating Authority may then choose a capable Supplier(s) that best meets the needs of the service required in the following way:
2. By choosing a supplier(s) who demonstrably offers best value for money for its requirements when judged against the criteria of:
0. Product and service accessibility
0. Quality (including as appropriate: capability, expertise, past performance, availability of resources and proposed methods of undertaking the work)
0. Capacity to meet requirement and, where relevant, geographical location
0. Price
37. Each Participating Authority is independently responsible for the conduct of its award of call-off agreements under this Agreement. The Authority is not responsible nor accountable for and shall have no liability whatsoever in relation to:
3. The conduct of the Participating Authorities in relation to this Agreement; or 
3. The performance or non-performance of any of the call-off agreements between the Supplier and the Participating Authorities entered into pursuant to this Agreement.
1. Call Off Contract Formation (Order Form)
38. A Participating Authority may place an Order with the Supplier by issuing an Order Form in the format set out in Schedule 7 Annex A, including pursuant to systems of ordering involving facsimile, electronic mail or other on-line solutions provided that the Order shall:
0. State the Products and/or Services Required.
0. The applicable pricing as set out in the Commercial Schedule or, where the price will be based on pricing which is lower than those set out in the Commercial Schedule, state the price.
38. The receipt by the Participating Authority and Supplier of an Order Form signed by both parties shall form a binding call-off agreement between the Supplier and the Participating Authority for the Provision of the Services specified in the relevant Order.
38. Contracts are formed between Participating Authority supplier under the Agreement by the placing of an Order (homecare prescription).   Once an Order is issued to a supplier there is a legally binding contract.   This contract is referred to in the guidance below as ‘Call-Off Contract’.
38. The call-off contract is made up of the following components: 
3. [bookmark: DocXTextRef101]the call-off terms and conditions set out at Appendix A of this Agreement
3.  a completed Order Form, template included in Schedule 7 Annex A
3. the applicable parts of the Specification and Tender Response Document set out at Schedule 5 of this Agreement, as may be supplemented by information set out and/or referred to in the Order Form
3. the applicable parts of the Commercial Schedule set out at Schedule 6 of this Agreement, as may be supplemented by information set out and/or referred to in the Order Form
3. any relevant provisions applicable to the call-off contract as set out in the Agreement. 
38. The Parties acknowledge that the Order Form may be transmitted and received electronically.
38. [bookmark: _Ref474995911]Following receipt of an Order Form in respect of an Order, the Supplier shall acknowledge receipt within two (2) working days of the Order and within ten (10) working days either:
5. Notify the Participating Authority in writing that it declines to accept the Order; or
5. Return the Order Form to the relevant Participating Authority, duly countersigned by the Supplier, by way of entry into a Call-Off Agreement in respect of the Services specified in the relevant Order.
38. If the Supplier Notifies the Participating Authority that it declines to accept an Order; or the time-limit referred to in paragraph 4.6 as expired then:
6. the Offer from the Participating Authority to the Supplier shall lapse and the relevant Participating Authority may offer that Order to another Supplier.
1. No Award
Notwithstanding the fact that the Participating Authority has followed a procedure as set out above, the Participating Authority shall be entitled at all times to decline to make an award for its Requirements.  Nothing in this Agreement shall oblige any Participating Authority to place an Order for the Goods and Service.


1. Homecare Medicines Services: Order Process

[image: ]



1. Homecare Medicines Services: Invoice Process
[image: ]
Notes: 
(1)	For the avoidance of doubt:
(a)	the Invoice and Proof of Delivery (PoD) must be generated and issued to the Authority    within 4 weeks of the Goods being delivered/Services being provided;
(b)	the Authority’s pharmacy homecare team must validate the invoice within 7 days of the Invoice (and PoD) being issued to the Authority; and 
(c)	the 7 day period during which the pharmacy homecare team validates invoices is included with the 30 days for payment of a valid invoice from its receipt.
[bookmark: DocXTextRef100](2)	Subject to point (3) below, if an invoice is queried or disputed, the 30 day period for payment of a valid invoice from its receipt shall be suspended pending resolution of such query or dispute. 
(3)	If an invoice query or invoice dispute is resolved and/or determined with the effect that the Supplier is required to submit a corrected invoice, the corrected invoice shall be treated as a new invoice and the 30 day period for payment of a valid invoice from its receipt shall restart from the point the Participating Authority receives the corrected invoice. 
(4)	Invoice disputes shall resolved in accordance with the following process: 
Process for dealing with invoice disputes:
Any invoice queries raised in accordance with the above process and not resolved within thirty (30) days of such query being raised shall be deemed an invoice dispute (and a “Dispute” for the purposes of the relevant Contract) and shall be referred by the Participating Authority contracting party for resolution / determination under the Dispute Resolution Process for the Contract. For the avoidance of doubt, the Participating Authority party to the Contract shall not be in breach of its payment obligations in respect of any invoice that is the subject of an invoice dispute unless such Dispute Resolution Process has been followed in respect of such invoice dispute and it has been resolved / determined that the disputed invoice amount is properly due to the Supplier party under such Contract and the Participating Authority party under such Contract has then failed to pay such sum within a reasonable period following such resolution / determination.


[bookmark: _Hlk147612171]Schedule 7 Annex A – Order Form (Call Off Contract)

The following Order Form template will be completed by the Supplier and Participating Authority.  The Authority requests only a final version once signed by both Parties to save on file.  Order Forms are expected to be kept up to date and amended where required between both Supplier and Participating Authority.
The Order Form incorporates Appendix A - Call off Terms and Conditions for the Supply of Goods and the Provision of Services and the Data Protection Protocol.

Order Form
[bookmark: _Hlk147956761]Yorkshire and Humber NHS Pharmaceuticals Purchasing Consortium
The Supplier agrees to supply the Goods and Services specified below, subject to, the terms of this Contract and for the avoidance of doubt the Contract consists of the terms set out in this Order Form and the Contract terms, including the call off terms and conditions at Appendix A, together with the Schedules thereto.
This Order Form requires agreement and signature by both the Supplier and Participating Authority (Trust) at point of Contract implementation before Award.  The Authority (YHPPC) requests a final version to store on file.  
And changes of additional service will require this Order Form to be updated and re-signed by both Parties.  It is expected this Order Form be kept up to date.

	Framework Details

	Name
	Low/Mid Tech Homecare Medicines Services Supplier Framework Agreement

	Description
	Framework Agreement for the provision of NHS funded Low and Mid Tech homecare medicines services to members of the Yorkshire and Humber NHS Pharmaceuticals Purchasing Consortium, and other organisations with prior approval only.
Services are to be provided in line with the Royal Pharmaceutical Society Professional Standards for Homecare and relevant regulatory requirements.
This Framework Agreement will be accessible to all partly or wholly publicly funded bodies in the United Kingdom.

	Tender Ref. Number
	C190863

	Framework Ref. Number
	[TBC]

	Duration
	2 Year with optional 24 months extension period

	Start Date
	[TBC]




	Call Off Details

	Commencement Date
(The agreement between Participating authority and Supplier shall commence on the date shown and subject to the Call Off provisions for termination and default shall continue in force until the expiry of the term stated below)
	[TBC]

	Term
	This agreement will be effective for the life of the overarching framework agreement



	Participating Authority (Trust) Details

	Name
	[TBC]

	Address
	[TBC]

	Invoice Address
	[TBC]

	Contract Manager Name
	[TBC]

	Name for Notices
	[TBC]

	Contacts for Escalation and Dispute Resolution
	Designation
	Name
	Email
	Telephone

	
	[TBC]
	[TBC]
	[TBC]
	[TBC]

	
	[TBC]
	[TBC]
	[TBC]
	[TBC]

	
	[TBC]
	[TBC]
	[TBC]
	[TBC]



	Supplier Details

	Name
	[TBC]

	Address
	[TBC]

	Contract Manager Name
	[TBC]

	Name for Notices
	[TBC]

	Contacts for Escalation and Dispute Resolution
	Designation
	Name
	Email
	Telephone

	
	[TBC]
	[TBC]
	[TBC]
	[TBC]

	
	[TBC]
	[TBC]
	[TBC]
	[TBC]

	
	[TBC]
	[TBC]
	[TBC]
	[TBC]



	Authority (YHPPC) Details

	Name
	Yorkshire and Humber NHS Pharmaceuticals Purchasing Consortium c/o Leeds Teaching Hospitals

	Address
	Moor House, 125 Moor Road, Hunslet, Leeds, LS7 2JQ

	Contract Manager Name
	Jennifer Bestford

	Name for Notices
	Jennifer Bestford

	Contacts for Escalation and Dispute Resolution
	Designation
	Name
	Email
	Telephone

	
	Regional Homecare Specialist
	Jennifer Bestford
	Jennifer.Bestford@nhs.net
	01133927037

	
	Regional Pharmacy Procurement Team Manager
	Amanda Stephenson
	amanda.stephenson1@nhs.net

	0113 3927016

	
	Regional Pharmacy Procurement Specialist
	David Allwood
	davidallwood@nhs.net
	07775228856



	Contract Lots
(Please tick Lot(s) you are accessing for this Contract.  Multiple Lots can be ticked. Please complete the relevant Appendix with further Lot specific details)

	Lot 1 - Short Turn Around (please complete Appendix 1)
	Low/Mid Tech HC services requiring short turn around due to clinical requirements.
	☐
	Lot 2 - Standard Turn Around (please complete Appendix 2)
	Low/Mid Tech HC services requiring standard turn around due to clinical requirements
	☐
	Lot 3 - Controlled Collection (please complete Appendix 3)
	Alternative collection models to homecare delivery.
	☐
	Lot 4 - Clinical Services  (please complete Appendix 4)
	Any clinical services performed by Healthcare Professionals
	☐
	Lot 5 - Immunoglobulin (please complete Appendix 5)
	HC services for Immunoglobulin medicines, ancillaries, equipment and clinical services.
	☐


	Implementation

	Implementation
	Implementation of this Contract needs to be discussed and agreed between Supplier and Participating Authority including service specifics and timeframes.

	Service Details

	Service Specification
	Provided as separate consolidation following award within the Framework Briefing Document.

	Inbound patient queries and complaints service for patients
	[TBC]

	Service for Participating Authority service queries, complaints and contract management
	[TBC]

	Invoices
	Suppliers should endeavour to provide Participating Authority with invoices and Proof of Delivery within 4 weeks of the delivery of the service/product.
Participating Authority should endeavour to highlight any discrepancies or authorise for payment within 7 days of receipt of the invoice and proof of delivery from Suppliers.
Participating Authorities should endeavour to pay Suppliers within 30 days of receiving a correct invoice and proof of delivery.
Suppliers should endeavour to resolve invoice discrepancies within 30 days of the query being raised.  Once the query is resolved the Participating Authority should endeavour to pay the Supplier within 30 days.

	
Contract Management

	Contact Matrix
	The Authority and Supplier will provide and maintain up-to-date key contacts matrices.

	Contract Pricing
	Price schedules are included in the Framework Award Terms and Conditions and the Framework Briefing Document.  Invoices should be generated following delivery of product/service as per terms in the Agreement.

	Management Information
	As a minimum Suppliers should provide monthly reports for KPI, Expenditure and Complaints and Incidents to the Participating Authority and a regional reports to the Authority.  These should be based on national templates where available.

	Service Review Meetings
	In addition to regional service/contract review meetings, the Participating Authority and Supplier shall endeavour to attend regular local service review meetings.

	Other

	SUPPLIER: Other supplementary details relevant to the Contract
	[TBC]

	PARTICIPATING AUTHORITY: Other supplementary details relevant to the Contract
	[TBC]



	Formation of Contract

	The Supplier shall enter into the Contract by returning a signed copy of this Order form to the Participating Authority
The Participating Authority shall enter into the Contract by returning a signed copy of this Order form to the Supplier.
The Contract shall be formed when both Parties receive copy of this Order Form signed by both Parties.

	For and on behalf of the Supplier, I agree and understand the details within this document ‘Order Form’

	Name
	[TBC]
	Signature
	[TBC]

	Designation
	[TBC]
	Date
	[TBC]

	For and on behalf of the Participating Authority, I agree and understand the details within this document ‘Order Form’

	Name
	[TBC]
	Signature
	[TBC]

	Designation
	[TBC]
	Date
	[TBC]

	Supplier please ensure copy of final signed version of the Order Form is returned to Authority.



Order Form will be accompanied by Appendix A Call-off Terms and Conditions for the Supply of Goods and the Provision of Services (Homecare Medicines) and the Data Protection Protocol Homecare Medicines Services (documents 5a and 5b in the Invitation to Offer pack) when circulating to Participating Authorities and Suppliers following Award.
[bookmark: _Ref318814649]




Schedule 7 Annex A – Order Form - Appendix 1 
Lot 1 - Short Turn Around Services
Please discard this Appendix if Lot 1 is not required.
	Lot Details

	Name
	Lot 1 Short Turn Around Services

	Description
	Low/Mid Tech HC services requiring short turn around due to clinical requirements.



	Implementation

	Homecare Medicines Pathway
	Medicines pathway to be provided by the Participating Authority.  To include the expected treatment to be provided within the homecare service including diagnosis, referral, dosage routes and frequencies, routine tests, decision points, treatment end points and interventions and service options available at the different stages of the medicines pathway.

	Clinical Service Pathway
	A collection of Clinical Service Protocols and relevant Standard Operating Procedures that together make up the Service that is expected from the Homecare Service that is being contracted.   To be provided by the Participating Authority and agreed with the Supplier during contract implementation if required.

	Data Protection Protocol
	Supplier and Participating Authority shall comply with the Data Protection Protocol.  In the case of this Contract it is seen appropriate for the Participating Authority and Supplier to be ‘Both Data Controllers’.  This is detailed in the DPP at the end of this document.  If Trusts Data Protection Officers require further local DPP (or equivalent) requirements the Supplier should comply with these also.

	Product Confirmation
	The Participating Authority will confirm with the Supplier the Products required within the Lot and detail below;

	
	Therapy Area(s)
	Products

	
	[TBC]
	[TBC]

	Ancillary Confirmation
	The Participating Authority will confirm with the Supplier the Ancillary requirements and detail below.  Supply of Ancillaries outside of those listed in the Commercial Schedule is not permitted under the Framework without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required)..
It is the responsibility of Suppliers to ensure patient have appropriate levels of ancillaries.

	
	[TBC]

	Equipment Confirmation
	The Participating Authority will confirm with the Supplier the requirement and detail below.  Supply of Equipment outside of those listed in the Commercial Schedule is not permitted under the Framework without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required).  To include domestic or pharmaceutical fridge requirements.

	
	[TBC]

	Buffer Stock
	Please confirm the agreed buffer stock levels for product/therapy area, ancillaries and equipment.

	
	[TBC]

	Purchase Order
	The Participating Authority will provide a Purchase Order in the form of a prescription (and if required an ancillary/equipment list, Individual Care Plan) to the Supplier.  This will contain a Purchase Order Number which the Supplier must detail on the invoice.

	Invoice
	The Supplier will provide an invoice following delivery of goods and/or services to the Participating Authority.  As a minimum the invoice should contain the products/services delivered, prices, patient identification and purchase order number.
Invoice requirements should be detailed below to include invoice per delivery, consolidated invoice, requirement for proof of delivery, consolidation of ancillary charges etc.

	
	[TBC]

	Implementation
	Implementation of this Contract needs to be discussed and agreed between Supplier and Participating Authority including service specifics and timeframes.

	Service Details

	Cut off and Turn Around details
	[TBC]

	Suppliers provide the times deliveries can be scheduled to take place.
	[TBC]

	
Digital Solutions

	Suppliers should confirm what Digital Solutions are offered as part of this Lot
	[TBC]

	Participating Authority should confirm if these Digital Solutions are approved for use within this Lot
	[TBC]

	Other

	SUPPLIER: Other supplementary details relevant to the Lot
	[TBC]

	PARTICIPATING AUTHORITY: Other supplementary details relevant to the Lot
	[TBC]




Schedule 7 Annex A – Order Form - Appendix 2 
Lot 2 - Standard Turn Around Services
Please discard this Appendix if Lot 2 is not required.
	Lot Details

	Name
	Lot 2 Standard Turn Around Services

	Description
	Low/Mid Tech HC services requiring standard turn around due to clinical requirements.



	Implementation

	Homecare Medicines Pathway
	Medicines pathway to be provided by the Participating Authority.  To include the expected treatment to be provided within the homecare service including diagnosis, referral, dosage routes and frequencies, routine tests, decision points, treatment end points and interventions and service options available at the different stages of the medicines pathway.

	Clinical Service Pathway
	A collection of Clinical Service Protocols and relevant Standard Operating Procedures that together make up the Service that is expected from the Homecare Service that is being contracted.   To be provided by the Participating Authority and agreed with the Supplier during contract implementation if required.

	Data Protection Protocol
	Supplier and Participating Authority shall comply with the Data Protection Protocol.  In the case of this Contract it is seen appropriate for the Participating Authority and Supplier to be ‘Both Data Controllers’.  This is detailed in the DPP at the end of this document.  If Trusts Data Protection Officers require further local DPP (or equivalent) requirements the Supplier should comply with these also.

	Product Confirmation
	The Participating Authority will confirm with the Supplier the Products required within the Lot and detail below;

	
	Therapy Area(s)
	Products

	
	[TBC]
	[TBC]

	Ancillary Confirmation
	The Participating Authority will confirm with the Supplier the Ancillary requirements and detail below.  Supply of Ancillaries outside of those listed in the Commercial Schedule is not permitted under the Framework without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required)..
It is the responsibility of Suppliers to ensure patient have appropriate levels of ancillaries.

	
	[TBC]

	Equipment Confirmation
	The Participating Authority will confirm with the Supplier the requirement and detail below.  Supply of Equipment outside of those listed in the Commercial Schedule is not permitted under the Framework without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required).  To include domestic or pharmaceutical fridge requirements.

	
	[TBC]

	Buffer Stock
	Please confirm the agreed buffer stock levels for product/therapy area, ancillaries and equipment.

	
	[TBC]

	Purchase Order
	The Participating Authority will provide a Purchase Order in the form of a prescription (and if required an ancillary/equipment list, Individual Care Plan) to the Supplier.  This will contain a Purchase Order Number which the Supplier must detail on the invoice.

	Invoice
	The Supplier will provide an invoice following delivery of goods and/or services to the Participating Authority.  As a minimum the invoice should contain the products/services delivered, prices, patient identification and purchase order number.
Invoice requirements should be detailed below to include invoice per delivery, consolidated invoice, requirement for proof of delivery, consolidation of ancillary charges etc.

	
	[TBC]

	Implementation
	Implementation of this Contract needs to be discussed and agreed between Supplier and Participating Authority including service specifics and timeframes.

	Service Details

	Cut off and Turn Around details
	[TBC]

	Suppliers provide the times deliveries can be scheduled to take place.
	[TBC]

	
Digital Solutions

	Suppliers should confirm what Digital Solutions are offered as part of this Lot
	[TBC]

	Participating Authority should confirm if these Digital Solutions are approved for use within this Lot
	[TBC]

	Other

	SUPPLIER: Other supplementary details relevant to the Lot
	[TBC]

	PARTICIPATING AUTHORITY: Other supplementary details relevant to the Lot
	[TBC]





Schedule 7 Annex A – Order Form - Appendix 3 
Lot 3 - Controlled Collection Services
Please discard this Appendix if Lot 3 is not required.
	Lot Details

	Name
	Lot 3 Controlled Collection Services

	Description
	Alternative collection models to homecare delivery.



	Implementation

	Homecare Medicines Pathway
	Medicines pathway to be provided by the Participating Authority.  To include the expected treatment to be provided within the homecare service including diagnosis, referral, dosage routes and frequencies, routine tests, decision points, treatment end points and interventions and service options available at the different stages of the medicines pathway.

	Clinical Service Pathway
	A collection of Clinical Service Protocols and relevant Standard Operating Procedures that together make up the Service that is expected from the Homecare Service that is being contracted.   To be provided by the Participating Authority and agreed with the Supplier during contract implementation if required.

	Data Protection Protocol
	Supplier and Participating Authority shall comply with the Data Protection Protocol.  In the case of this Contract it is seen appropriate for the Participating Authority and Supplier to be ‘Both Data Controllers’.  This is detailed in the DPP at the end of this document.  If Trusts Data Protection Officers require further local DPP (or equivalent) requirements the Supplier should comply with these also.

	Product Confirmation
	The Participating Authority will confirm with the Supplier the Products required within the Lot and detail below;

	
	Therapy Area(s)
	Products

	
	[TBC]
	[TBC]

	Ancillary Confirmation
	The Participating Authority will confirm with the Supplier the Ancillary requirements and detail below.  Supply of Ancillaries outside of those listed in the Commercial Schedule is not permitted under the Framework without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required)..
It is the responsibility of Suppliers to ensure patient have appropriate levels of ancillaries.

	
	[TBC]

	Equipment Confirmation
	The Participating Authority will confirm with the Supplier the requirement and detail below.  Supply of Equipment outside of those listed in the Commercial Schedule is not permitted under the Framework without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required).  To include domestic or pharmaceutical fridge requirements.

	
	[TBC]

	Buffer Stock
	Please confirm the agreed buffer stock levels for product/therapy area, ancillaries and equipment.

	
	[TBC]

	Purchase Order
	The Participating Authority will provide a Purchase Order in the form of a prescription (and if required an ancillary/equipment list, Individual Care Plan) to the Supplier.  This will contain a Purchase Order Number which the Supplier must detail on the invoice.

	Invoice
	The Supplier will provide an invoice following delivery of goods and/or services to the Participating Authority.  As a minimum the invoice should contain the products/services delivered, prices, patient identification and purchase order number.
Invoice requirements should be detailed below to include invoice per delivery, consolidated invoice, requirement for proof of delivery, consolidation of ancillary charges etc.

	
	[TBC]

	Implementation
	Implementation of this Contract needs to be discussed and agreed between Supplier and Participating Authority including service specifics and timeframes.

	Service Details

	Cut off and Turn Around details
	[TBC]

	Suppliers provide the times deliveries can be scheduled to take place.
	[TBC]

	
Digital Solutions

	Suppliers should confirm what Digital Solutions are offered as part of this Lot
	[TBC]

	Participating Authority should confirm if these Digital Solutions are approved for use within this Lot
	[TBC]

	Other

	SUPPLIER: Other supplementary details relevant to the Lot
	[TBC]

	PARTICIPATING AUTHORITY: Other supplementary details relevant to the Lot
	[TBC]






Schedule 7 Annex A – Order Form  -  Appendix 4 
Lot 4 -  Clinical Services
Please discard this Appendix if Lot 4 is not required.
	Lot Details

	Name
	Lot 4 Clinical Services

	Description
	Clinical services performed by Healthcare Professionals



	Implementation

	Homecare Medicines Pathway
	Medicines pathway to be provided by the Participating Authority.  To include the expected treatment to be provided within the homecare service including diagnosis, referral, dosage routes and frequencies, routine tests, decision points, treatment end points and interventions and service options available at the different stages of the medicines pathway.

	Clinical Service Pathway
	A collection of Clinical Service Protocols and relevant Standard Operating Procedures that together make up the Service that is expected from the Homecare Service that is being contracted.   To be provided by the Participating Authority and agreed with the Supplier during contract implementation if required.

	Data Protection Protocol
	Supplier and Participating Authority shall comply with the Data Protection Protocol.  In the case of this Contract it is seen appropriate for the Participating Authority and Supplier to be ‘Both Data Controllers’.  This is detailed in the DPP at the end of this document.  If Trusts Data Protection Officers require further local DPP (or equivalent) requirements the Supplier should comply with these also.

	Clinical Service Confirmation
	The Participating Authority will confirm with the Clinical Service required within the Lot and detail below.  Supply of clinical services outside of those listed in the Commercial Schedule is not permitted without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required).

	
	Therapy Area(s)
	Product(s)
	Clinical Service(s)

	
	[TBC]
	[TBC]
	[TBC]

	Purchase Order
	The Participating Authority will provide a Purchase Order in the form of a prescription (and if required an ancillary/equipment list, Individual Care Plan) to the Supplier.  This will contain a Purchase Order Number which the Supplier must detail on the invoice.
Where the Clinical Service Supplier is different to the Product Supplier please detail below how the Order Form(Prescription) will be shared.

	
	[TBC]

	Invoice
	The Supplier will provide an invoice following delivery of goods and/or services to the Participating Authority.  As a minimum the invoice should contain the products/services delivered, prices, patient identification and purchase order number.
Invoice requirements should be detailed below to include invoice per delivery, consolidated invoice, requirement for proof of delivery, consolidation of ancillary charges etc.

	
	[TBC]

	Implementation
	Implementation of this Contract needs to be discussed and agreed between Supplier and Participating Authority including service specifics and timeframes.

	Service Details

	Cut off and Turn Around details
	[TBC]

	Suppliers provide the times clinical services can be scheduled to take place.
	[TBC]

	
Digital Solutions

	Suppliers should confirm what Digital Solutions are offered as part of this Lot
	[TBC]

	Participating Authority should confirm if these Digital Solutions are approved for use within this Lot
	[TBC]

	Other

	SUPPLIER: Other supplementary details relevant to the Lot
	[TBC]

	PARTICIPATING AUTHORITY: Other supplementary details relevant to the Lot
	[TBC]




Schedule 7 Annex A – Order Form  -  Appendix 5
Lot 5 - Immunoglobulin Homecare Medicines Services
Please discard this Appendix if Lot 5 is not required.
	Lot Details

	Name
	Lot 5 Immunoglobulin homecare Medicines Services

	Description
	HC services for Immunoglobulin medicines, ancillaries, equipment and clinical services.



	Implementation

	Homecare Medicines Pathway
	Medicines pathway to be provided by the Participating Authority.  To include the expected treatment to be provided within the homecare service including diagnosis, referral, dosage routes and frequencies, routine tests, decision points, treatment end points and interventions and service options available at the different stages of the medicines pathway.

	Clinical Service Pathway
	A collection of Clinical Service Protocols and relevant Standard Operating Procedures that together make up the Service that is expected from the Homecare Service that is being contracted.   To be provided by the Participating Authority and agreed with the Supplier during contract implementation if required.

	Data Protection Protocol
	Supplier and Participating Authority shall comply with the Data Protection Protocol.  In the case of this Contract it is seen appropriate for the Participating Authority and Supplier to be ‘Both Data Controllers’.  This is detailed in the DPP at the end of this document.  If Trusts Data Protection Officers require further local DPP (or equivalent) requirements the Supplier should comply with these also.

	Product Confirmation
	The Participating Authority will confirm with the Supplier the Products required within the Lot and detail below;

	
	[TBC]

	Ancillary Confirmation
	The Participating Authority will confirm with the Supplier the Ancillary requirements and detail below.  Supply of Ancillaries outside of those listed in the Commercial Schedule is not permitted under the Framework without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required)..
It is the responsibility of Suppliers to ensure patient have appropriate levels of ancillaries.

	
	[TBC]

	Equipment Confirmation
	The Participating Authority will confirm with the Supplier the requirement and detail below.  Supply of Equipment outside of those listed in the Commercial Schedule is not permitted under the Framework without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required).  To include domestic or pharmaceutical fridge requirements.

	
	[TBC]

	Buffer Stock Levels
	Please confirm the agreed buffer stock levels for product, ancillaries and equipment.

	
	[TBC]

	Clinical Services Confirmation
	The Participating Authority will confirm with the Clinical Service required within the Lot and detail below.  Supply of clinical services outside of those listed in the Commercial Schedule is not permitted without authorisation from the Authority unless locally agreed outside of the Contract between Supplier and Participating Authority (in which case a local Contract is required).

	
	[TBC]

	Purchase Order
	The Participating Authority will provide a Purchase Order in the form of a prescription (and if required an ancillary/equipment list, Individual Care Plan) to the Supplier.  This will contain a Purchase Order Number which the Supplier must detail on the invoice.

	Invoice
	The Supplier will provide an invoice following delivery of goods and/or services to the Participating Authority.  As a minimum the invoice should contain the products/services delivered, prices, patient identification and purchase order number.
Invoice requirements should be detailed below to include invoice per delivery, consolidated invoice, requirement for proof of delivery, consolidation of ancillary charges etc.

	
	[TBC]

	Implementation
	Implementation of this Contract needs to be discussed and agreed between Supplier and Participating Authority including service specifics and timeframes.

	Service Details

	Cut off and Turn Around details
	[TBC]

	Suppliers provide the times deliveries can be scheduled to take place.
	[TBC]

	
Digital Solutions

	Suppliers should confirm what Digital Solutions are offered as part of this Lot
	[TBC]

	Participating Authority should confirm if these Digital Solutions are approved for use within this Lot
	[TBC]

	Other

	SUPPLIER: Other supplementary details relevant to the Lot
	[TBC]

	PARTICIPATING AUTHORITY: Other supplementary details relevant to the Lot
	[TBC]



[bookmark: _Hlk147612711]
Appendix A
Call-off Terms and Conditions for the Supply of Goods and the Provision of Services (Homecare Medicines)
Where an Order Form is issued by the Authority that refers to the Framework Agreement, the Contract is made between the Authority and the Supplier on the date of that Order Form. The Contract is subject to the terms set out in the schedules of these Call-off Terms and Conditions listed below (“Schedules”).
The Authority and the Supplier undertake to comply with the provisions of the Schedules in the performance of the Contract.
The Supplier shall supply to the Authority, and the Authority shall receive and pay for, the Goods and/or Services on the terms of the Contract.
For the avoidance of doubt, any actions or work undertaken by the Supplier prior to the receipt of an Order Form covering the relevant Goods and/or Services shall be undertaken at the Supplier’s risk and expense and the Supplier shall only be entitled to invoice for Goods or Services covered by a valid Order Form.
The Definitions in Schedule 4 of these Call-off Terms and Conditions apply to the use of all capitalised terms in the Contract.
Schedules

	Schedule 1 of these Call-off Terms and Conditions
	Key Provisions 

	Schedule 2 of these Call-off Terms and Conditions
	General Terms and Conditions

	Schedule 3 of these Call-off Terms and Conditions
	Information and Data Provisions

	Schedule 4 of these Call-off Terms and Conditions
	Definitions and Interpretations



NHS Framework Agreement for the Supply of Goods and the Provision of Services (Homecare Medicines-YHPPC)– Appendix A – Call-off Terms and Conditions for the Supply of Goods and the Provision of Services
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1. 
Key Provisions

Standard Key Provisions
42 [bookmark: _Ref358208507]Application of the Key Provisions
42.1 [bookmark: _Ref442452411][bookmark: _Ref4754442]The standard Key Provisions at Clauses 1 to 9 of this Schedule 1 of these Call-off Terms and Conditions shall apply to this Contract.
42.2 [bookmark: _Ref442452413]Extra Key Provisions shall only apply to this Contract where such provisions are set out as part of the Order Form. 
43 [bookmark: _Ref442452414]Term 
43.1 [bookmark: _Ref4754443][bookmark: _Ref442452415][bookmark: OLE_LINK3][bookmark: OLE_LINK4]This Contract shall commence on the Commencement Date.  
43.2 [bookmark: _Ref4754444]The Term of this Contract shall be as set out in the Order Form. 
43.3 [bookmark: _Ref4754445]The Term may be extended in accordance with Clause 15.2 of Schedule 2 of these Call-off Terms and Conditions provided that the duration of this Contract shall be no longer than any maximum applicable to the Contract if such maximum duration is set out in the Framework Agreement (including any options to extend).
44 [bookmark: _Ref442452416]Contract Managers
44.1 [bookmark: _Ref442453031][bookmark: _Ref459885684][bookmark: _Ref442452417]The Contract Managers at the commencement of this Contract shall be as set out in the Order Form or as otherwise agreed between the Parties in writing.
45 [bookmark: _Ref442452419]Names and addresses for notices
45.1 [bookmark: _Ref459885685][bookmark: _Ref442453034][bookmark: _Ref442452420]Unless otherwise agreed by the Parties in writing, notices served under this Contract are to be delivered to such persons at such addresses as referred to in the Order Form.
46 [bookmark: _Ref442452422][bookmark: _Ref4754446]Management and escalation levels for dispute resolution
46.1 [bookmark: _Ref364152625][bookmark: _Ref4754447]Unless otherwise agreed by the Parties in writing, the management levels at which a Dispute will be dealt with as referred to as part of the Dispute Resolution Procedure are as follows:
	Level
	Authority representative
	Supplier representative

	1
	Contract Manager
	Contract Manager

	2
	Assistant Director or equivalent
	Assistant Director or equivalent

	3
	Director or equivalent
	Director or equivalent


47 [bookmark: _Ref358208521][bookmark: _Ref442452423][bookmark: _Ref327985379]Order of precedence
47.1 [bookmark: _Ref442452424]Subject always to Clause 1.10 of Schedule 4 of these Call-off Terms and Conditions, should there be a conflict between any other parts of this Contract the order of priority for construction purposes shall be:
47.1.1 [bookmark: _Ref4754448][bookmark: _Ref442453039]the Order Form
47.1.2 [bookmark: _Ref4754449]the applicable provisions of the Framework Agreement other than the Specification and Tender Response Document;
47.1.3 [bookmark: _Ref4754450]the provisions on the front page of these Terms and Conditions for the Supply of Goods and the Provision of Services (Purchase Order Version);
47.1.4 Schedule 1 of these Call-off Terms and Conditions: Key Provisions;
47.1.5 [bookmark: _Ref442453041]the Specification and Tender Response Document (but only in respect of the Authority’s requirements and, for the avoidance of doubt, the order of precedence set out in Clause 6.2 of Schedule 1 of the Framework Agreement in relation to the various parts of the Specification and Tender Response Document shall apply);
47.1.6 Schedule 2 of these Call-off Terms and Conditions: General Terms and Conditions;
47.1.7 Schedule 3 of these Call-off Terms and Conditions: Information Governance Provisions;
47.1.8 Schedule 4 of these Call-off Terms and Conditions: Definitions and Interpretations;
47.1.9 [bookmark: _Ref442453047][bookmark: _Ref442776855][bookmark: _Ref459885687]the order in which all subsequent schedules, if any, appear; and
47.1.10 [bookmark: _Ref442776856][bookmark: _Ref459885688]any other documentation forming part of the Contract in the date order in which such documentation was created with the more recent documentation taking precedence over older documentation to the extent only of any conflict.


48 [bookmark: _Ref358208621]Application of TUPE at the commencement of the provision of Services
48.1 [bookmark: _Ref442453048][bookmark: _Ref442452434]The Parties agree that at the commencement of the provision of Services by the Supplier, TUPE and the Cabinet Office Statement shall not apply so as to transfer the employment of any employees of the Authority or a Third Party to the Supplier.
48.2 [bookmark: _Ref451425960]If any person who is an employee of the Authority or a Third Party claims or it is determined that their contract of employment has been transferred from the Authority or Third Party to the Supplier or a Sub-contractor pursuant to TUPE, or claims that their employment would have so transferred had they not resigned, then:
48.2.1 [bookmark: _Ref451425961]the Supplier will, within seven (7) days of becoming aware of that fact, give notice in writing to the Authority;
48.2.2 [bookmark: _Ref451425962]the Authority or Third Party may offer employment to such person within twenty-eight (28) days of the notification by the Supplier;
48.2.3 [bookmark: _Ref451425963]if such offer of employment is accepted, the Supplier or a Sub-contractor shall immediately release the person from their employment;
48.2.4 [bookmark: _Ref451425964][bookmark: DocXTextRef9]if after that period specified in Clause 7.2.2 of this Schedule 1 of these Call-off Terms and Conditions has elapsed, no offer of employment has been made by the Authority or Third Party, or such offer has been made by the Authority or Third Party but not accepted within a reasonable time, the Supplier or Sub-contractor shall employ that person in accordance with its obligations and duties under TUPE and shall be responsible for all liabilities arising in respect of any such person and shall (where relevant) be bound to apply Fair Deal for Staff Pensions in respect of any such person in accordance with the requirements of Part D of Schedule 7 of the NHS Terms and Conditions for the Provision of Services (Contract Version) (January 2018).

49 [bookmark: _Ref442452451]Purchase Orders 
49.1 [bookmark: _Ref442452452]The Authority shall issue a Purchase Order to the Supplier in respect of any Goods and/or Services to be supplied to the Authority under this Contract.  The Supplier shall comply with the terms of such Purchase Order as a term of this Contract.  For the avoidance of doubt, any actions or work undertaken by the Supplier under this Contract prior to the receipt of a Purchase Order covering the relevant Goods and/or Services shall be undertaken at the Supplier’s own risk and expense and the Supplier shall only be entitled to invoice the Authority for Goods and/or Services covered by a valid Purchase Order.


50 [bookmark: _Ref500757640]Liquidated damages for late delivery 
50.1 [bookmark: _Ref4754451]If (1) the Supplier does not deliver the Goods and/or provide the Services in accordance with the timescales set out in the Specification and Tender Response Document; and (2) the Authority determines (at its sole discretion acting reasonably) that it is required to provide the Goods and/or Services itself or via a third party to ensure there is no risk to a Patient’s continued treatment, the Supplier shall pay, as liquidated damages, the following sums to the Authority (plus any applicable VAT):  
50.1.1 [bookmark: _Ref4754452]The actual cost of delivery (by the Authority or a third party) up to a maximum of £100 per delivery;   
50.1.2 [bookmark: _Ref4754453]£250 to cover compounding and administration of medicines; 
50.1.3 [bookmark: _Ref4754454]£100 to cover the Authority’s incidental costs and expenses and any staff time; and  
50.1.4 [bookmark: _Ref4754455]20% of the price (excluding VAT) paid by the Authority to any third party for the medicines dispensed. 
[bookmark: _Ref94175647]
[bookmark: _Ref93089925]Net Zero and Social Value Commitments
Supplier carbon reduction plans and reporting
The Supplier shall put in place, maintain and implement a board approved, publicly available, carbon reduction plan in accordance with the requirements and timescales set out in the NHS Net Zero Supplier Roadmap (see Greener NHS »Suppliers (england.nhs.uk) ((https://www.england.nhs.uk/greenernhs/get-involved/suppliers/)), as may be updated from time to time.
[bookmark: _Ref93069613]A supplier assessment for benchmarking and reporting progress against the requirements detailed in the Net Zero Roadmap will be available in 2023 (“Evergreen Supplier Assessment”). The Supplier shall report its progress through published progress reports and continued carbon emissions reporting through the Evergreen Supplier Assessment once this becomes available and as may be updated from time to time.
[bookmark: _Ref93068605][bookmark: _Ref93069626][bookmark: _Hlk92995181]The Supplier has appointed [insert Supplier CEO, relevant Supplier board member or senior director] (“Supplier Net Zero Corporate Champion”) who shall be responsible for overseeing the Supplier’s compliance with Clauses 10.1 and 10.2 of this Schedule 1 of these Call-off Terms and Conditions and any net zero requirements forming part of any Contracts. Without prejudice to the Authority’s other rights and remedies under this Framework Agreement , if the Supplier fails to comply with Clauses 10.1 and 10.2 of this Schedule 1 of these Call-off Terms and Conditions, the Authority may escalate such failure to the Supplier Net Zero Corporate Champion who shall within ten (10) Business Days of such escalation confirm in writing to the Authority the steps (with associated timescales) that the Supplier will be taking to remedy such failure. The Supplier shall then remedy such failure by taking such confirmed steps by such timescales (and by taking any other reasonable additional steps that may become necessary) to ensure that such failure is remedied by the earliest date reasonably possible.
Net zero and social value in the delivery of the contract
[bookmark: _Ref109383505]The Supplier shall deliver its net zero and social value contract commitments in accordance with the requirements and timescales set out in the Specification and Tender Response Document forming part of this Contract (“Net Zero and Social Value Contract Commitments”).
[bookmark: _Ref93069632]The Supplier shall report its progress on delivering its Net Zero and Social Value Contract Commitments through progress reports, as set out in the Specification and Tender Response Document forming part of this Contract.  
[bookmark: _Ref94081335]The Supplier has appointed a relevant person (as designated in Schedule 1, Clause 10.3 of the Framework Agreement) (“Supplier Net Zero and Social Value Champion”) who shall be responsible for overseeing the Supplier’s compliance with Clauses 10.4 and 10.5 of this Schedule 1 of these Call-off Terms and Conditions of these Call-off Terms and Conditions. Without prejudice to the Authority’s other rights and remedies under this Contract, if the Supplier fails to comply with Clauses 8.4 and 8.5 of this Schedule 1 of these Call-off Terms and Conditions, the Authority may escalate such failure to the Supplier Net Zero and Social Value Champion who shall within ten (10) Business Days of such escalation confirm in writing to the Authority the steps (with associated timescales) that the Supplier will be taking to remedy such failure. The Supplier shall then remedy such failure by taking such confirmed steps by such timescales (and by taking any other reasonable additional steps that may become necessary) to ensure that such failure is remedied by the earliest date reasonably possible. 

						



[bookmark: _Ref330459256]
General Terms and Conditions

	Contents

	1.  Supply of Goods and the provision of Services

	2.  Delivery of the Goods and passing of risk in and ownership of the Goods

	3.  Inspection and recall of the Goods

	4.  Operation of the Services 

	5.  Staff and Lifescience Industry Accredited Credentialing Register 

	6.  Business continuity

	7.  The Authority’s obligations

	8.  Contract management

	9.  Price and payment

	10.  Warranties

	11.  Intellectual property

	12.  Indemnity

	13.  Limitation of liability 

	14.  Insurance

	15.  Term and termination

	16.  Consequences of expiry or earlier termination of this Contract

	17.  Staff information and the application of TUPE at the end of the Contract

	18.  Packaging, identification, end of use and coding requirements

	19.  Sustainable development

	20.  Electronic product and services information

	21.  Change management

	22.  Dispute resolution 

	23.  Force majeure

	24.  Records retention and right of audit

	25.  Conflicts of interest and the prevention of fraud

	26.  Equality and human rights

	27.  Notice

	28.  Assignment, novation and Sub-contracting

	29.  Prohibited Acts

	30.  General



1. [bookmark: _Ref442452454][bookmark: _Ref351103396]Supply of Goods and the provision of Services
51.1 [bookmark: _Ref442452455]The Supplier shall supply the Goods ordered by the Authority and provide the Services ordered by the Authority, as appropriate, to the Patients and/or the Authority under this Contract: 
51.1.1 [bookmark: _Ref442452456]promptly and in any event within any time limits as may be set out in this Contract;
51.1.2 [bookmark: _Ref442452457]in accordance with all other provisions of this Contract;
51.1.3 [bookmark: _Ref442452458]with reasonable skill and care and in accordance with the provisions of the Framework Agreement as applicable and/or the provisions of the Order Form; 
51.1.4 [bookmark: _Ref442452459]in accordance with any quality assurance standards as set out in the Specification and Tender Response Document;
51.1.5 [bookmark: _Ref442452460]in accordance with the Law and with Guidance;
51.1.6 [bookmark: _Ref442452461]in accordance with Good Industry Practice; 
51.1.7 [bookmark: _Ref442452462]in accordance with the Policies; and
51.1.8 [bookmark: _Ref442452463]in a professional and courteous manner.
In complying with its obligations under this Contract, the Supplier shall, and shall procure that all Staff shall, act in accordance with the NHS values as set out in the NHS Constitution from time to time.  
51.2 [bookmark: _Ref4754456][bookmark: _Ref442452464]The Supplier shall comply with the Implementation Requirements (if any) in accordance with any timescales as may be set out in the Specification and Tender Response Document.
51.3 [bookmark: _Ref442452465]The Supplier shall commence:
51.3.1 [bookmark: _Ref442452466]supply of the Goods on the Commencement Date; and
51.3.2 [bookmark: _Ref442452467]delivery of the Services on the Commencement Date. 
51.4 [bookmark: _Ref4754457][bookmark: _Ref442452468]The Supplier acknowledges that there is no obligation on the Authority to purchase any Goods or Services from the Supplier except to the extent that the Authority has issued a Purchase Order for specific Goods and/or Services in accordance with Clause 8 of Schedule 1 of these Call-off Terms and Conditions and Annex A: (Homecare Medicines Services: Order Process) of the Specification and Tender Response Document. 
51.5 [bookmark: _Ref4754458]The Supplier shall comply fully with its obligations set out in the Specification and Tender Response Document and/or Order Form (to include, without limitation, the KPIs and all obligations in relation to the quality, performance characteristics, supply, delivery, installation, administration, commissioning, maintenance and training in relation to the Goods and their use). 
51.6 [bookmark: _Ref442452469]Unless otherwise agreed by the Parties in writing, the Goods shall be new, consistent with any sample, and shall comply with any applicable specification set out in this Contract (to include, without limitation, the provisions of the Authority’s requirements set out in the Specification and Tender Response Document and the Supplier’s response to such requirements) and any applicable manufacturers’ specifications.  
51.7 [bookmark: _Ref442452470]The Supplier shall ensure that all relevant consents, authorisations, licences and accreditations:
51.7.1 [bookmark: _Ref442452471]required to supply the Goods are in place prior to the delivery of any Goods to the Authority; and
51.7.2 [bookmark: _Ref442452472]required to provide the Services are in place at the Actual Services Commencement Date and are maintained throughout the Term. 
51.8 [bookmark: _Ref442452473]If there are any incidents that in any way relate to or involve the use of the Goods by the Authority, or the use of the Services by the Authority, the Supplier shall cooperate fully with the Authority in relation to the Authority’s application of the Policies on reporting and responding to all incidents, including serious incidents requiring investigation, and shall respond promptly to any reasonable and proportionate queries, questions and/or requests for information that the Authority may have in this context in relation to the Goods or the Services.  
51.9 [bookmark: _Ref347320067]If there are any quality, performance and/or safety related reports, notices, alerts or other communications issued by the Supplier or any regulatory or other body or entity (including, without limitation, the manufacturer of the Goods) in relation to the Goods, the Supplier shall promptly provide the Authority with a copy of any such reports, notices, alerts or other communications.
51.10 [bookmark: _Ref442452474]Upon receipt of any such reports, notices, alerts or other communications pursuant to Clause 1.8 of this Schedule 2 of these Call-off Terms and Conditions, the Authority shall be entitled to request further information from the Supplier and/or a meeting with the Supplier, and the Supplier shall cooperate fully with any such request.
52 [bookmark: _Ref350761859][bookmark: _Ref442452475]Delivery of the Goods and passing of risk and ownership in the Goods
52.1 [bookmark: _Ref442452476]The Supplier shall deliver the Goods in accordance with any delivery timescales, delivery dates and delivery instructions (to include, without limitation, as to delivery location and delivery times) set out in the Specification and Tender Response Document, the Order Form or as otherwise agreed with the Authority in writing. 
52.2 [bookmark: _Ref442452477][bookmark: _Ref442452478]Delivery shall be completed when the Goods and Services have been provided to a Patient in accordance with this Contract. Given that the Services involve providing Patients with hospital prescribed medicines and delays in receiving and/or administering such medicines could result directly in adverse health effects for such Patients, if the Supplier fails to meet any delivery dates or any home visit times in circumstances where it has not either: (i) made alternative delivery and/or home visit arrangements with that Patient; or (ii) urgently notified the Authority of any actual or anticipated failure to either deliver, make a home visit or make alternative delivery and/or home visit arrangements with that Patient (so that any risk of a Patient running out of the medicines or not taking the medicines can be managed by the Authority), this shall be deemed a critical failure by the Supplier (“Critical Service Failure”). 
52.3 [bookmark: _Ref4754459]Unless otherwise set out in the Specification and Tender Response Document or agreed with the Authority in writing, the Supplier shall be responsible for carriage, insurance, transport, all relevant licences, all related costs, and all other costs associated with the delivery of the Goods to the delivery location. 
52.4 [bookmark: _Ref442452479]Unless otherwise set out in the Specification and Tender Response Document and without prejudice to the Authority’s other rights and remedies under this Contract, ownership and risk in any Goods shall remain with the Supplier up to the point such Goods are delivered and/or administered to Patients in accordance with this Contract, except that the Supplier shall remain responsible for any loss or damage to the Goods following delivery to a Patient to the extent that such loss or damage is due to a negligent act or omission or breach of this Contract by the Supplier and/or its Staff.   
52.5 [bookmark: _Ref442452480]All tools, equipment and materials of the Supplier required in the performance of the Supplier’s obligations under this Contract shall be and remain at the sole risk of the Supplier, whether or not they are situated at a delivery location. 
53 [bookmark: _Ref350761889][bookmark: _Ref442452481]Inspection and recall of the Goods
53.1 [bookmark: _Ref442452482]As relevant and proportionate to the Goods in question and subject to reasonable written notice, the Supplier shall permit any person authorised by the Authority to inspect the storage facilities used in the storage of the Goods at all reasonable times at the Supplier’s premises or at the premises of any Sub-contractor or agent of the Supplier in order to confirm that the Goods are being stored in accordance with Good Industry Practice and in compliance the requirements of this Contract and/or that stock holding and quality assurance processes are in accordance with the requirements of this Contract. 
53.2 [bookmark: _Ref350935929]Where the Supplier and/or the relevant manufacturer and/or the relevant distributor of the Goods is required by Law, Guidance, and/or Good Industry Practice to order a product recall (“Requirement to Recall”) in respect of the Goods, the Supplier shall comply with all relevant provisions of the Specification and Tender Response Document relevant to a recall and in any event shall:
53.2.1 [bookmark: _Ref348516632]promptly (taking into consideration the potential impact of the continued use of the Goods on Patients and the Authority as well as compliance by the Supplier with any regulatory requirements) notify the Authority in writing of the recall together with the circumstances giving rise to the recall;
53.2.2 [bookmark: _Ref442452483]consult with the Authority as to the most efficient method of executing the recall of the Goods and use its reasonable endeavours to minimise the impact on the Authority and Patients of the recall; and
53.2.3 [bookmark: _Ref357758856]indemnify and keep the Authority indemnified against any loss, damages, costs, expenses (including without limitation legal costs and expenses), claims or proceedings suffered or incurred by the Authority as a result of such Requirement to Recall.
54 [bookmark: _Ref390693910][bookmark: _Ref358383342]Operation of the Services
54. [bookmark: _Ref390196133]The Services shall be provided at such premises and at such locations within those premises, as may be set out in the Specification and Tender Response Document (to include, without limitation, at the homes of Patients) or as otherwise agreed by the Parties in writing (“Premises and Locations”). 
54. [bookmark: _Ref390194843]Subject to the Supplier and its Staff complying with all relevant Policies applicable to such Premises and Locations, the Authority shall use its reasonable endeavours to procure that Patients grant access to the Supplier and its Staff to such Premises and Locations to enable the Supplier to provide the Services. 
54.2 [bookmark: _Ref442452484]Unless otherwise set out in the Specification and Tender Response Document or otherwise agreed by the Parties in writing, any equipment or other items provided by the Authority for use by the Supplier and/or for loan to a Patient in connection with the Services:
54.2.1 [bookmark: _Ref442452485]shall be provided at the Authority’s sole discretion; 
54.2.2 [bookmark: _Ref442452486]shall be inspected by the Supplier in order that the Supplier can confirm to its reasonable satisfaction that such equipment and/or item is fit for its intended use and shall not be used by the Supplier until it has satisfied itself of this;
54.2.3 [bookmark: _Ref442452487]must be returned to the Authority within any agreed timescales for such return or otherwise upon the request of the Authority; and
54.2.4 [bookmark: _Ref442452488]shall be used by the Supplier at the Supplier’s risk and the Supplier shall upon written request by the Authority reimburse the Authority for any loss or damage relating to such equipment or other items caused by the Supplier (fair wear and tear exempted). 
For the avoidance of doubt, any equipment or other items provided by the Authority for loan to Patients shall be repaired or replaced by the Authority at its expense to the extent that the loss or damage relating to such equipment is not caused by the Supplier but by a Patient. 
54.3 [bookmark: _Ref442452489]If the Services, or any part of them, are regulated by any regulatory body, the Supplier shall ensure that at the Actual Services Commencement Date it has in place all relevant registrations and shall maintain such registrations during the Term.  The Supplier shall notify the Authority forthwith in writing of any changes to such registration or any other matter relating to its registration that would affect the delivery or the quality of Services.  
54.4 [bookmark: _Ref387239764]The Supplier shall notify the Authority forthwith in writing:
54.4.1 [bookmark: _Ref442452490]of any pending inspection of the Services, or any part of them, by a regulatory body immediately upon the Supplier becoming aware of such inspection; and
54.4.2 [bookmark: _Ref442452491]of any failure of the Services, or any part of them, to meet the quality standards required by a regulatory body, promptly and in any event within two (2) Business Days of the Supplier becoming aware of any such failure. This shall include without limitation any informal feedback received during or following an inspection raising concerns of any nature regarding the provision of the Services.
54.5 [bookmark: _Ref387239840][bookmark: _Ref442452492]Following any inspection of the Services, or any part of them, by a regulatory body, the Supplier shall provide the Authority with a copy of any report or other communication published or provided by the relevant regulatory body in relation to the provision of the Services.  
54.6 [bookmark: _Ref442452493]Upon receipt of notice pursuant to Clause 4.8 of this Schedule 2 of these Call-off Terms and Conditions or any report or communication pursuant to Clause 4.9 of this Schedule 2 of these Call-off Terms and Conditions, the Authority shall be entitled to request further information from the Supplier and/or a meeting with the Supplier, and the Supplier shall cooperate fully with any such request.
54.7 [bookmark: _Ref442452494]Where applicable, the Supplier shall implement and comply with the Policies on reporting and responding to all incidents and accidents, including serious incidents requiring investigation, shall complete the Authority’s incident and accident forms in accordance with the Policies and provide reasonable support and information as requested by the Authority to help the Authority deal with any incident or accident relevant to the Services.  The Supplier shall ensure that its Contract Manager informs the Authority’s Contract Manager in writing forthwith upon (a) becoming aware that any serious incidents requiring investigation and/or notifiable accidents have occurred; or (b) the Supplier’s Contract Manager having reasonable cause to believe any serious incidents and/or notifiable accidents requiring investigation have occurred.  The Supplier shall ensure that its Contract Manager informs the Authority’s Contract Manager in writing within forty eight (48) hours of all other incidents and/or accidents that have or may have an impact on the Services.
54.8 [bookmark: _Ref442452495]The Supplier shall, as reasonably required by the Authority, cooperate with any other service providers to the Authority and/or any other third parties as may be relevant in the provision of the Services. 
54.9 [bookmark: _Ref442452496]To the extent relevant to the Services, the Supplier shall have in place and operate a complaints procedure which complies with the requirements of the Local Authority Social Services and National Health Service Complaints (England) Regulations 2009.
54.10 [bookmark: _Ref4754460][bookmark: _Ref442452497]Complaints received by the Supplier from or on behalf of Patients arising out of or in connection with the provision of the Services shall be managed and resolved in accordance with the relevant provisions of the Specification and Tender Response Document and in line with any relevant guidance or instructions notified in writing to the Supplier by the Authority from time to time.   
54.11 [bookmark: _Ref442452498]Should the Authority be of the view, acting reasonably, that the Supplier is unable to provide the Goods and/or Services in compliance with this Contract, then, without prejudice to the Authority’s rights and remedies under this Contract, the Authority shall be entitled to step-in (either itself or using a third party supplier) to provide the Goods and/or Services in order to ensure Patient safety.  
54.12 [bookmark: _Ref442452499]The Supplier shall be relieved from its obligations under this Contract to provide the Services to the extent that it is prevented from complying with any such obligations due to any acts, omissions or defaults of the Authority. To qualify for such relief, the Supplier must notify the Authority promptly (and in any event within five (5) Business Days) in writing of the occurrence of such act, omission, or default of the Authority together with the potential impact on the Supplier’s obligations.
55 [bookmark: _Ref442452500][bookmark: _Ref4754461]Staff and Lifescience Industry Accredited Credentialing Register
55. [bookmark: _Ref442452501]Subject to the requirements of this Contract and any Law, the Supplier shall be entirely responsible for the employment and conditions of service of Staff. The Supplier shall ensure that such conditions of employment are consistent with its obligations under this Contract. 
55.1 [bookmark: _Ref442452502]The Supplier will employ sufficient Staff to ensure that it complies with its obligations under this Contract.  This will include, but not be limited to, the Supplier providing a sufficient reserve of trained and competent Staff to supply the Goods and/or provide the Services during Staff holidays or absence. 
55.2 [bookmark: _Ref442452503]The Supplier shall use reasonable endeavours to ensure the continuity of all Staff in the provision of the Services and, where any member of Staff is designated as key to the provision of the Services as set out in the Specification and Tender Response Document, the Order Form or as otherwise agreed between the Parties in writing, any redeployment and/or replacement of such member of Staff by the Supplier shall be subject to the prior written approval of the Authority, such approval not to be unreasonably withheld or delayed.
55.3 [bookmark: _Ref442452504]The Supplier shall ensure that all Staff are aware of, and at all times comply with, the Policies.
55.4 [bookmark: _Ref442452505]The Supplier shall:
55.4.1 [bookmark: _Ref442452506]employ only those Staff who are careful, skilled and experienced in the duties required of them;
55.4.2 [bookmark: _Ref442452507]ensure that every member of Staff is properly and sufficiently trained and instructed;
55.4.3 [bookmark: _Ref442452508]ensure all Staff have the qualifications to carry out their duties and are covered by the Supplier’s insurance arrangements; 
55.4.4 [bookmark: _Ref442452509]maintain throughout the Term all appropriate licences and registrations with any relevant bodies (at the Supplier’s expense) in respect of the Staff; 
55.4.5 [bookmark: _Ref442452510]ensure all Staff comply with such registration, continuing professional development and training requirements or recommendations appropriate to their role including those from time to time issued by the Department of Health and Social Care or any relevant regulatory body or any industry body in relation to such Staff;  and
55.4.6 [bookmark: _Ref442452511]comply with the Authority’s staff vetting procedures and other staff protocols, as may be relevant to this Contract and which are notified to the Supplier by the Authority in writing.
55.5 [bookmark: _Ref442452512]The Supplier shall not deploy in the provision of the Services any person who has suffered from, has signs of, is under treatment for, or who is suffering from any medical condition which is known to, or does potentially, place the health and safety of the Authority’s staff, patients, Patients or visitors at risk unless otherwise agreed in writing with the Authority. 
55.6 [bookmark: _Ref287960781]The Supplier shall ensure that all potential Staff or persons performing any of the Services during the Term who may reasonably be expected in the course of performing any of the Services under this Contract to have access to or come into contact with children or other vulnerable persons and/or have access to or come into contact with persons receiving health care services:
55.6.1 [bookmark: _Ref15206642]are questioned concerning their Convictions; and
55.6.2 [bookmark: _Ref442452513][bookmark: _Ref15267286]obtain appropriate disclosures from the Disclosure and Barring Service (or other appropriate body) as required by Law and/or the Policies before the Supplier engages the potential staff or persons in the provision of the Services.  
55.7 [bookmark: _Ref442452514]The Supplier shall take all necessary steps to ensure that such potential staff or persons obtain standard and enhanced disclosures from the Disclosure and Barring Service (or other appropriate body) and shall ensure all such disclosures are kept up to date.  The obtaining of such disclosures shall be at the Supplier’s cost and expense. 
55.8 [bookmark: _Ref326923687]The Supplier shall ensure that no person is employed or otherwise engaged in the provision of the Services without the Authority’s prior written consent if:
55.8.1 [bookmark: _Ref442452515]the person has disclosed any Convictions upon being questioned about their Convictions in accordance with Clause 5.7.1 of this Schedule 2 of these Call-off Terms and Conditions;
55.8.2 [bookmark: _Ref442452516]the person is found to have any Convictions following receipt of standard and/or enhanced disclosures from the Disclosure and Barring Service (or other appropriate body) in accordance with Clause 5.7.2 of this Schedule 2 of these Call-off Terms and Conditions; or
55.8.3 [bookmark: _Ref442452517]the person fails to obtain standard and/or enhanced disclosures from the Disclosure and Barring Service (or other appropriate body) upon request by the Supplier in accordance with Clause 5.7.2 of this Schedule 2 of these Call-off Terms and Conditions.
55.9 [bookmark: _Ref326922809][bookmark: _Ref287960506]In addition to the requirements of Clause 5.7 to Clause 5.9 of this Schedule 2 of these Call-off Terms and Conditions, where the Services are or include regulated activities as defined by the Safeguarding Vulnerable Groups Act 2006 the Supplier:
55.9.1 [bookmark: _Ref442452518]warrants that it shall comply with all requirements placed on it by the Safeguarding Vulnerable Groups Act 2006;
55.9.2 [bookmark: _Ref442452519]warrants that at all times it has and will have no reason to believe that any member of Staff is barred in accordance with the Safeguarding Vulnerable Groups Act 2006; and
55.9.3 [bookmark: _Ref442452520]shall ensure that no person is employed or otherwise engaged in the provision of the Services if that person is barred from carrying out, or whose previous conduct or records indicate that they would not be suitable to carry out, any regulated activities as defined by the Safeguarding Vulnerable Groups Act 2006 or may present a risk to patients, Patients or any other person.
55.10 [bookmark: _Ref286220413]The Supplier shall ensure that the Authority is kept advised at all times of any member of Staff who, subsequent to their commencement of employment as a member of Staff receives a Conviction or whose previous Convictions become known to the Supplier or whose conduct or records indicate that they are not suitable to carry out any regulated activities as defined by the Safeguarding Vulnerable Groups Act 2006 or may present a risk to patients, Patients or any other person.  The Supplier shall only be entitled to continue to engage or employ such  member of Staff with the Authority’s written consent and with such safeguards being put in place as the Authority may reasonably request.  Should the Authority withhold consent the Supplier shall remove such member of Staff from the provision of the Services forthwith. 
55.11 [bookmark: _Ref442452521]The Supplier shall immediately provide to the Authority any information that the Authority reasonably requests to enable the Authority to satisfy itself that the obligations set out in Clause 5.7 to Clause 5.11 of this Schedule 2 of these Call-off Terms and Conditions have been met. 
55.12 [bookmark: _Ref442452522]The Authority may at any time request that the Supplier remove and replace any member of Staff from the provision of the Services, provided always that the Authority will act reasonably in making such a request.  Prior to making any such request the Authority shall raise with the Supplier the Authority’s concerns regarding the member of Staff in question with the aim of seeking a mutually agreeable resolution.  The Authority shall be under no obligation to have such prior discussion should the Authority have concerns regarding patient or Patient safety. 
55.13 [bookmark: _Ref4754462]Unless otherwise confirmed by the Authority in writing, the Supplier shall ensure full compliance (to include with any implementation timelines) with any Guidance issued by the Department of Health and Social Care and/or any requirements and/or Policies issued by the Authority (to include as may be set out as part of any procurement documents leading to the award of this Contract) in relation to the adoption of, and compliance with, any scheme or schemes to verify the credentials of Supplier representatives that visit NHS premises (to include use of the Lifescience Industry Accredited Credentialing Register). Once compliance with any notified implementation timelines has been achieved by the Supplier, the Supplier shall, during the Term, maintain the required level of compliance in accordance with any such Guidance, requirements and Polices.
56 [bookmark: _Ref323649368]Business continuity 
56. [bookmark: _Ref442452523]The Supplier shall use reasonable endeavours to ensure its Business Continuity Plan operates effectively alongside the Authority’s business continuity plan where relevant to the supply of the Goods and the provision of the Services.  The Supplier shall also ensure that its Business Continuity Plan complies on an ongoing basis with any specific business continuity requirements, as may be set out in the Specification and Tender Response Document.
56. [bookmark: _Ref442452524]Throughout the Term, the Supplier will ensure its Business Continuity Plan provides for continuity during a Business Continuity Event.  The Supplier confirms and agrees such Business Continuity Plan details and will continue to detail robust arrangements that are reasonable and proportionate to:
1. [bookmark: _Ref442452525]the criticality of this Contract to the Authority; and
1. [bookmark: _Ref442452526]the size and scope of the Supplier’s business operations, 
regarding continuity of the supply of the Goods and the provision of the Services during and following a Business Continuity Event. 
56.2 [bookmark: _Ref442452527]The Supplier shall test its Business Continuity Plan at reasonable intervals, and in any event no less than once every twelve (12) months or such other period as may be agreed between the Parties taking into account the criticality of this Contract to the Authority and the size and scope of the Supplier’s business operations.  The Supplier shall promptly provide to the Authority, at the Authority’s written request, copies of its Business Continuity Plan, reasonable and proportionate documentary evidence that the Supplier tests its Business Continuity Plan in accordance with the requirements of this Clause 6.3 of this Schedule 2 of these Call-off Terms and Conditions and reasonable and proportionate information regarding the outcome of such tests.  The Supplier shall provide to the Authority a copy of any updated or revised Business Continuity Plan within fourteen (14) Business Days of any material update or revision to the Business Continuity Plan. 
56.3 [bookmark: _Ref442452528]The Authority may suggest reasonable and proportionate amendments to the Supplier regarding the Business Continuity Plan at any time.  Where the Supplier, acting reasonably, deems such suggestions made by the Authority to be relevant and appropriate, the Supplier will incorporate into the Business Continuity Plan all such suggestions made by the Authority in respect of such Business Continuity Plan.  Should the Supplier not incorporate any suggestion made by the Authority into such Business Continuity Plan it will explain the reasons for not doing so to the Authority. 
56.4 Should a Business Continuity Event occur at any time, the Supplier shall implement and comply with its Business Continuity Plan and provide regular written reports to the Authority on such implementation.
56.5 [bookmark: _Ref442452529]During and following a Business Continuity Event, the Supplier shall use reasonable endeavours to continue to supply the Goods and provide the Services in accordance with this Contract. 
57 [bookmark: _Ref323649379]The Authority’s obligations
57. [bookmark: _Ref442452530]Subject to the Supplier supplying the Goods and providing the Services in accordance with this Contract, the Authority will pay the Supplier for the Goods and/or Services in accordance with Clause 9 of this Schedule 2 of these Call-off Terms and Conditions.
57.1 [bookmark: _Ref442452531]The Authority shall, as appropriate, provide copies of or give the Supplier access to such of the Policies that are relevant to the supply of the Goods and the provision of the Services.
57.2 [bookmark: _Ref442452532]The Authority shall comply with the Authority’s Obligations, as may be referred to in the Specification and Tender Response Document.
57.3 [bookmark: _Ref442452533]The Authority shall provide the Supplier with any reasonable and proportionate co-operation necessary to enable the Supplier to comply with its obligations under this Contract. The Supplier shall at all times provide reasonable advance written notification to the Authority of any such cooperation necessary in circumstances where such cooperation will require the Authority to plan for and/or allocate specific resources in order to provide such cooperation.
58 Contract management 
58. [bookmark: _Ref351371988]Each Party shall appoint and retain a Contract Manager who shall be the primary point of contact for the other Party in relation to matters arising from this Contract.  Should the Contract Manager be replaced, the Party replacing the Contract Manager shall promptly inform the other Party in writing of the name and contact details for the new Contract Manager.  Any Contract Manager appointed shall be of sufficient seniority and experience to be able to make decisions on the day to day operation of the Contract.  The Supplier confirms and agrees that it will be expected to work closely and cooperate fully with the Authority’s Contract Manager. 
58.1 [bookmark: _Ref442452534]Each Party shall ensure that its representatives (to include, without limitation, its Contract Manager) shall attend review meetings on a regular basis to review the performance of the Supplier under this Contract and to discuss matters arising generally under this Contract.  Each Party shall ensure that those attending such meetings have the authority to make decisions regarding the day to day operation of the Contract.  Review meetings shall take place at the frequency specified in the Specification and Tender Response Document.  Should the Specification and Tender Response Document not state the frequency, then the first such meeting shall take place on a date to be agreed on or around the end of the first month after the Commencement Date.  Subsequent meetings shall take place at monthly intervals or as may otherwise be agreed in writing between the Parties.
58.2 [bookmark: _Ref442452535]Two weeks prior to each review meeting (or at such time and frequency as may be specified in the Specification and Tender Response Document) the Supplier shall provide a written contract management report to the Authority regarding the supply of the Goods, the provision of the Services and the operation of this Contract. Unless otherwise agreed by the Parties in writing, such contract management report shall contain: 
58.2.1 [bookmark: _Ref442452536]details of the performance of the Supplier when assessed in accordance with the KPIs since the last such performance report; 
58.2.2 [bookmark: _Ref442452537]details of any complaints by the Authority regarding the supply of Goods or provision of Services and any complaints from or on behalf of patients or other Patients, their nature and the way in which the Supplier has responded to such complaints since the last review meeting written report; 
58.2.3 [bookmark: _Ref442452538]the information specified in the Specification and Tender Response Document; 
58.2.4 [bookmark: _Ref442452539]a status report in relation to the implementation of any current Remedial Proposals by either Party; and
58.2.5 [bookmark: _Ref442452540]such other information as reasonably required by the Authority.
58.3 [bookmark: _Ref442452541]Unless specified otherwise in the Specification and Tender Response Document, the Authority shall take minutes of each review meeting and shall circulate draft minutes to the Supplier within a reasonable time following such review meeting.  The Supplier shall inform the Authority in writing of any suggested amendments to the minutes within five (5) Business Days of receipt of the draft minutes.  If the Supplier does not respond to the Authority within such five (5) Business Days the minutes will be deemed to be approved.  Where there are any differences in interpretation of the minutes, the Parties will use their reasonable endeavors to reach agreement.  If agreement cannot be reached the matter shall be referred to, and resolved in accordance with, the Dispute Resolution Procedure.
58.4 The Supplier shall provide such management information and notifications as set out in the Specification and Tender Response Document in accordance with any specified timescales set out in such Specification and Tender Response Document and such further management information and notifications as the Authority may request from time to time within seven (7) Business Days of the date of the request.  The Supplier shall supply the management information to the Authority in such form as may be specified by the Authority and, where requested to do so, the Supplier shall also provide such management information to another Contracting Authority, whose role it is to: (a) analyse such management information in accordance with UK government policy (to include, without limitation, for the purposes of analysing public sector expenditure, planning future procurement activities, and monitoring and or planning healthcare); or (b) to manage the Framework Agreement with the Supplier (“Third Party Body”). The Supplier confirms and agrees that the Authority may itself provide the Third Party Body with management information relating to the Goods and Services purchased, any payments made under this Contract, and any other information relevant to the operation of this Contract.
58.5 [bookmark: _Ref390152250]Upon receipt of management information supplied by the Supplier to the Authority and/or the Third Party Body, or by the Authority to the Third Party Body, the Parties hereby consent to the Third Party Body and the Authority:
58.5.1 [bookmark: _Ref442452542]storing and analysing the management information and producing statistics; and
58.5.2 [bookmark: _Ref442452543]sharing the management information or any statistics produced using the management information with any other Contracting Authority.
58.6 [bookmark: _Ref442452544]If the Third Party Body and/or the Authority shares the management information or any other information provided under Clause 8.6 of this Schedule 2 of these Call-off Terms and Conditions, any Contracting Authority receiving the management information shall, where such management information is subject to obligations of confidence under this Contract and such management information is provided direct by the Authority to such Contracting Authority, be informed of the confidential nature of that information by the Authority and shall be requested by the Authority not to disclose it to any body that is not a Contracting Authority (unless required to do so by Law). 
58.7 [bookmark: _Ref442452545]The Authority may make changes to the type of management information which the Supplier is required to supply and shall give the Supplier at least one (1) month’s written notice of any changes.
59 Price and payment
59.1 [bookmark: _Ref4754463][bookmark: _Ref442452546]The Contract Price shall be calculated in accordance with the provisions of the Framework Agreement, as confirmed in the Order Form. 
59.2 [bookmark: _Ref442452547]Unless otherwise stated in the Framework Agreement and/or Order Form, the Contract Price:
59.2.1 [bookmark: _Ref442452548]shall remain fixed during the Term; and 
59.2.2 [bookmark: _Ref442452549]in respect of the Goods, is the entire price payable by the Authority to the Supplier in respect of the provision of the Goods and includes, without limitation:
(i) [bookmark: _Ref442453190][bookmark: _Ref442452550]packaging, packing materials, addressing, labelling, loading, delivery to and unloading at the delivery location, the costs of any import or export licences, all appropriate taxes (excluding VAT), duties and tariffs, any expenses arising from import and export administration, any installation costs and associated works, the costs of all associated documentation and information supplied or made accessible to the Authority in any media, and any training in relation to the use, storage, handling or operation of the Goods;
(ii) [bookmark: _Ref442452551]any royalties, licence fees or similar expenses in respect of the making, use or exercise by the Supplier of any Intellectual Property Rights for the purposes of performing this Contract, and any licence rights granted to the Authority in accordance with Clause 11 of this Schedule 2 of these Call-off Terms and Conditions; and 
(iii) [bookmark: _Ref442452552]costs and expenses in relation to supplies and materials used by the Supplier or any third party in the manufacture of the Goods, and any other costs incurred by the Supplier in association with the manufacture, supply or administration of the Goods; and
59.2.3 [bookmark: _Ref442452553]in respect of the Services:
(i) [bookmark: _Ref442452554]shall be payable from the Actual Services Commencement Date; and
(ii) [bookmark: _Ref442452555]is the entire price payable by the Authority to the Supplier in respect of the Services and includes, without limitation, any delivery and administration of the Goods, any royalties, licence fees, supplies and all consumables used by the Supplier, travel costs, accommodation expenses and the cost of Staff and all appropriate taxes (excluding VAT), duties and tariffs and any expenses arising from import and export administration.
59.3 [bookmark: _Ref351042225][bookmark: _Ref442452556][bookmark: _Ref323550735]The invoice requirements and payment profile shall be as set out in the Specification and Tender Response Document and/or Order Form.  Each invoice shall contain such information and be addressed to such individual as the Authority may inform the Supplier from time to time. 
59.4 [bookmark: _Ref442452557]The Contract Price is exclusive of VAT, which, if properly chargeable, the Authority shall pay at the prevailing rate subject to receipt from the Supplier of a valid and accurate VAT invoice. Such VAT invoices shall show the VAT calculations as a separate line item. 
59.5 [bookmark: _Ref442452558]Where the Contract Price is or may become subject to any pricing requirements of any voluntary and/or statutory pricing regulation schemes, the Parties shall comply with such pricing requirements as required by Law from time to time and specifically as required by the statutory pricing regulation scheme (and any future regulation) or to the extent applicable to the Supplier from time to time as an industry member of a voluntary scheme, including any reductions in price by reason of the application of such schemes.  
59.6 [bookmark: _Ref442452559]The standard procedures relating to the submission, verification, agreement and correction of invoices (and the associated timescales) is set out at Schedule 7 (Homecare Medicines Services: Invoice Process) of the Specification and Tender Response Document. 
59.7 [bookmark: _Ref442452560][bookmark: _Ref496534574][bookmark: _Ref4754464][bookmark: _Ref496534826]All invoicing queries and Disputes shall be dealt with in accordance with the relevant process for dealing with such queries as set out at Schedule 7 (Homecare Medicines Services: Invoice Process) of the Specification and Tender Response Document. For the avoidance of doubt, the Authority shall not be in breach of any of its payment obligations under this Contract in relation to any queried or disputed invoice sums unless the process for dealing with such queries and Disputes as set out at  Schedule 7 (Homecare Medicines Services: Invoice Process) of the Specification and Tender Response Document has been followed and it has been resolved / determined that the queried or disputed invoice amount is properly due to the Supplier and the Authority has then failed to pay such sum within a reasonable period following such resolution / determination.  
59.8 [bookmark: _Ref4754465][bookmark: _Ref289955369]The Supplier shall pay to the Authority any service credits and/or other deductions relating to a reduction in the Contract Price and/or any other sums payable to the Authority that may become due in accordance with the provisions of this Contract.  For the avoidance of doubt, the Authority may invoice the Supplier for such deductions or sums at any time in the event that they have not, where relevant, automatically been credited to the Authority in accordance with the provisions of the Contract. Such invoice shall be paid by the Supplier within thirty (30) days of the date of such invoice.
59.9 [bookmark: _Ref442776867]The Authority reserves the right to set-off:
59.9.1 [bookmark: _Ref442776868]any monies due to the Supplier from the Authority as against any monies due to the Authority from the Supplier under this Contract; and
59.9.2 [bookmark: _Ref442776869]any monies due to the Authority from the Supplier as against any monies due to the Supplier from the Authority under this Contract. 
59.10 [bookmark: _Ref4754466]Where the Authority is entitled to receive any sums (including without limitation any costs, charges or expenses) from the Supplier under this Contract, the Authority may invoice the Supplier for such sums. Such invoices shall be paid by the Supplier within thirty (30) days of the date of such invoice.
59.11 [bookmark: _Ref4754467]If a Party fails to pay any undisputed sum properly due to the other Party under this Contract, the Party due such sum shall have the right to charge interest on the overdue amount at the applicable rate under the Late Payment of Commercial Debts (Interest) Act 1998, accruing on a daily basis from the due date up to the date of actual payment, whether before or after judgment.
60 [bookmark: _Ref442452562]Warranties
60. The Supplier warrants and undertakes that:
60.0.1 [bookmark: _Ref442452563]it shall comply with the Framework Agreement and the Goods shall be suitable for the purposes and/or treatments as referred to in the Specification and Tender Response Document, be of satisfactory quality, fit for their intended purpose and shall comply with the standards and requirements set out in this Contract; 
60.0.2 [bookmark: _Ref442452564]unless otherwise confirmed by the Authority in writing (to include, without limitation, as part of the Specification and Tender Response Document), it will ensure that the Goods and any products purchased by the Supplier partially or wholly for the purpose of providing the Services comply with requirements five (5) to eight (8), as set out in Annex 1 of the Cabinet Office Procurement Policy Note – Implementing Article 6 of the Energy Efficiency Directive (Action Note 07/14 3rd June 2014), to the extent such requirements apply to the relevant Goods;
60.0.3 [bookmark: _Ref350938757]it shall ensure that prior to actual delivery to the Authority the Goods are manufactured, stored and/or distributed using reasonable skill and care and in accordance with Good Industry Practice; 
60.0.4 [bookmark: _Ref442453205][bookmark: _Ref442452565]without prejudice to the generality of the warranty at 10.1.3 of this Schedule 2 of these Call-off Terms and Conditions, it shall ensure that, the Goods are manufactured, stored and/or distributed in accordance with good manufacturing practice and/or good warehousing practice and/or good distribution practice, as may be defined under any Law, Guidance and Good Industry Practice relevant to the Goods, and in accordance with any specific instructions of the manufacturer of the Goods;
60.0.5 [bookmark: _Ref442452566]it shall ensure that all facilities used in the manufacture, storage and distribution of the Goods are kept in a state and condition necessary to enable the Supplier to comply with its obligations in accordance with this Contract;
60.0.6 [bookmark: _Ref442452567]it has, or the manufacturer of the Goods has, manufacturing and warehousing capacity sufficient to comply with its obligations under this Contract;
60.0.7 [bookmark: _Ref442452568]it will ensure sufficient stock levels to comply with its obligations under this Contract;
60.0.8 [bookmark: _Ref442452569]it shall ensure that the transport and delivery of the Goods mean that they are delivered in good and useable condition;
60.0.9 [bookmark: _Ref442452570]where the Goods are required to be stored at a certain temperature, it shall provide, or shall procure the provision of, complete and accurate temperature records for each delivery of the Goods during the period of transport and/or storage of the Goods from the point of manufacture to the point of delivery to the Authority;
60.0.10 [bookmark: _Ref442452571]where there is any instruction information, including without limitation patient information leaflets, that accompany the Goods, it shall provide a sufficient number of copies to the Authority and provide updated copies should the instruction information change at any time during the Term;
60.0.11 [bookmark: _Ref442452572]all Goods delivered to the Authority shall comply with any shelf life requirements set out in the Specification and Tender Response Document;
60.0.12 [bookmark: _Ref442452573]it shall not make any significant changes to the Goods without the prior written consent of the Authority, such consent not to be unreasonably withheld or delayed;
60.0.13 [bookmark: _Ref442452574]any equipment it uses in the manufacture, delivery, or administration of the Goods shall comply with all relevant Law and Guidance, be fit for its intended purpose and maintained fully in accordance with the manufacturer’s specification;
60.0.14 [bookmark: _Ref442452575]it has and shall as relevant maintain all rights, consents, authorisations, licences and accreditations required to supply the Goods;
60.0.15 [bookmark: _Ref442452576]it has, and shall ensure its Staff shall have, and shall maintain throughout the Term, all appropriate licences and registrations with the relevant bodies to fulfil its obligations under this Contract;
60.0.16 [bookmark: _Ref442452577]it has all rights, consents, authorisations, licences and accreditations required to provide the Services and shall maintain such consents, authorisations, licences and accreditations throughout the Term;
60.0.17 [bookmark: _Ref442452578]it has and shall maintain a properly documented system of quality controls and processes covering all aspects of its obligations under this Contract (to include, without limitation, any such quality controls, processes or policies as may be set out in the Specification and Tender Response Document) and/or under Law and/or Guidance and shall at all times comply with, and shall procure that its Staff comply with, such quality controls, processes and policies; 
60.0.18 [bookmark: _Ref442452579]it shall not make any significant changes to its system of quality controls and processes in relation to the Goods and/or Services without notifying the Authority in writing at least twenty one (21) days in advance of such change (such notice to include the details of the consequences which follow such change being implemented);
60.0.19 [bookmark: _Ref442452580]where any act of the Supplier requires the notification to and/or approval by any regulatory or other competent body in accordance with any Law and Guidance, the Supplier shall comply fully with such notification and/or approval requirements;
60.0.20 [bookmark: _Ref326770790][bookmark: _Ref442452581]receipt of the Goods and/or Services by or on behalf of the Authority and use of the Goods and/or deliverables or of any other item or information supplied or made available to the Authority will not infringe any third party rights, to include without limitation any Intellectual Property Rights;
60.0.21 [bookmark: _Ref326770806]it will comply with all Law, Guidance, Policies and the Supplier Code of Conduct in so far as is relevant to the supply of the Goods and/or the provision of the Services; 
60.0.22 [bookmark: _Ref442452582]it will provide the Services using reasonable skill and care and in accordance with Good Industry Practice and shall fulfil all requirements of this Contract using appropriately skilled, trained and experienced staff; 
60.0.23 [bookmark: _Ref442452583]unless otherwise set out in the Specification and Tender Response Document and/or as otherwise agreed in writing by the Parties, it has and/or shall procure all resources, equipment, consumables and other items and facilities required to provide the Services;
60.0.24 [bookmark: _Ref442452584]without limitation to the generality of Clause 10.1.21 of this Schedule 2 of these Call-off Terms and Conditions, it shall comply with all health and safety processes, requirements safeguards, controls, and training obligations in accordance with its own operational procedures, Law, Guidance, Policies, Good Industry Practice, the requirements of the Specification and Tender Response Document and any notices or instructions given to the Supplier by the Authority and/or any competent body, as relevant to the supply of the Goods, the provision of the Services and the Supplier’s access to the Premises and Locations in accordance with this Contract; 
60.0.25 [bookmark: _Ref442452585]without prejudice to any specific notification requirements set out in this Contract, it will promptly notify the Authority of any health and safety hazard which has arisen, or the Supplier is aware may arise, in connection with the Goods and/or the performance of the Services and take such steps as are reasonably necessary to ensure the health and safety of persons likely to be affected by such hazards;
60.0.26 [bookmark: _Ref442452586]any equipment it uses in the provision of the Services shall comply with all relevant Law and Guidance, be fit for its intended purpose and maintained fully in accordance with the manufacturer’s specification and shall remain the Supplier's risk and responsibility at all times;
60.0.27 [bookmark: _Ref442452587][bookmark: _Ref442452588]it shall use Good Industry Practice to ensure that any information and communications technology systems and/or related hardware and/or software it uses are free from corrupt data, viruses, worms and any other computer programs or code which might cause harm or disruption to the Authority's information and communications technology systems;
60.0.28 it shall comply with its Net Zero and Social Value Commitments; and  
60.0.29 it shall provide to the Authority any information that the Authority may request as evidence of the Supplier’s compliance with Clause 10.1.28 of this Schedule 2 of these Call-off Terms and Conditions;
60.0.30 will fully and promptly respond to all requests for information and/or requests for answers to questions regarding this Contract, the Goods, the provision of the Services, any complaints and any Disputes at the frequency, in the timeframes and in the format as requested by the Authority from time to time (acting reasonably); 
60.0.31 [bookmark: _Ref442452589][bookmark: _Ref4754469]all information included within the Supplier’s responses to any documents issued by the Authority as part of the procurement relating to the award of this Contract (to include, without limitation, as referred to in the Specification and Tender Response Document and/or Order Form) and all accompanying materials is accurate;
60.0.32 [bookmark: _Ref442452590]it has the right and authority to enter into this Contract and that it has the capability and capacity to fulfil its obligations under this Contract;
60.0.33 [bookmark: _Ref442452591]it is a properly constituted entity and it is fully empowered by the terms of its constitutional documents to enter into and to carry out its obligations under this Contract and the documents referred to in this Contract;
60.0.34 [bookmark: _Ref442452592]all necessary actions to authorise the execution of and performance of its obligations under this Contract have been taken before such execution;
60.0.35 [bookmark: _Ref442452593]there are no pending or threatened actions or proceedings before any court or administrative agency which would materially adversely affect the financial condition, business or operations of the Supplier;
60.0.36 [bookmark: _Ref442452594]there are no material agreements existing to which the Supplier is a party which prevent the Supplier from entering into or complying with this Contract; 
60.0.37 [bookmark: _Ref442452595]it has and will continue to have the capacity, funding and cash flow to meet all its obligations under this Contract; and
60.0.38 [bookmark: _Ref442452596]it has satisfied itself as to the nature and extent of the risks assumed by it under this Contract and has gathered all information necessary to perform its obligations under this Contract and all other obligations assumed by it.
60.1 [bookmark: _Ref442452597][bookmark: _Ref322942527][bookmark: _Ref3886277]Where any Relevant Activities relate to medical devices (as defined under any relevant Law and Guidance), medicinal products (as defined under any relevant Law and Guidance), products and services ancillary to medical devices and/or medicinal products or other Goods and/or Services that are subject to any requirements under Law and/or Guidance, the Supplier warrants and undertakes that it will comply with, and/or shall procure that any relevant third parties forming part of its supply chain shall comply with, such applicable Law and Guidance relating to such Relevant Activities in relation to such medical devices, medicinal products, products and services ancillary to medical devices and/or medicinal products and/or other Goods and/or Services that are subject to any requirements under Law and/or Guidance. In particular, but without limitation, the Supplier warrants that: 
60.1.1 [bookmark: _Ref443484430][bookmark: _Ref442452598]at the point any Goods are supplied to the Authority and/or any Patient and/or are used by the Supplier in connection with the provision of the Services, all such Goods shall, to the extent required by Law and Guidance in relation to the particular Goods, comply with all relevant authorisation, license, marking, labelling, registration, approval and documentation requirements as required under Law and Guidance relating to any Relevant Activities; 
60.1.2 [bookmark: _Ref4754470][bookmark: _Ref442452599]without limitation to Clause 10.2.1 of this Schedule 2 of these Call-off Terms and Conditions, at the point any Goods are supplied to the Authority and/or any Patient, all such Goods shall, to the extent required by Law and Guidance in relation to the particular Goods, have valid CE marking or UKCA marking; 
60.1.3 [bookmark: _Ref4754471]without limitation to Clause 10.2.1 of this Schedule 2 of these Call-off Terms and Conditions, at the point any Goods are supplied to the Authority and/or any Patient, all such Goods shall, to the extent required by Law and Guidance in relation to the particular Goods, have a valid marketing authorisation covering the supply of the Goods to the Authority and/or Patients; 
60.1.4 [bookmark: _Ref4754472]at the point any Services are provided to the Authority and/or any Patient, all such Services shall, to the extent required by Law and Guidance, comply with any relevant authorisation, license, registration, approval and documentation requirements as required under Law and Guidance; 
60.1.5 [bookmark: _Ref442452600][bookmark: _Ref4754473]it shall maintain, and no later than any due date when it would otherwise expire, obtain a renewal of, any authorisation, license, registration or approval (including without limitation CE marking or UKCA marking and/or marketing authorisation) required in relation to the Goods and/or Services in accordance with Law and Guidance; and
60.1.6 [bookmark: _Ref4754474]it shall, without limitation to the foregoing provisions of this Clause 10.2 of this Schedule 2 of these Call-off Terms and Conditions, upon written request from the Authority, make available to the Authority evidence of the grant of such required valid CE markings or UKCA marking, valid marketing authorisations, valid licenses and evidence of any other markings, authorisations, registrations, labelling, approvals or documentation as required by Law and Guidance. 
60.2 [bookmark: _Ref4754475][bookmark: _Ref390194320]Without prejudice to any other right or remedy of the Authority, if the Supplier is in breach of Clause 10.2 of this Schedule 2 of these Call-off Terms and Conditions, then: 
60.2.1 [bookmark: _Ref443482160]the Authority may upon written notice suspend the supply of Goods and/or provision of the Services until such breach is remedied by the Supplier; 
60.2.2 [bookmark: _Ref4754476]the Supplier shall, subject to Clause 13.2 of this Schedule 2 of these Call-off Terms and Conditions, indemnify and keep the Authority indemnified against, any loss, damages, costs (including, without limitation, any extra costs incurred by the Authority purchasing replacement or alternative goods and/or services during any period of a suspension of the supply of the Goods and/or provision of the Services pursuant to Clause 10.3.1 of this Schedule 2 of these Call-off Terms and Conditions), expenses (including without limitation legal costs and expenses), claims or proceedings suffered or incurred by the Authority as a result of such breach of Clause 10.2 of this Schedule 2 of these Call-off Terms and Conditions and/or as a result of such suspension of the supply of Goods and/or provision of Services in accordance with Clause 10.3.1 of this Schedule 2 of these Call-off Terms and Conditions; and
60.2.3 [bookmark: _Ref4754477]within seven (7) days of a written request from the Authority, the Supplier shall, at the option and at the sole discretion of the Authority, provide a full refund, credit note or cancellation note to the Authority relating to the element of the Contract Price that relates to any Goods and/or Services breaching the requirements of Clause 10.2 of this Schedule 2 of these Call-off Terms and Conditions and/or which have been suspended by the Authority in accordance with Clause 10.3.1 of this Schedule 2 of these Call-off Terms and Conditions. 
60.3 [bookmark: _Ref442452601]The Supplier agrees to use reasonable endeavours to assign to the Authority upon request the benefit of any warranty, guarantee or similar right which it has against any third party manufacturer or supplier of the Goods in full or part. 
60. [bookmark: _Ref351028636]The Supplier warrants that all information, data and other records and documents required by the Authority as set out in the Specification and Tender Response Document shall be submitted to the Authority in the format and in accordance with any timescales set out in the Specification and Tender Response Document. 
60. [bookmark: _Ref442452602]Without prejudice to the generality of Clause 10.5 of this Schedule 2 of these Call-off Terms and Conditions, the Supplier acknowledges that a failure by the Supplier to submit accurate invoices and other information on time to the Authority may result in the commissioner of health services, or other entity responsible for reimbursing costs to the Authority, delaying or failing to make relevant payments to the Authority. Accordingly, the Supplier warrants that it shall submit accurate invoices and other information on time to the Authority. 
60.6 [bookmark: _Ref442452603]The Supplier warrants and undertakes to the Authority that it shall comply with any eProcurement Guidance as it may apply to the Supplier and shall carry out all reasonable acts required of the Supplier to enable the Authority to comply with such eProcurement Guidance. 
60. [bookmark: _Ref391381585]The Supplier warrants and undertakes to the Authority that, as at the Commencement Date, it has notified the Authority in writing of any Occasions of Tax Non-Compliance or any litigation that it is involved in that is in connection with any Occasions of Tax Non Compliance. If, at any point during the Term, an Occasion of Tax Non-Compliance occurs, the Supplier shall: 
7. [bookmark: _Ref442452604]notify the Authority in writing of such fact within five (5) Business Days of its occurrence; and 
7. [bookmark: _Ref442452605]promptly provide to the Authority: 
1. [bookmark: _Ref442452606]details of the steps which the Supplier is taking to address the Occasion of Tax Non-Compliance and to prevent the same from recurring, together with any mitigating factors that it considers relevant; and 
1. [bookmark: _Ref442452607]such other information in relation to the Occasion of Tax Non-Compliance as the Authority may reasonably require.
60. [bookmark: _Ref442452608]The Supplier further warrants and undertakes to the Authority that it will inform the Authority in writing immediately upon becoming aware that any of the warranties set out in Clause 10 of this Schedule 2 of these Call-off Terms and Conditions have been breached or there is a risk that any warranties may be breached. 
60. [bookmark: _Ref442452609]Any warranties provided under this Contract are both independent and cumulative and may be enforced independently or collectively at the sole discretion of the enforcing Party. 
61 [bookmark: _Ref323649421]Intellectual property
61. [bookmark: _Ref459889830][bookmark: _Ref442452610]Unless specified otherwise in the Specification and Tender Response Document or elsewhere in this Contract, the Supplier hereby grants to the Authority, for the life of the use of Goods by the Authority, an irrevocable, royalty-free, non-exclusive licence (with the right to sub-license to any supplier or other third party contracted by, engaged by and/or collaborating with the Authority) of any Intellectual Property Rights required for the purposes of receiving and using, and to the extent necessary to receive and use, the Goods (to include any associated technical or other documentation and information supplied or made accessible to the Authority in any media) in accordance with this Contract.
61. [bookmark: _Ref318698334][bookmark: _Ref318706818]The Supplier warrants and undertakes to the Authority that either it owns or is entitled to use and will continue to own or be entitled to use all Intellectual Property Rights used in the development and provision of the Services and/or necessary to give effect to the Services and/or to use any deliverables, matter or any other output supplied to the Authority as part of the Services. 
61. [bookmark: _Ref442453250]Unless specified otherwise in the Specification and Tender Response Document or elsewhere in this Contract, the Supplier hereby grants to the Authority, for the life of the use by the Authority of any deliverables, material or any other output supplied to the Authority in any format as part of the Services, an irrevocable, royalty-free, non-exclusive licence (with the right to sub-license to any supplier or other third party contracted by, engaged by and/or collaborating with the Authority) to use, modify, adapt or enhance such items in the course of the Authority’s normal business operations. For the avoidance of doubt, unless specified otherwise in any Key Provisions and/or the Specification and Tender Response Document and/or elsewhere in this Contract, the Authority shall have no rights to commercially exploit (e.g. by selling to third parties) any deliverables, matter or any other output supplied to the Authority in any format as part of the Services.
62 Indemnity
62. [bookmark: _Ref442452611]The Supplier shall be liable to the Authority for, and shall indemnify and keep the Authority indemnified against, any loss, damages, costs, expenses (including without limitation legal costs and expenses), claims or proceedings in respect of:
62.0.1 [bookmark: _Ref327971982][bookmark: _Ref351071307]any injury or allegation of injury to any person, including injury resulting in death; 
62.0.2 [bookmark: _Ref327971999][bookmark: _Ref351071803]any loss of or damage to property (whether real or personal); 
62.0.3 [bookmark: _Ref327972015][bookmark: _Ref348696333][bookmark: _Ref351071350]any breach of Clause 10.1.20 and/or Clause 11 of this Schedule 2 of these Call-off Terms and Conditions; and/or
62.0.4 [bookmark: _Ref351071856]any failure by the Supplier to commence the delivery of the Services by the Services Commencement Date;
that arise or result from the Supplier’s negligent acts or omissions or breach of contract in connection with the performance of this Contract including the supply of Goods and provision of the Services, except to the extent that such loss, damages, costs, expenses (including without limitation legal costs and expenses), claims or proceedings have been caused by any act or omission by, or on behalf of, or in accordance with the instructions of, the Authority.
62. [bookmark: _Ref358026196]Liability under Clauses 12.1.1, 12.1.3 and 17.13 of this Schedule 2 of these Call-off Terms and Conditions and Clause 2.6 of Schedule 3 of these Call-off Terms and Conditions shall be unlimited. Liability under Clauses 3.2.3, 10.3, 12.1.2 and 12.1.4 of this Schedule 2 of these Call-off Terms and Conditions shall be subject to the limitation of liability set out in Clause 13 of this Schedule 2 of these Call-off Terms and Conditions. 
62. [bookmark: _Ref442452612]In relation to all third party claims against the Authority, which are the subject of any indemnity given by the Supplier under this Contract, the Authority shall use its reasonable endeavours, upon a written request from the Supplier, to transfer the conduct of such claims to the Supplier unless restricted from doing so. Such restrictions may include, without limitation, any restrictions: 
62.2.1 [bookmark: _Ref442452613]relating to any legal, regulatory, governance, information governance, or confidentiality obligations on the Authority; and/or 
62.2.2 [bookmark: _Ref442452614]relating to the Authority’s membership of any indemnity and/or risk pooling arrangements.
Such transfer shall be subject to the Parties agreeing appropriate terms for such conduct of the third party claim by the Supplier (to include, without limitation, the right of the Authority to be informed and consulted on the ongoing conduct of the claim following such transfer and any reasonable cooperation required by the Supplier from the Authority). 
63 Limitation of liability
63. Nothing in this Contract shall exclude or restrict the liability of either Party:
63.0.1 [bookmark: _Ref442452615]for death or personal injury resulting from its negligence;
63.0.2 [bookmark: _Ref442452616]for fraud or fraudulent misrepresentation; or
63.0.3 [bookmark: _Ref442452617]in any other circumstances where liability may not be limited or excluded under any applicable law.
63. Subject to Clauses 12.2, 13.1, 13.3 and 13.5 of this Schedule 2 of these Call-off Terms and Conditions, the total liability of each Party to the other under or in connection with this Contract whether arising in contract, tort, negligence, breach of statutory duty or otherwise shall be limited in aggregate to the greater of: (a) five million GBP (£5,000,000); or (b) one hundred and twenty five percent (125%) of the total Contract Price paid or payable by the Authority to the Supplier for the Goods and Services.  
63. [bookmark: _Ref358038003]There shall be no right to claim losses, damages and/or other costs and expenses under or in connection with this Contract whether arising in contract (to include, without limitation, under any relevant indemnity), tort, negligence, breach of statutory duty or otherwise to the extent that any losses, damages and/or other costs and expenses claimed are in respect of loss of production, loss of business opportunity or are in respect of indirect loss of any nature suffered or alleged.  For the avoidance of doubt, without limitation, the Parties agree that for the purposes of this Contract the following costs, expenses and/or loss of income shall be direct recoverable losses (to include under any relevant indemnity) provided such costs, expenses and/or loss of income are properly evidenced by the claiming Party:
63.2.1 [bookmark: _Ref442452618]extra costs incurred purchasing replacement or alternative goods and/or services; 
63.2.2 [bookmark: _Ref442452619]costs incurred in relation to any product recall;
63.2.3 [bookmark: _Ref442452620]costs associated with advising, screening, testing, treating, retreating or otherwise providing healthcare to patients; 
63.2.4 [bookmark: _Ref442452621]the costs of extra management time; and/or
63.2.5 [bookmark: _Ref442452622]loss of income due to an inability to provide health care services, 
in each case to the extent to which such costs, expenses and/or loss of income arise or result from the other Party’s breach of contract, negligent act or omission, breach of statutory duty, and/or other liability under or in connection with this Contract.
63.3 [bookmark: _Ref442452623]Each Party shall at all times take all reasonable steps to minimise and mitigate any loss for which that Party is entitled to bring a claim against the other pursuant to this Contract.
63.4 [bookmark: _Ref442452624]If the total Contract Price paid or payable by the Authority to the Supplier over the Term:
63.4.1 [bookmark: _Ref357757341]is less than or equal to one million pounds (£1,000,000), then the figure of five million pounds (£5,000,000) at Clause 13.2 of this Schedule 2 of these Call-off Terms and Conditions shall be replaced with one million pounds (£1,000,000);
63.4.2 [bookmark: _Ref442452625]is less than or equal to three million pounds (£3,000,000) but greater than one million pounds (£1,000,000), then the figure of five million pounds (£5,000,000) at Clause 13.2 of this Schedule 2 of these Call-off Terms and Conditions shall be replaced with three million pounds (£3,000,000);
63.4.3 [bookmark: _Ref442452626]is equal to, exceeds or will exceed ten million pounds (£10,000,000), but is less than fifty million pounds (£50,000,000), then the figure of five million pounds (£5,000,000) at Clause 13.2 of this Schedule 2 of these Call-off Terms and Conditions shall be replaced with ten million pounds (£10,000,000) and the figure of one hundred and twenty five percent (125%) at Clause 13.2 of this Schedule 2 of these Call-off Terms and Conditions shall be deemed to have been deleted and replaced with one hundred and fifteen percent (115%); and 
63.4.4 [bookmark: _Ref442452627]is equal to, exceeds or will exceed fifty million pounds (£50,000,000), then the figure of five million pounds (£5,000,000) at Clause 13.2 of this Schedule 2 of these Call-off Terms and Conditions shall be replaced with fifty million pounds (£50,000,000) and the figure of one hundred and twenty five percent (125%) at Clause 13.2 of this Schedule 2 of these Call-off Terms and Conditions shall be deemed to have been deleted and replaced with one hundred and five percent (105%).
63.5 [bookmark: _Ref442452628]Clause 13 of this Schedule 2 of these Call-off Terms and Conditions shall survive the expiry of or earlier termination of this Contract for any reason.
64 Insurance 
64. [bookmark: _Ref442452629]Subject to Clauses 14.2 and 14.3 of this Schedule 2 of these Call-off Terms and Conditions and unless otherwise confirmed in writing by the Authority, as a minimum level of protection, the Supplier shall put in place and/or maintain in force at its own cost with a reputable commercial insurer, insurance arrangements in respect of employer’s liability, public liability, product liability, professional indemnity and clinical negligence in accordance with Good Industry Practice with the minimum cover per claim of the greater of five million pounds (£5,000,000) or any sum as required by Law unless otherwise agreed with the Authority in writing. These requirements shall not apply to the extent that the Supplier is a member and maintains membership of each of the indemnity schemes run by the NHS Litigation Authority.
64. Without limitation to any insurance arrangements as required by Law, the Supplier shall put in place and/or maintain the different types and/or levels of indemnity arrangements specified in the Framework Agreement, if any. 
64. [bookmark: _Ref442452630]Provided that the Supplier maintains all indemnity arrangements required by Law, the Supplier may self insure in order to meet other relevant requirements referred to at Clauses 14.1 and 14.2 of this Schedule 2 of these Call-off Terms and Conditions on condition that such self insurance arrangements offer the appropriate levels of protection and are approved by the Authority in writing prior to the Commencement Date. 
64. [bookmark: _Ref442452631]The amount of any indemnity cover and/or self insurance arrangements shall not relieve the Supplier of any liabilities under this Contract. It shall be the responsibility of the Supplier to determine the amount of indemnity and/or self insurance cover that will be adequate to enable it to satisfy its potential liabilities under this Contract. Accordingly, the Supplier shall be liable to make good any deficiency if the proceeds of any indemnity cover and/or self insurance arrangement is insufficient to cover the settlement of any claim.
64. [bookmark: _Ref442452632]The Supplier warrants that it shall not take any action or fail to take any reasonable action or (in so far as it is reasonable and within its power) permit or allow others to take or fail to take any action, as a result of which its insurance cover may be rendered void, voidable, unenforceable, or be suspended or impaired in whole or in part, or which may otherwise render any sum paid out under such insurances repayable in whole or in part.
64.5 [bookmark: _Ref442452633]The Supplier shall from time to time and in any event within five (5) Business Days of written demand provide documentary evidence to the Authority that insurance arrangements taken out by the Supplier pursuant to Clause 14 of this Schedule 2 of these Call-off Terms and Conditions and the Key Provisions are fully maintained and that any premiums on them and/or contributions in respect of them (if any) are fully paid.
64.6 [bookmark: _Ref442452634]Upon the expiry or earlier termination of this Contract, the Supplier shall ensure that any ongoing liability it has or may have arising out of this Contract shall continue to be the subject of appropriate indemnity arrangements for the period of twenty one (21) years from termination or expiry of this Contract or until such earlier date as that liability may reasonably be considered to have ceased to exist.
65 [bookmark: _Ref323649500]Term and termination
65. [bookmark: _Ref442452635]This Contract shall commence on the Commencement Date and, unless terminated 
earlier in accordance with the terms of this Contract or the general law, shall continue until the end of the Term.  
65.1 [bookmark: _Ref4754478][bookmark: _Ref351021433]The Authority: 
65.1.1 [bookmark: _Ref4754479]subject to Clause 15.2.2 of this Schedule 2 of these Call-off Terms and Conditions, shall be entitled to extend the Term on one or more occasions by giving the Supplier written notice no less than three (3) months prior to the date on which this Contract would otherwise have expired, provided that the duration of this Contract shall be no longer than the total term referred to in the Key Provisions; or
65.1.2 [bookmark: _Ref500839755]where the Term or any extension of the Term expires at a date the same as or after expiry of the Framework Agreement (including any extensions of the Framework Agreement in accordance with its terms), shall only be entitled to extend the Term with the prior written agreement of the Supplier, such agreement not to be unreasonably withheld or delayed.
65.2 In the case of a breach of any of the terms of this Contract by either Party that is capable of remedy (including, without limitation any breach of any KPI and, subject to Clause 9.7 of this Schedule 2 of these Call-off Terms and Conditions, any breach of any payment obligations under this Contract), the non-breaching Party may, without prejudice to its other rights and remedies under this Contract, issue a Breach Notice and shall allow the Party in breach the opportunity to remedy such breach in the first instance via a remedial proposal put forward by the Party in breach (“Remedial Proposal”) before exercising any right to terminate this Contract in accordance with Clause 15.4.1(ii) of this Schedule 2 of these Call-off Terms and Conditions. Such Remedial Proposal must be agreed with the non-breaching Party (such agreement not to be unreasonably withheld or delayed) and must be implemented by the Party in breach in accordance with the timescales referred to in the agreed Remedial Proposal. Once agreed, any changes to a Remedial Proposal must be approved by the Parties in writing. Any failure by the Party in breach to:
65.2.1 [bookmark: _Ref442452636]put forward and agree a Remedial Proposal with the non-breaching Party in relation to the relevant default or breach within a period of ten (10) Business Days (or such other period as the non-breaching Party may agree in writing) from written notification of the relevant default or breach from the non-breaching Party; 
65.2.2 [bookmark: _Ref442452637]comply with such Remedial Proposal (including, without limitation, as to its timescales for implementation, which shall be thirty (30) days unless otherwise agreed between the Parties); and/or
65.2.3 [bookmark: _Ref442452638]remedy the default or breach notwithstanding the implementation of such Remedial Proposal in accordance with the agreed timescales for implementation, 
shall be deemed, for the purposes of Clause 15.4.1(ii) of this Schedule 2 of these Call-off Terms and Conditions, a material breach of this Contract by the Party in breach not remedied in accordance with an agreed Remedial Proposal.  
65.3 [bookmark: _Ref442452639]Either Party may terminate this Contract by issuing a Termination Notice to the other Party if such other Party: 
65.3.1 commits a material breach of any of the terms of this Contract which is: 
(i) not capable of remedy; or 
(ii) [bookmark: _Ref442452640]in the case of a breach capable of remedy, which is not remedied in accordance with a Remedial Proposal; or
65.3.2 [bookmark: _Ref4754480]commits a material breach of this Contract in circumstances where it is served with a valid Breach Notice having already been served with at least two (2) previous valid Breach Notices within the last twelve (12) calendar month rolling period as a result of any previous material breaches of this Contract which are capable of remedy (whether or not the Party in breach has remedied the breach in accordance with a Remedial Proposal).  The twelve (12) month rolling period is the twelve (12) months immediately preceding the date of the third Breach Notice.
65.4 [bookmark: _Ref442452642]The Authority may terminate this Contract by issuing a Termination Notice to the Supplier:
65.4.1 [bookmark: _Ref4754481]if a Critical Service Failure occurs; 
65.4.2 [bookmark: _Ref4754482]if the Supplier, or any third party guaranteeing the obligations of the Supplier under this Contract, ceases or threatens to cease carrying on its business; suspends making payments on any of its debts or announces an intention to do so; is, or is deemed for the purposes of any Law to be, unable to pay its debts as they fall due or insolvent; enters into or proposes any composition, assignment or arrangement with its creditors generally; takes any step or suffers any step to be taken in relation to its winding-up, dissolution, administration (whether out of court or otherwise) or reorganisation (by way of voluntary arrangement, scheme of arrangement or otherwise) otherwise than as part of, and exclusively for the purpose of, a bona fide reconstruction or amalgamation; has a liquidator, trustee in bankruptcy, judicial custodian, compulsory manager, receiver, administrative receiver, administrator or similar officer appointed (in each case, whether out of court or otherwise) in respect of it or any of its assets; has any security over any of its assets enforced; or any analogous procedure or step is taken in any jurisdiction; 
65.4.3 if the Supplier undergoes a change of control within the meaning of sections 450 and 451 of the Corporation Tax Act 2010 (other than for an intra-group change of control) without the prior written consent of the Authority and the Authority shall be entitled to withhold such consent if, in the reasonable opinion of the Authority, the proposed change of control will have a material impact on the performance of this Contract or the reputation of the Authority; 
65.4.4 [bookmark: _Ref351037983][bookmark: _Ref318707951]if the Supplier purports to assign, Sub-contract, novate, create a trust in or otherwise transfer or dispose of this Contract in breach of Clause 28.1 of this Schedule 2 of these Call-off Terms and Conditions; 
65.4.5 [bookmark: _Ref4754483][bookmark: _Ref442452643]pursuant to and in accordance Clauses 15.6, 23.8; 25.2; 25.4 and 29.2 of this Schedule 2 of these Call-off Terms and Conditions; 
65.4.6 [bookmark: _Ref4754484][bookmark: _Ref442452644]if the warranty given by the Supplier pursuant to Clause 10.8 of this Schedule 2 of these Call-off Terms and Conditions is materially untrue, the Supplier commits a material breach of its obligation to notify the Authority of any Occasion of Tax Non-Compliance as required by Clause 10.8 of this Schedule 2 of these Call-off Terms and Conditions, or the Supplier fails to provide details of proposed mitigating factors as required by Clause 10.8 of this Schedule 2 of these Call-off Terms and Conditions that in the reasonable opinion of the Authority are acceptable; or
65.4.7 [bookmark: _Ref4754485]pursuant to and in accordance with any termination rights set out in the Data Protection Protocol, as applicable to this Contract.
65.4.8 at any time at its convenience by giving at least three (3) months written notice.
65.5 [bookmark: _Ref358223727]If the Authority, acting reasonably, has good cause to believe that there has been a material deterioration in the financial circumstances of the Supplier and/or any third party guaranteeing the obligations of the Supplier under this Contract and/or any material Sub-contractor of the Supplier when compared to any information provided to and/or assessed by the Authority as part of any procurement process or other due diligence leading to the award of this Contract to the Supplier or the entering into a Sub-contract by the Supplier, the following process shall apply: 
65.5.1 [bookmark: _Ref442452645]the Authority may (but shall not be obliged to) give notice to the Supplier requesting adequate financial or other security and/or assurances for due performance of its material obligations under this Contract on such reasonable and proportionate terms as the Authority may require within a reasonable time period as specified in such notice;  
65.5.2 [bookmark: _Ref358040990]a failure or refusal by the Supplier to provide the financial or other security and/or assurances requested in accordance with Clause 15.6 of this Schedule 2 of these Call-off Terms and Conditions in accordance with any reasonable timescales specified in any such notice issued by the Authority shall be deemed a breach of this Contract by the Supplier and shall be referred to and resolved in accordance with the Dispute Resolution Procedure; and 
65.5.3 [bookmark: _Ref442452646]a failure to resolve such breach in accordance with such Dispute Resolution Procedure by the end of the escalation stage of such process, (as set out in Clause 22.4 of this Schedule 2 of these Call-off Terms and Conditions) shall entitle, but shall not compel, the Authority to terminate this Contract in accordance with Clause 15.4.1(i) of this Schedule 2 of these Call-off Terms and Conditions. 
In order that the Authority may act reasonably in exercising its discretion in accordance with Clause 15.6 of this Schedule 2 of these Call-off Terms and Conditions, the Supplier shall provide the Authority with such reasonable and proportionate up-to-date financial or other information relating to the Supplier or any relevant third party entity upon request.
65.6 [bookmark: _Ref442776875][bookmark: _Ref442452647]The Authority may terminate this Contract by issuing a Termination Notice to the Supplier where:
65.6.1 [bookmark: _Ref442776876]the Contract has been substantially amended to the extent that the Public Contracts Regulations 2015 require a new procurement procedure;  
65.6.2 [bookmark: _Ref442776877]the Authority has become aware that the Supplier should have been excluded under Regulation 57(1) or (2) of the Public Contracts Regulations 2015 from the procurement procedure leading to the award of this Contract; 
65.6.3 [bookmark: _Ref442776880][bookmark: _Ref445976745][bookmark: _Ref445977037]there has been a failure by the Supplier and/or one of its Sub-contractors to comply with legal obligations in the fields of environmental, social or labour Law. Where the failure to comply with legal obligations in the fields of environmental, social or labour Law is a failure by one of the Supplier’s Sub-contractors, the Authority may request the replacement of such Sub-contractor and the Supplier shall comply with such request as an alternative to the Authority terminating this Contract under this Clause 15.7.4.  
65.7 [bookmark: _Ref4754486]If the Authority novates this Contract to any body that is not a Contracting Authority, from the effective date of such novation, the rights of the Authority to terminate this Contract in accordance with Clause 15.5.2 to Clause 15.5.4 of this Schedule 2 of these Call-off Terms and Conditions shall be deemed mutual termination rights and the Supplier may terminate this Contract by issuing a Termination Notice to the entity assuming the position of the Authority if any of the circumstances referred to in such Clauses apply to the entity assuming the position of the Authority. 
66 [bookmark: _Ref326911414]Consequences of expiry or early termination of this Contract
66.1 [bookmark: _Ref442452649]Upon expiry or earlier termination of this Contract, the Authority agrees to pay the Supplier for:
66.1.1 [bookmark: _Ref442452650]the Goods referred to in a Purchase Order which have been supplied by the Supplier in accordance with this Contract prior to the expiry or earlier termination of this Contract;  and 
66.1.2 [bookmark: _Ref442452651]the Services referred to in a Purchase Order which have been completed by the Supplier in accordance with this Contract prior to expiry or earlier termination of this Contract.
66.2 [bookmark: _Ref442452652][bookmark: _Ref536869322][bookmark: _Ref286163569][bookmark: _Ref4754487][bookmark: _Ref442452653]Immediately following expiry or earlier termination of this Contract the Parties shall comply with their respective obligations under the Specification and Tender Response Document that are expressed to apply upon the termination or earlier expiry of this Contract. Any Personal Data Processed by the Supplier on behalf of the Authority shall be returned to the Authority or destroyed in accordance with the relevant provisions of the Data Protection Protocol. 
66.3 [bookmark: _Ref442452656]The Supplier shall cooperate fully with the Authority or, as the case may be, any replacement supplier during any re-procurement and handover period prior to and following the expiry or earlier termination of this Contract.  This cooperation shall extend to providing access to all information relevant to the operation of this Contract, as reasonably required by the Authority to achieve a fair and transparent re-procurement and/or an effective transition without disruption to routine operational requirements.
66.4 [bookmark: _Ref442452659]The expiry or earlier termination of this Contract for whatever reason shall not affect any rights or obligations of either Party which accrued prior to such expiry or earlier termination.
66.5 [bookmark: _Ref442452660]The expiry or earlier termination of this Contract shall not affect any obligations which expressly or by implication are intended to come into or continue in force on or after such expiry or earlier termination.
66.6 [bookmark: _Ref4754488]The expiry or earlier termination of the Framework Agreement shall not affect this Contract. For the avoidance of doubt, any obligations set out in the Framework Agreement that form part of this Contract shall continue to apply for the purposes of this Contract notwithstanding any termination of the Framework Agreement.
67 [bookmark: _Ref326835276][bookmark: _Ref442452661]Staff information and the application of TUPE at the end of the Contract
67. [bookmark: _Ref286078227][bookmark: _Ref282592582]Upon the day which is no greater than nine (9) months before the expiry of this Contract or as soon as the Supplier is aware of the proposed termination of the Contract, the Supplier shall, within twenty eight (28) days of receiving a written request from the Authority and to the extent permitted by Law, supply to the Authority and keep updated all information required by the Authority as to the terms and conditions of employment and employment history of any Supplier Personnel (including all employee liability information identified in regulation 11 of TUPE) and the Supplier shall warrant such information is full, complete and accurate.
67. No later than twenty eight (28) days prior to the Subsequent Transfer Date, the Supplier shall or shall procure that any Sub-contractor shall provide a final list to the Successor and/or the Authority, as appropriate, containing the names of all the Subsequent Transferring Employees whom the Supplier or Sub-contractor expects will transfer to the Successor or the Authority and all employee liability information identified in regulation 11 of TUPE in relation to the Subsequent Transferring Employees.
67. [bookmark: _Ref442452662]If the Supplier shall, in the reasonable opinion of the Authority, deliberately not comply with its obligations under Clauses 17.1 and 17.2 of this Schedule 2 of these Call-off Terms and Conditions, the Authority may withhold payment under Clause 9 of this Schedule 2 of these Call-off Terms and Conditions.
67. [bookmark: _Ref328463636]The Supplier shall be liable to the Authority for, and shall indemnify and keep the Authority indemnified against, any loss, damages, costs, expenses (including without limitation legal costs and expenses), claims or proceedings that arise or result from any deficiency or inaccuracy in the information which the Supplier is required to provide under Clauses 17.1 and 17.2 of this Schedule 2 of these Call-off Terms and Conditions.
67. [bookmark: _Ref176923056]Subject to Clauses 17.6 and 17.7 of this Schedule 2 of these Call-off Terms and Conditions, during the period of nine (9) months preceding the expiry of this Contract or after notice of termination of this Contract has been served by either Party, the Supplier shall not, and shall procure that any Sub-contractor shall not, without the prior written consent of the Authority, such consent not to be unreasonably withheld or delayed:
67.4.1 [bookmark: _Ref442452663]make, propose or permit any material changes to the terms and conditions of employment or other arrangements of any of the Supplier Personnel; 
67.4.2 [bookmark: _Ref442452664]increase or seek to increase the emoluments (excluding cost of living increases awarded in the ordinary course of business) payable to any of the Supplier Personnel;
67.4.3 [bookmark: _Ref442452665]replace any of the Supplier Personnel or increase the total number of employees providing the Services;
67.4.4 [bookmark: _Ref442452666]deploy any person other than the Supplier Personnel to perform the Services;
4. [bookmark: _Ref442452667]terminate or give notice to terminate the employment or arrangements of any of the Supplier Personnel;
4. [bookmark: _Ref442452668]increase the proportion of working time spent on the Services by any of the Supplier Personnel; or
4. [bookmark: _Ref442452669]introduce any new contractual term or customary practice concerning the making of any lump sum payment on the termination of employment of any of the Supplier Personnel.
67. [bookmark: _Ref213480124]Clause 17.5 of this Schedule 2 of these Call-off Terms and Conditions shall not prevent the Supplier or any Sub-contractor from taking any of the steps prohibited in that Clause in circumstances where the Supplier or Sub-contractor is required to take such a step pursuant to any changes in legislation or pursuant to a collective agreement in force at that time.
67. [bookmark: _Ref213480126]Where the obligations on the Supplier under Clause 17 of this Schedule 2 of these Call-off Terms and Conditions are subject to the Data Protection Legislation, the Supplier will, and shall procure that any Sub-contractor will, use its best endeavours to seek the consent of the Supplier Personnel to disclose any information covered under the Data Protection Legislation and utilise any other exemption or provision within the Data Protection Legislation which would allow such disclosure.
67. [bookmark: _Ref442452670]Having as appropriate gained permission from any Sub-contractor, the Supplier hereby permits the Authority to disclose information about the Supplier Personnel to any Interested Party provided that the Authority informs the Interested Party in writing of the confidential nature of the information.
67. [bookmark: _Ref442452671]The Parties agree that where a Successor or the Authority provides the Services or services which are fundamentally the same as the Services in the immediate or subsequent succession to the Supplier or Sub-contractor (in whole or in part) on expiry or early termination of this Contract (howsoever arising) TUPE, the Cabinet Office Statement and Fair Deal for Staff Pensions may apply in respect of the subsequent provision of the Services or services which are fundamentally the same  as the Services.  If TUPE,  the Cabinet Office Statement and Fair Deal for Staff Pensions apply then Clause 17.11 to Clause 17.14 of this Schedule 2 of these Call-off Terms and Conditions and (where relevant) the requirements of Clause 1.15 of Part D of Schedule 7 of the NHS Terms and Conditions for the Provision of Services (Contract Version) (January 2018) shall apply.
67.9 [bookmark: _Ref442452672]If on the termination or at the end of the Contract TUPE does not apply, then all Employment Liabilities and any other liabilities in relation to the Supplier Personnel shall remain with the Supplier or Sub-contractor as appropriate.  The Supplier will, and shall procure that any Sub-contractor shall, indemnify and keep indemnified the Authority in relation to any Employment Liabilities arising out of or in connection with any allegation or claim raised by any Supplier Personnel.  
67.10 [bookmark: _Ref351142711]In accordance with TUPE, and any other policy or arrangement applicable, the Supplier shall, and will procure that any Sub-contractor shall, comply with its obligations to inform and consult with the appropriate representatives of any of its employees affected by the subsequent transfer of the Services or services which are fundamentally the same as the Services.
67.11 [bookmark: _Ref286135635]The Supplier will and shall procure that any Sub-contractor will on or before any Subsequent Transfer Date:
67.11.1 [bookmark: _Ref442452673]pay all wages, salaries and other benefits of the Subsequent Transferring Employees and discharge all other financial obligations (including reimbursement of any expenses and any contributions to retirement benefit schemes) in respect of the period between the Transfer Date and the Subsequent Transfer Date;
67.11.2 [bookmark: _Ref442452674]account to the proper authority for all PAYE, tax deductions and national insurance contributions payable in respect of the Subsequent Transferring Employees in the period between the Transfer Date and the Subsequent Transfer Date; 
67.11.3 [bookmark: _Ref442452675]pay any Successor or the Authority, as appropriate, the amount which would be payable to each of the Subsequent Transferring Employees in lieu of accrued but untaken holiday entitlement as at the Subsequent Transfer Date;
67.11.4 [bookmark: _Ref442452676]pay any Successor or the Authority, as appropriate, the amount which fairly reflects the progress of each of the Subsequent Transferring Employees towards achieving any commission, bonus, profit share or other incentive payment payable after the Subsequent Transfer Date wholly or partly in respect of a period prior to the Subsequent Transfer Date; and
67.11.5 [bookmark: _Ref442452677]subject to any legal requirement, provide to the Successor or the Authority, as appropriate, all personnel records relating to the Subsequent Transferring Employees including, without prejudice to the generality of the foregoing, all records relating to national insurance, PAYE and income tax. The Supplier shall for itself and any Sub-contractor warrant that such records are accurate and up to date.
67.12 [bookmark: _Ref286136961]The Supplier will and shall procure that any Sub-contractor will indemnify and keep indemnified the Authority and/or a Successor in relation to any Employment Liabilities arising out of or in connection with any claim arising from:  
67.12.1 [bookmark: _Ref442452678]the Supplier’s or Sub-contractor’s failure to perform and discharge its obligations under Clause 17.12 of this Schedule 2 of these Call-off Terms and Conditions;
67.12.2 [bookmark: _Ref442452679]any act or omission by the Supplier or Sub-contractor in respect of the Subsequent Transferring Employees occurring on or before the Subsequent Transfer Date;
67.12.3 [bookmark: _Ref442452680]any allegation or claim by any person who is not a Subsequent Transferring Employee but who alleges that their employment should transfer or has transferred to the Successor or the Authority, as appropriate;
67.12.4 [bookmark: _Ref442453321][bookmark: _Ref442452682]any emoluments payable to a person employed or engaged by the Supplier or Sub-contractor (including without limitation all wages, any accrued or unpaid holiday pay, bonuses, commissions, PAYE, national insurance contributions, pension contributions and other contributions) payable in respect of any period on or before the Subsequent Transfer Date;
67.12.5 any allegation or claim by any of the Subsequent Transferring Employees on the grounds that the Successor or Authority, as appropriate, has failed to continue a benefit provided by the Supplier or Sub-contractor as a term of such Subsequent Transferring Employee’s contract as at the Subsequent Transfer Date where it was not reasonably practicable for the Successor or Authority, as appropriate, to provide an identical benefit but where the Successor or Authority, as appropriate, has provided (or offered to provide where such benefit is not accepted by the Subsequent Transferring Employee) an alternative benefit which, taken as a whole, is no less favourable to such Subsequent Transferring Employee; and
67.12.6 [bookmark: _Ref442452683]any act or omission of the Supplier or any Sub-contractor in relation to its obligations under regulation 13 of TUPE, or in respect of an award of compensation under regulation 15 of TUPE except to the extent that the liability arises from the Successor’s or Authority’s failure to comply with regulation 13(4) of TUPE.
67.13 [bookmark: _Ref326770948][bookmark: _Ref351142730]The Supplier will, or shall procure that any Sub-contractor will, on request by the Authority provide a written and legally binding indemnity in the same terms as set out in Clause 17.13 of this Schedule 2 of these Call-off Terms and Conditions to any Successor in relation to any Employment Liabilities arising up to and including the Subsequent Transfer Date.
67.14 [bookmark: _Ref442452684]The Supplier will indemnify and keep indemnified the Authority and/or any Successor in respect of any Employment Liabilities arising from any act or omission of the Supplier or Sub-contractor in relation to any other Supplier Personnel who is not a Subsequent Transferring Employee arising during any period whether before, on or after the Subsequent Transfer Date.  
67.15 [bookmark: _Ref442452685]If any person who is not a Subsequent Transferring Employee claims or it is determined that their contract of employment has been transferred from the Supplier or any Sub-contractor to the Authority or Successor pursuant to TUPE or claims that their employment would have so transferred had they not resigned, then:
67.15.1 [bookmark: _Ref442452686]the Authority will, or shall procure that the Successor will, within seven (7) days of becoming aware of that fact, give notice in writing to the Supplier;
67.15.2 [bookmark: _Ref351381131]the Supplier may offer (or may procure that a Sub-contractor may offer) employment to such person within twenty eight (28) days of the notification by the Authority or Successor;
67.15.3 [bookmark: _Ref442452687]if such offer of employment is accepted, the Authority will, or shall procure that the Successor will, immediately release the person from their employment; and
67.15.4 [bookmark: _Ref442452688]if after the period in Clause 17.16.2 of this Schedule 2 of these Call-off Terms and Conditions has elapsed, no such offer of employment has been made or such offer has been made but not accepted, the Authority will, or shall procure that the Successor will (whichever is the provider of the Services or services of the same or similar nature to the Services), employ that person in accordance with its obligations and duties under TUPE and shall be responsible for all liabilities arising in respect of any such person after the Subsequent Transfer Date.  
68 [bookmark: _Ref323651260][bookmark: _Ref350762053][bookmark: _Ref442452689]Packaging, identification, end of use and coding requirements
68.1 [bookmark: _Ref459889842][bookmark: _Ref442452690]The Supplier shall comply with all obligations imposed on it by Law and Guidance relevant to the Goods in relation to packaging, identification, and obligations following end of use by the Authority.
68. Unless otherwise specified in the Specification and Tender Response Document or otherwise agreed with the Authority in writing, the Goods shall be securely packed in trade packages of a type normally used by the Supplier for deliveries of the same or similar goods in the same quantities within the United Kingdom.
68. [bookmark: _Ref4754489][bookmark: _Ref442452691]The Supplier shall comply with any labelling requirements in respect of the Goods: (a) specified in the Specification and Tender Response Document; (b) agreed with the Authority in writing; and/or (c) required to comply with Law or Guidance. 
68. [bookmark: _Ref4754490]The Supplier shall ensure that all Goods that are required by Law or Guidance to bear any safety information, environmental information, any mark, tab, brand, label, serial numbers or other device indicating place of origin, inspection by any government or other body or standard of quality at the point such Goods are delivered shall comply with such requirements at the point of delivery. Without prejudice to the generality of the foregoing, the Supplier shall be entitled to split packs of the Goods delivered to the Supplier and to repackage such Goods prior to delivery to Patients and/or the Authority provided that the repackaged Goods comply with any packaging, labelling, information and marking requirements as required by any Law or Guidance applicable to such repackaged Goods.  
68. [bookmark: _Ref327441858]Unless otherwise set out in the Specification and Tender Response Document or agreed with the Authority in writing, the Supplier shall collect without charge any returnable containers and/or packaging.
68. [bookmark: _Ref505779300][bookmark: _Ref4754491][bookmark: _Ref456012864][bookmark: _Ref442452699]Unless otherwise confirmed and/or agreed by the Authority in writing and subject to Clause 18.7 of this Schedule 2 of these Call-off Terms and Conditions, the Supplier shall ensure full compliance with any Guidance issued by the Department of Health and Social Care in relation to the adoption of GS1 and PEPPOL standards (to include, without limitation, any supplier compliance timeline and other policy requirements published by the Department of Health and Social Care in relation to the adoption of GS1 and PEPPOL standards for master data provision and exchange, barcode labelling, and purchase-to-pay transacting).
68. Once compliance with any published timelines has been achieved by the Supplier pursuant to Clause 18.6 of this Schedule 2 of these Call-off Terms and Conditions, the Supplier shall, during the Term, maintain the required level of compliance relating to the Goods in accordance with any such requirements and Guidance referred to as part of this Contract. 
68. [bookmark: _Ref442452700]Once product information relating to Goods is placed by the Supplier into a GS1 certified data pool, the Supplier shall, during the Term, keep such information updated with any changes to the product data relating to the Goods.  
69 [bookmark: _Ref94186820][bookmark: _Ref351040549][bookmark: _Ref323649547]Modern slavery and environmental, social, and labour laws  
69. [bookmark: _Ref442453340]The Supplier shall comply in all material respects with applicable environmental, social and labour Law requirements in force from time to time in relation to the Goods and Services. Where the provisions of any such Law are implemented by the use of voluntary agreements, the Supplier shall comply with such agreements as if they were incorporated into English law subject to those voluntary agreements being cited in the Specification and Tender Response Document. Without prejudice to the generality of the foregoing, the Supplier shall:
0. [bookmark: _Ref459889843]comply with all Policies and/or procedures and requirements set out in the Specification and Tender Response Document in relation to any stated environmental, social and labour requirements, characteristics and impacts of the Goods and Services and the Supplier’s supply chain;
0. [bookmark: _Ref459889844]maintain relevant policy statements documenting the Supplier’s significant labour, social and environmental aspects as relevant to the Goods and Services being supplied and provided and as proportionate to the nature and scale of the Supplier’s business operations; and
0. [bookmark: _Ref442453341]maintain plans and procedures that support the commitments made as part of the Supplier’s significant labour, social and environmental policies, as referred to at Clause 19.1.1 of this Schedule 2 of these Call-off Terms and Conditions.
69. The Supplier shall, and shall procure that each of its Sub-contractors shall, comply with:
1. [bookmark: _Ref94188334]the Modern Slavery Act 2015 (“Slavery Act”); and
1. [bookmark: _Ref94187754]the Authority’s anti-slavery policy as provided to the Supplier by the Authority from time to time (“Anti-Slavery Policy”).
69. The Supplier shall:
2. implement due diligence procedures for its Sub-contractors and other participants in its supply chains in accordance with Good Industry Practice with the aim of avoiding slavery or trafficking in its supply chains;
2. respond promptly to all slavery and trafficking due diligence questionnaires issued to it by the Authority from time to time and shall ensure that its responses to all such questionnaires are complete and accurate;
2. upon request from the Authority, prepare and deliver to the Authority each year, an annual slavery and trafficking report setting out the steps it has taken to ensure that slavery and trafficking is not taking place in any of its supply chains or in any part of its business;
2. maintain a complete set of records to trace the supply chain of all goods and services purchased and/or supplied by the Supplier in connection with all contracts or framework agreements with the Authority; 
2. implement a system of training for its employees to ensure compliance with the Slavery Act; and
2. ensure that any Sub-contracts contain anti-slavery provisions consistent with the Supplier’s obligations under Clause 19 of this Schedule 2 of these Call-off Terms and Conditions.
69. [bookmark: _Ref94186858]The Supplier undertakes on an ongoing basis that:
3. it conducts its business in a manner consistent with all applicable Laws including the Slavery Act and all analogous legislation in place in any part of the world in which its supply chain operates;
3. its responses to all slavery and trafficking due diligence questionnaires issued to it by the Authority from time to time are complete and accurate; and
3. neither the Supplier nor any of its Sub-contractors, nor any other persons associated with it (including any Staff):
2. has been convicted of any offence involving slavery or trafficking; or
2. has been, or is currently, the subject of any investigation, inquiry or enforcement proceedings by any governmental, administrative or regulatory body relating to any offence committed regarding slavery or trafficking,
not already notified to the Authority in writing in accordance with Clause 19.5 of this Schedule 2 of these Call-off Terms and Conditions. 
69. [bookmark: _Ref94186835]The Supplier shall notify the Authority as soon as it becomes aware of:
4. any breach, or potential breach, of the Anti-Slavery Policy; or
4. any actual or suspected slavery or trafficking in its supply chain.
69. If the Supplier notifies the Authority pursuant to Clause 19.5 of this Schedule 2 of these Call-off Terms and Conditions, it shall respond promptly to the Authority’s enquiries, co-operate with any investigation, and allow the Authority to audit any books, premises, facilities, records and/or any other relevant documentation in accordance with this Contract. 
69. If the Supplier is in breach of Clause 19.3 or the undertaking at Clause 19.4 of this Schedule 2 of these Call-off Terms and Conditions in addition to its other rights and remedies provided under this Contract, the Authority may:
6. by written notice require the Supplier to remove from performance of any contract or framework agreement with the Authority (including this Contract) any Sub-contractor, Staff or other persons associated with it whose acts or omissions have caused the breach; or
6. [bookmark: _Ref94178922]terminate this Contract by issuing a Termination Notice to the Supplier.
69. The Supplier shall comply with any further corporate social responsibility requirements set out in the Specification and Tender Response Document.
69. The Supplier shall meet reasonable requests by the Authority for information evidencing the Supplier’s compliance with the provisions of Clause 19 of this Schedule 2 of these Call-off Terms and Conditions. For the avoidance of doubt, the Authority may audit the Supplier’s compliance with this Clause 19 of this Schedule 2 of these Call-off Terms and Conditions in accordance with Clause 24 of this Schedule 2 of these Call-off Terms and Conditions. 
70 Electronic product and services information
70.1 [bookmark: _Ref442452704]Where requested by the Authority, the Supplier shall provide the Authority the Product Information and the Services Information in such manner and upon such media as agreed between the Supplier and the Authority from time to time for the sole use by the Authority. 
70.2 [bookmark: _Ref442452705]The Supplier warrants that the Product Information and the Services Information is complete and accurate as at the date upon which it is delivered to the Authority and that the Product Information and the Services Information shall not contain any data or statement which gives rise to any liability on the part of the Authority following publication of the same in accordance with Clause 20 of this Schedule 2 of these Call-off Terms and Conditions.
70.3 [bookmark: _Ref442452706]If the Product Information and/or the Services Information ceases to be complete and accurate, the Supplier shall promptly notify the Authority in writing of any modification or addition to or any inaccuracy or omission in the Product Information and/or the Services Information.
70.4 [bookmark: _Ref442452707]The Supplier grants the Authority a perpetual, non-exclusive, royalty free licence to use and exploit the Product Information and the Services Information and any Intellectual Property Rights in the Product Information and the Services Information for the purpose of illustrating the range of goods and services (including, without limitation, the Goods and Services) available pursuant to the Authority’s contracts from time to time. Subject to Clause 20.5 of this Schedule 2 of these Call-off Terms and Conditions, no obligation to illustrate or advertise the Product Information or the Services Information is imposed on the Authority, as a consequence of the licence conferred by this Clause 20.4 of this Schedule 2 of these Call-off Terms and Conditions. 
70.5 The Authority may reproduce for its sole use the Product Information and the Services Information provided by the Supplier in the Authority's product and/or services catalogues from time to time which may be made available on any NHS communications networks in electronic format and/or made available on the Authority's external website and/or made available on other digital media from time to time.
70.6 Before any publication of the Product Information and the Services Information (electronic or otherwise) is made by the Authority, the Authority will submit a copy of the relevant sections of the Authority's product and/or services catalogues to the Supplier for approval, such approval not to be unreasonably withheld or delayed. For the avoidance of doubt the Supplier shall have no right to compel the Authority to exhibit the Product Information and/or the Services Information in any product and/or services catalogues as a result of the approval given by it pursuant to this Clause 20.6 of this Schedule 2 of these Call-off Terms and Conditions or otherwise under the terms of this Contract.
70.7 [bookmark: _Ref442452708]If requested in writing by the Authority, and to the extent not already agreed as part of the Specification and Tender Response Document, the Supplier and the Authority shall discuss and seek to agree in good faith arrangements to use any Electronic Trading System.
71 [bookmark: _Ref351053608]Change management
71. [bookmark: _Ref442452709]The Supplier acknowledges to the Authority that the Authority’s requirements for the Goods and/or Services may change during the Term and the Supplier shall not unreasonably withhold or delay its consent to any reasonable variation or addition to the Specification and Tender Response Document, as may be requested by the Authority from time to time. 
71. [bookmark: _Ref442452710]Subject to Clause 21.3 of this Schedule 2 of these Call-off Terms and Conditions, any change to the Goods and/or Services or other variation to this Contract shall only be binding once it has been agreed either: (a) in accordance with any change management provisions set out the Specification and Tender Response Document (i.e. that specify certain changes are subject to certain processes); or (b) if such change is agreed in writing and signed by an authorised representative of both Parties. 
71. [bookmark: _Ref506211591]Any change to the Data Protection Protocol shall be made in accordance with the relevant provisions of that protocol. 
71. The Supplier shall neither be relieved of its obligations to supply the Goods or provide the Services in accordance with the terms and conditions of this Contract nor be entitled to an increase in the Contract Price as the result of:
3. a General Change in Law; or 
3. a Specific Change in Law where the effect of that Specific Change in Law on the Services is reasonably foreseeable at the Commencement Date. 
72 Dispute resolution
72. [bookmark: _Ref4754492][bookmark: _Ref466025863]During any Dispute, including a Dispute as to the validity of the Contract, it is agreed that the Supplier shall continue its performance of the provisions of the Contract (unless the Authority requests in writing that the Supplier does not do so).
72. [bookmark: _Ref4754493][bookmark: _Ref466032033]In the case of a Dispute the Supplier and the Authority shall make every reasonable effort to communicate and cooperate with each other with a view to resolving the Dispute and shall follow the procedure set out in this Clause 22 of this Schedule 2 of these Call-off Terms and Conditions.
72. [bookmark: _Ref4754494][bookmark: _Ref466032034]In the event of a Dispute either Party may serve a Dispute Notice on the other Party to commence formal resolution of the Dispute.  The Dispute Notice shall set out:
2. [bookmark: _Ref4754495]the material particulars of the Dispute; and
2. [bookmark: _Ref466032035]the reasons why the Party serving the Dispute Notice believes the Dispute has arisen.
72.3 [bookmark: _Ref466025783]Following the service of a Dispute Notice the Parties shall first seek to resolve the Dispute by convening a meeting between the Authority’s Contract Manager and the Supplier’s Contract Manager (together the “Contract Managers”).  
3. [bookmark: _Ref466032036]The meeting of the Contract Managers must take place within five (5) Business Days of the date of the Dispute Notice (the “Dispute Meeting”).  
3. [bookmark: _Ref466025764]The Contract Managers shall be given ten (10) Business Days following the date of the Dispute Meeting to resolve the Dispute.
3. [bookmark: _Ref466032037][bookmark: DocXTextRef43]The Contract Managers can agree to further meetings at levels 2 and/or 3 as referred to at Clause 5.1 of the Key Provisions in Schedule 1 of these Call-off Terms and Conditions, in addition to the Dispute Meeting, but such meetings must be held within the ten (10) Business Day timetable set out in Clause 22.4.2 of Schedule 2 of these Call-off Terms and Conditions.
3. [bookmark: _Ref466025770]If at any point it becomes clear that the timetable set out cannot be met or has passed, the Parties may (but shall be under no obligation to) agree in writing to extend the timetable. Any agreed extension to the timetable shall have the effect of delaying the start of the subsequent stages by the period agreed in the extension.
72.4 [bookmark: _Ref466032038][bookmark: _Ref4754496]If the procedure set out in Clause 22.4 of this Schedule 2 of these Call-off Terms and Conditions has been exhausted and fails to resolve the Dispute either Party may request the Dispute be resolved by way of a binding expert determination (pursuant to Clause 22.6 of this Schedule 2 of these Call-off Terms and Conditions). For the avoidance of doubt, the Expert shall determine all matters (including, without limitation, matters of contractual construction and interpretation) in connection with any Dispute referred to binding expert determination pursuant to Clause 22.6 of this Schedule 2 of these Call-off Terms and Conditions. 
72.5 [bookmark: _Ref466026143]Where the Dispute is referred to binding expert determination the following process will apply: 
5. [bookmark: _Ref4754497][bookmark: _Ref466025821]The Party wishing to refer the Dispute to expert determination shall give notice in writing to the other Party informing it of its wish to refer the Dispute to expert determination and giving brief details of its position in the Dispute.
5. [bookmark: _Ref466032039]The Parties shall attempt to agree upon a single expert (who must have no connection with the Dispute unless both Parties have consented in writing) (an “Expert”). For the avoidance of doubt, where the Dispute relates to contractual interpretation and construction, the Expert may be Queen’s Counsel.  In the event that the Parties fail to agree upon an Expert within five (5) Business Days following the date of the notice referred to in Clause 22.6.1 of this Schedule 2 of these Call-off Terms and Conditions (or if the person agreed upon is unable or unwilling to act), the Parties agree that the Expert will be nominated and confirmed to be appointed by the Centre for Effective Dispute Resolution.
5. [bookmark: _Ref466032040]The Expert must be willing and able to complete the expert determination process within thirty (30) Business Days of the Date of Final Representations (as defined below in Clause 22.6.5 of this Schedule 2 of these Call-off Terms and Conditions).
5. [bookmark: _Ref466032041]The Expert shall act as an expert not as an arbitrator or legal advisor. There will be no formal hearing and the Expert shall regulate the procedure as she or he sees fit.
5. [bookmark: _Ref466032043]The Parties shall each have the right to make written representations to the Expert and will, with reasonable promptness, provide the Expert with such assistance and documents as the Expert reasonably requires for the purpose of reaching a decision. Such representations must be made within twenty eight (28) Business Days of the Expert being appointed, or fourteen (14) Business Days after the last documents requested by the Expert have been provided to the Expert, whichever is the later (“Date of Final Representations”). Any documents provided to the Expert and any correspondence to or from the Expert, including email exchanges, shall be copied to the other Party simultaneously.
5. [bookmark: _Ref466032045]The Expert shall have the power to open up, review and revise any certificate, opinion, requisition or notice and to determine all matters in Dispute (including his jurisdiction to determine matters that have been referred to him).
5. [bookmark: _Ref466032046][bookmark: _Ref500420382]The Expert may take such advice and assistance from professional advisers or other third parties as he reasonably considers appropriate to enable him to reach a determination of the Dispute and may issue orders that one or both of the Parties are to pay such third party costs, stating the proportion.  For the avoidance of doubt, where the Expert is not Queen’s Counsel, and the Expert requires advice or assistance on matters of contractual interpretation and construction, the Expert may take such advice and assistance from a third party Queen’s Counsel of their choosing under this Clause 22.6.7 of this Schedule 2 of these Call-off Terms and Conditions. The Parties will pay any such third party costs incurred pursuant to this Clause 22.6.7 of this Schedule 2 of these Call-off Terms and Conditions in such proportions as the Expert shall order. In the absence of such order such third party costs will be paid equally. 
5. [bookmark: _Ref482967385][bookmark: _Ref466032047]The Expert shall provide the Parties with a written determination of the Dispute (the “Expert’s Decision”) within thirty (30) Business Days of the Date of Final Representations, which shall, in the absence of fraud or manifest error, be final and binding on the Parties. 
5. [bookmark: _Ref466032048]The Expert’s Decision shall include reasons.
5. [bookmark: _Ref466032049][bookmark: _Ref4754498][bookmark: a522294]The Parties agree to implement the Expert’s Decision within five (5) Business Days of the Expert’s Decision being provided to them or as otherwise specified as part of the Expert’s Decision.  
5. [bookmark: _Ref4754499]The Parties agree that the Expert shall be entitled to proceed to give his binding determination should one or both Parties fail to act in accordance with the procedural timetable set out above.
5. [bookmark: _Ref466032050]The Parties will pay the Expert’s costs in such proportions as the Expert shall determine. In the absence of such determination such costs will be shared equally.
5. [bookmark: _Ref466032051]The Parties agree to keep confidential all information arising out of or in connection with the expert determination, including details of the underlying Dispute, except where disclosure is required by Law.
72.6 [bookmark: _Ref466025852]Nothing in this Contract shall prevent:
6. [bookmark: _Ref466032052][bookmark: _Ref4754500]the Authority taking action in any court in relation to any death or personal injury arising or allegedly arising in connection with the supply of Goods and/or the provision of Services; 
6. [bookmark: _Ref466032053]either Party seeking from any court any interim or provisional relief that may be necessary to protect the rights or property of that Party (including Intellectual Property Rights) or which relates to the safety of patients and other Patients or the security of Confidential Information, pending the resolution of the relevant Dispute in accordance with the Dispute Resolution Procedure.
72.7 [bookmark: _Ref466032056][bookmark: _Ref4754501]Subject to Clause 22.7 of this Schedule 2 of these Call-off Terms and Conditions, neither Party may commence legal proceedings in relation to a Dispute until the Dispute Resolution Procedures set out in this Clause 22 has been exhausted. For the avoidance of doubt, either Party may commence legal action to enforce the Expert’s Decision.
72.8 This Clause 22 of this Schedule 2 of these Call-off Terms and Conditions shall survive the expiry of or earlier termination of this Contract for any reason.
73 [bookmark: _Ref323649575]Force majeure
73. [bookmark: _Ref442452724]Subject to Clause 23.2 of this Schedule 2 of these Call-off Terms and Conditions neither Party shall be liable to the other for any failure to perform all or any of its obligations under this Contract nor liable to the other Party for any loss or damage arising out of the failure to perform its obligations to the extent only that such performance is rendered impossible by a Force Majeure Event. 
73.1 The Supplier shall only be entitled to rely on a Force Majeure Event and the relief set out in Clause 23 of this Schedule 2 of these Call-off Terms and Conditions and will not be considered to be in default or liable for breach of any obligations under this Contract if:
73.1.1 [bookmark: _Ref442452725]the Supplier has fulfilled its obligations pursuant to Clause 6 of this Schedule 2 of these Call-off Terms and Conditions; 
73.1.2 [bookmark: _Ref442452726]the Force Majeure Event does not arise directly or indirectly as a result of any wilful or negligent act or default of the Supplier; and
73.1.3 [bookmark: _Ref442452727]the Supplier has complied with the procedural requirements set out in Clause 23 of this Schedule 2 of these Call-off Terms and Conditions. 
73.2 [bookmark: _Ref442452728]Where a Party is (or claims to be) affected by a Force Majeure Event it shall use reasonable endeavours to mitigate the consequences of such a Force Majeure Event upon the performance of its obligations under this Contract, and to resume the performance of its obligations affected by the Force Majeure Event as soon as practicable.
73.3 [bookmark: _Ref442452729]Where the Force Majeure Event affects the Supplier’s ability to perform part of its obligations under the Contract the Supplier shall fulfil all such contractual obligations that are not so affected and shall not be relieved from its liability to do so.
73.4 [bookmark: _Ref442452730]If either Party is prevented or delayed in the performance of its obligations under this Contract by a Force Majeure Event, that Party shall as soon as reasonably practicable serve notice in writing on the other Party specifying the nature and extent of the circumstances giving rise to its failure to perform or any anticipated delay in performance of its obligations.
73.5 [bookmark: _Ref442452731]Subject to service of such notice, the Party affected by such circumstances shall have no liability for its failure to perform or for any delay in performance of its obligations affected by the Force Majeure Event only for so long as such circumstances continue and for such time after they cease as is necessary for that Party, using its best endeavours, to recommence its affected operations in order for it to perform its obligations.
73.6 The Party claiming relief shall notify the other in writing as soon as the consequences of the Force Majeure Event have ceased and of when performance of its affected obligations can be resumed.
73.7 [bookmark: _Ref352787435]If the Supplier is prevented from performance of its obligations as a result of a Force Majeure Event, the Authority may at any time if the Force Majeure Event subsists for thirty (30) days or more, terminate this Contract by issuing a Termination Notice to the Supplier.  
73.8 [bookmark: _Ref442452732]Following such termination in accordance with Clause 23.8 of this Schedule 2 of these Call-off Terms and Conditions and subject to Clause 23.10 of this Schedule 2 of these Call-off Terms and Conditions, neither Party shall have any liability to the other.
73.9  Any rights and liabilities of either Party which have accrued prior to such termination in accordance with Clause 23.8 of this Schedule 2 of these Call-off Terms and Conditions shall continue in full force and effect unless otherwise specified in this Contract.
74 Records retention and right of audit 
74. Subject to any statutory requirement and Clause 24.2 of this Schedule 2 of these Call-off Terms and Conditions, the Supplier shall keep secure and maintain for the Term and six (6) years afterwards, or such longer period as may be agreed between the Parties, full and accurate records of all matters relating to this Contract. 
74. [bookmark: _Ref442452733]Where any records could be relevant to a claim for personal injury such records shall be kept secure and maintained for a period of twenty one (21) years from the date of expiry or earlier termination of this Contract.  
74.2 [bookmark: _Ref442452734]The Authority shall have the right to audit the Supplier’s compliance with this Contract.  The Supplier shall permit or procure permission for the Authority or its authorised representative during normal business hours having given advance written notice of no less than five (5) Business Days, access to any premises and facilities, books and records reasonably required to audit the Supplier’s compliance with its obligations under this Contract. 
74.3 [bookmark: _Ref442452735]Should the Supplier Sub-contract any of its obligations under this Contract, the Authority shall have the right to audit and inspect such third party.  The Supplier shall procure permission for the Authority or its authorised representative during normal business hours no more than once in any twelve (12) months, having given advance written notice of no less than five (5) Business Days, access to any premises and facilities, books and records used in the performance of the Supplier’s obligations under this Contract that are Sub-contracted to such third party.  The Supplier shall cooperate with such audit and inspection and accompany the Authority or its authorised representative if requested.
74.4 [bookmark: _Ref442452736]The Supplier shall grant to the Authority or its authorised representative, such access to those records as they may reasonably require in order to check the Supplier’s compliance with this Contract for the purposes of:
74.4.1 [bookmark: _Ref442452737]the examination and certification of the Authority’s accounts; or
74.4.2 [bookmark: _Ref442452738]any examination pursuant to section 6(1) of the National Audit Act 1983 of the economic efficiency and effectiveness with which the Authority has used its resources.
74.5 [bookmark: _Ref442452739]The Comptroller and Auditor General may examine such documents as they may reasonably require which are owned, held or otherwise within the control of the Supplier and may require the Supplier to provide such oral and/or written explanations as they consider necessary. Clause 24 of this Schedule 2 of these Call-off Terms and Conditions does not constitute a requirement or agreement for the examination, certification or inspection of the accounts of the Supplier under sections 6(3)(d) and 6(5) of the National Audit Act 1983.
74.6 [bookmark: _Ref442452740]The Supplier shall provide reasonable cooperation to the Authority, its representatives and any regulatory body in relation to any audit, review, investigation or enquiry carried out in relation to the subject matter of this Contract. 
74.7 [bookmark: _Ref442452741]The Supplier shall provide all reasonable information as may be reasonably requested by the Authority to evidence the Supplier’s compliance with the requirements of this Contract. 
75 [bookmark: _Ref323649598]Conflicts of interest and the prevention of fraud
75. [bookmark: _Ref442452742]The Supplier shall take appropriate steps to ensure that neither the Supplier nor any Staff are placed in a position where, in the reasonable opinion of the Authority, there is or may be an actual conflict, or a potential conflict, between the pecuniary or personal interests of the Supplier and the duties owed to the Authority under the provisions of this Contract.  The Supplier will disclose to the Authority full particulars of any such conflict of interest which may arise.
75.1 The Authority reserves the right to terminate this Contract immediately by notice in writing and/or to take such other steps it deems necessary where, in the reasonable opinion of the Authority, there is or may be an actual conflict, or a potential conflict, between the pecuniary or personal interests of the Supplier and the duties owed to the Authority under the provisions of this Contract.  The actions of the Authority pursuant to this Clause 25.2 of this Schedule 2 of these Call-off Terms and Conditions shall not prejudice or affect any right of action or remedy which shall have accrued or shall subsequently accrue to the Authority.
75.2 The Supplier shall take all reasonable steps to prevent Fraud by Staff and the Supplier (including its owners, members and directors). The Supplier shall notify the Authority immediately if it has reason to suspect that any Fraud has occurred or is occurring or is likely to occur. 
75.3 If the Supplier or its Staff commits Fraud the Authority may terminate this Contract and recover from the Supplier the amount of any direct loss suffered by the Authority resulting from the termination.
76 Equality and human rights
76. [bookmark: _Ref442452743]The Supplier shall:
76.0.1 [bookmark: _Ref442452744]ensure that (a) it does not, whether as employer, a supplier of Goods or as provider of the Services, engage in any act or omission that would contravene the Equality Legislation, and (b) it complies with all its obligations as an employer, a supplier of Goods or provider of the Services as set out in the Equality Legislation and take reasonable endeavours to ensure its Staff do not unlawfully discriminate within the meaning of the Equality Legislation;
76.0.2 [bookmark: _Ref442452745]in the management of its affairs and the development of its equality and diversity policies, cooperate with the Authority in light of the Authority’s obligations to comply with its statutory equality duties whether under the Equality Act 2010 or otherwise.  The Supplier shall take such reasonable and proportionate steps as the Authority considers appropriate to promote equality and diversity, including race equality, equality of opportunity for disabled people, gender equality, and equality relating to religion and belief, sexual orientation and age; and
76.0.3 [bookmark: _Ref442452746]the Supplier shall impose on all its Sub-contractors and suppliers, obligations substantially similar to those imposed on the Supplier by Clause 26 of this Schedule 2 of these Call-off Terms and Conditions. 
76.1 [bookmark: _Ref442452747]The Supplier shall meet reasonable requests by the Authority for information evidencing the Supplier’s compliance with the provisions of Clause 26 of this Schedule 2 of these Call-off Terms and Conditions.
77 Notice
77. [bookmark: _Ref442452748]Any notice required to be given by either Party under this Contract shall be in writing quoting the date of the Contract and shall be delivered by hand or sent by prepaid first class recorded delivery or by email to the person referred to in the Order Form or such other person as one Party may inform the other Party in writing from time to time or to a director of the relevant Party at the head office, main UK office or registered office of such Party. 
77.1 [bookmark: _Ref442452749]A notice shall be treated as having been received:
77.1.1 [bookmark: _Ref442452750]if delivered by hand within normal business hours when so delivered or, if delivered by hand outside normal business hours, at the next start of normal business hours; or
77.1.2 [bookmark: _Ref442452751]if sent by first class recorded delivery mail on a normal Business Day, at 9.00 am on the second Business Day subsequent to the day of posting, or, if the notice was not posted on a Business Day, at 9.00 am on the third Business Day subsequent to the day of posting; or 
77.1.3 [bookmark: _Ref442452752]if sent by email, if sent within normal business hours when so sent or, if sent outside normal business hours, at the next start of normal business hours provided the sender has either received an electronic confirmation of delivery or has telephoned the recipient to inform the recipient that the email has been sent. 
78 [bookmark: _Ref323649640][bookmark: _Ref4754502]Assignment, novation and Sub-contracting
78. [bookmark: _Ref4754503][bookmark: _Ref351072387]The Supplier shall not, except where Clause 28.2 of this Schedule 2 of these Call-off Terms and Conditions applies, assign, Sub-contract, novate, create a trust in, or in any other way dispose of the whole or any part of this Contract without the prior consent in writing of the Authority such consent not to be unreasonably withheld or delayed.  If the Supplier Sub-contracts any of its obligations under this Contract, every act or omission of the Sub-contractor shall for the purposes of this Contract be deemed to be the act or omission of the Supplier and the Supplier shall be liable to the Authority as if such act or omission had been committed or omitted by the Supplier itself.
78. [bookmark: _Ref4754504]Notwithstanding Clause 28.1 of this Schedule 2 of these Call-off Terms and Conditions, the Supplier may assign to a third party (“Assignee”) the right to receive payment of any sums due and owing to the Supplier under this Contract for which an invoice has been issued.  Any assignment under this Clause 28.2 of this Schedule 2 of these Call-off Terms and Conditions shall be subject to:
78.1.1 [bookmark: _Ref442453390]the deduction of any sums in respect of which the Authority exercises its right of recovery under Clause 9.9 of this Schedule 2 of these Call-off Terms and Conditions;
78.1.2 [bookmark: _Ref442453391]all related rights of the Authority in relation to the recovery of sums due but unpaid;
78.1.3 [bookmark: _Ref442453392]the Authority receiving notification of the assignment and the date upon which the assignment becomes effective together with the Assignee’s contact information and bank account details to which the Authority shall make payment;
78.1.4 [bookmark: _Ref442453393]the provisions of Clause 9 of this Schedule 2 of these Call-off Terms and Conditions continuing to apply in all other respects after the assignment which shall not be amended without the prior written approval of the Authority; and
78.1.5 [bookmark: _Ref442453394]payment to the Assignee being full and complete satisfaction of the Authority’s obligation to pay the relevant sums in accordance with this Contract.
78.2 [bookmark: _Ref442453395]Any authority given by the Authority for the Supplier to Sub-contract any of its obligations under this Contract shall not impose any duty on the Authority to enquire as to the competency of any authorised Sub-contractor. The Supplier shall ensure that any authorised Sub-contractor has the appropriate capability and capacity to perform the relevant obligations and that the obligations carried out by such Sub-contractor are fully in accordance with this Contract.
78.3 [bookmark: _Ref442089219]Where the Supplier enters into a Sub-contract in respect of any of its obligations under this Contract (to include, without limitation, in connection with any Relevant Activities), the Supplier shall include provisions in each such Sub-contract, unless otherwise agreed with the Authority in writing, which:
78.3.1 [bookmark: _Ref442452759]contain at least equivalent obligations as set out in this Contract in relation to the supply of the Goods and/or the performance of the Services to the extent relevant to such Sub-contracting (to include, without limitation, in relation to any Relevant Activities Sub-contracted under such Sub-contract); 
78.3.2 [bookmark: _Ref442453398][bookmark: _Ref442453399][bookmark: _Ref442452760]contain at least equivalent obligations as set out in this Contract in respect of confidentiality, information security, data protection, Intellectual Property Rights, compliance with Law, Guidance, and Good Industry Practice, and record keeping;
78.3.3 contain a prohibition on the Sub-contractor Sub-contracting, assigning or novating any of its rights or obligations under such Sub-contract without the prior written approval of the Authority (such approval not to be unreasonably withheld or delayed);
78.3.4 [bookmark: _Ref4754505][bookmark: _Ref442453400]contain a right for the Authority to take an assignment or novation of the Sub-contract (or part of it) upon expiry or earlier termination of this Contract; 
78.3.5 [bookmark: _Ref442088961][bookmark: _Ref442453402]requires the Supplier or other party receiving goods or services under the contract to consider and verify invoices under that contract in a timely fashion;
78.3.6 [bookmark: _Ref442776887]provides that if the Supplier or other party fails to consider and verify an invoice in accordance with Clause 28.4.5 of this Schedule 2 of these Call-off Terms and Conditions, the invoice shall be regarded as valid and undisputed for the purpose of Clause 28.4.7 of this Schedule 2 of these Call-off Terms and Conditions after a reasonable time has passed;
78.3.7 [bookmark: _Ref4754506][bookmark: _Ref442089103]requires the Supplier or other party to pay any undisputed sums which are due from it to the Sub-contractor within a specified period not exceeding thirty (30) days of verifying that the invoice is valid and undisputed;  
78.3.8 [bookmark: _Ref442776889]permitting the Supplier to terminate, or procure the termination of, the relevant Sub-contract in the event the Sub-contractor fails to comply in the performance of its Sub-contract with legal obligations in the fields of environmental, social or labour Law where the Supplier is required to replace such Sub-contractor in accordance with Clause 15.7.4 of this Schedule 2 of these Call-off Terms and Conditions; 
78.3.9 [bookmark: _Ref442776890][bookmark: _Ref4754507]permitting the Supplier to terminate, or to procure the termination of, the relevant Sub-contract where the Supplier is required to replace such Sub-contractor in accordance with Clause 28.5 of this Schedule 2 of these Call-off Terms and Conditions; and
78.3.10 [bookmark: _Ref442776892]requires the Sub-contractor to include a clause to the same effect as this Clause 28.4 of this Schedule 2 of these Call-off Terms and Conditions in any Sub-contract which it awards. 
78.4 [bookmark: _Ref442776893]Where the Authority considers that the grounds for exclusion under Regulation 57 of the Public Contracts Regulations 2015 apply to any Sub-contractor, then:
78.4.1 [bookmark: _Ref442776894]if the Authority finds there are compulsory grounds for exclusion, the Supplier shall ensure, or shall procure, that such Sub-contractor is replaced or not appointed; or
78.4.2 [bookmark: _Ref442776895]if the Authority finds there are non-compulsory grounds for exclusion, the Authority may require the Supplier to ensure, or to procure, that such Sub-contractor is replaced or not appointed and the Supplier shall comply with such a requirement. 
78.5 [bookmark: _Ref442776896]The Supplier shall pay any undisputed sums which are due from it to a Sub-contractor within thirty (30) days of verifying that the invoice is valid and undisputed. Where the Authority pays the Supplier’s valid and undisputed invoices earlier than thirty (30) days from verification in accordance with any applicable government prompt payment targets, the Supplier shall use its reasonable endeavours to pay its relevant Sub-contractors within a comparable timeframe from verifying that an invoice is valid and undisputed.  
78.6 [bookmark: _Ref442453403]The Authority shall upon written request have the right to review any Sub-contract entered into by the Supplier in respect of the supply of the Goods and/or the provision of the Services and the Supplier shall provide a certified copy of any Sub-contract within five (5) Business Days of the date of a written request from the Authority.  For the avoidance of doubt, the Supplier shall have the right to redact any confidential pricing information in relation to such copies of Sub-contracts.
78.7 [bookmark: _Ref442453404]The Authority may at any time transfer, assign, novate, sub-contract or otherwise dispose of its rights and obligations under this Contract or any part of this Contract and the Supplier warrants that it will carry out all such reasonable further acts required to effect such transfer, assignment, novation, sub-contracting or disposal. If the Authority novates this Contract to any body that is not a Contracting Authority, from the effective date of such novation, the party assuming the position of the Authority shall not further transfer, assign, novate, sub-contract or otherwise dispose of its rights and obligations under this Contract or any part of this Contract without the prior written consent of the Supplier, such consent not to be unreasonably withheld or delayed by the Supplier. 
79 Prohibited Acts
79. [bookmark: _Ref442452767]The Supplier warrants and represents that:
79.0.1 [bookmark: _Ref442452768]it has not committed any offence under the Bribery Act 2010 or done any of the following (“Prohibited Acts”):
(i) [bookmark: _Ref442452769]offered, given or agreed to give any officer or employee of the Authority any gift or consideration of any kind as an inducement or reward for doing or not doing or for having done or not having done any act in relation to the obtaining or performance of this or any other agreement with the Authority or for showing or not showing favour or disfavour to any person in relation to this or any other agreement with the Authority; or
(ii) [bookmark: _Ref442452770]in connection with this Contract paid or agreed to pay any commission other than a payment, particulars of which (including the terms and conditions of the agreement for its payment) have been disclosed in writing to the Authority; and
79.0.2 [bookmark: _Ref442452771]it has in place adequate procedures to prevent bribery and corruption, as contemplated by section 7 of the Bribery Act 2010.
79.1 If the Supplier or its Staff (or anyone acting on its or their behalf) has done or does any of the Prohibited Acts or has committed or commits any offence under the Bribery Act 2010 with or without the knowledge of the Supplier in relation to this or any other agreement with the Authority:
79.1.1 the Authority shall be entitled:
(i) [bookmark: _Ref442452772]to terminate this Contract and recover from the Supplier the amount of any loss resulting from the termination;
(ii) [bookmark: _Ref442452773]to recover from the Supplier the amount or value of any gift, consideration or commission concerned; and
(iii) [bookmark: _Ref442452774]to recover from the Supplier any other loss or expense sustained in consequence of the carrying out of the Prohibited Act or the commission of the offence under the Bribery Act 2010; 
79.1.2 [bookmark: _Ref442452775]any termination under Clause 29.2.1 of this Schedule 2 of these Call-off Terms and Conditions shall be without prejudice to any right or remedy that has already accrued, or subsequently accrues, to the Authority; and
79.1.3 [bookmark: _Ref442452776]notwithstanding Clause 22 of this Schedule 2 of these Call-off Terms and Conditions, any Dispute relating to:
(i) [bookmark: _Ref442452777]the interpretation of Clause 29 of this Schedule 2 of these Call-off Terms and Conditions; or
(ii) [bookmark: _Ref442452778]the amount or value of any gift, consideration or commission,
shall be determined by the Authority, acting reasonably, and the decision shall be final and conclusive.
80 [bookmark: _Ref323649670][bookmark: _Ref326771008]General
80. [bookmark: _Ref442452779]Each of the Parties is independent of the other and nothing contained in this Contract shall be construed to imply that there is any relationship between the Parties of partnership or of principal/agent or of employer/employee nor are the Parties hereby engaging in a joint venture and accordingly neither of the Parties shall have any right or authority to act on behalf of the other nor to bind the other by agreement or otherwise, unless expressly permitted by the terms of this Contract.
80. [bookmark: _Ref442452780]Failure or delay by either Party to exercise an option or right conferred by this Contract shall not of itself constitute a waiver of such option or right.
80.2 [bookmark: _Ref442452781]The delay or failure by either Party to insist upon the strict performance of any provision, term or condition of this Contract or to exercise any right or remedy consequent upon such breach shall not constitute a waiver of any such breach or any subsequent breach of such provision, term or condition.
80.3 [bookmark: _Ref442452782]Any provision of this Contract which is held to be invalid or unenforceable in any jurisdiction shall be ineffective to the extent of such invalidity or unenforceability without invalidating or rendering unenforceable the remaining provisions of this Contract and any such invalidity or unenforceability in any jurisdiction shall not invalidate or render unenforceable such provisions in any other jurisdiction.
80.4 [bookmark: _Ref442452783]Each Party acknowledges and agrees that it has not relied on any representation, warranty or undertaking (whether written or oral) in relation to the subject matter of this Contract and therefore irrevocably and unconditionally waives any rights it may have to claim damages against the other Party for any misrepresentation or undertaking (whether made carelessly or not) or for breach of any warranty unless the representation, undertaking or warranty relied upon is set out in this Contract or unless such representation, undertaking or warranty was made fraudulently. 
80.5 Each Party shall bear its own expenses in relation to the preparation and execution of this Contract including all costs, legal fees and other expenses so incurred.
80.6 [bookmark: _Ref4754508]The rights and remedies provided in this Contract are independent, cumulative and not exclusive of any rights or remedies provided by general law, any rights or remedies provided elsewhere under this Contract or by any other contract or document. In this Clause 30.7 of this Schedule 2 of these Call-off Terms and Conditions, right includes any power, privilege, remedy, or proprietary or security interest. 
80.7 [bookmark: _Ref410397814]Unless otherwise expressly stated in this Contract, a person who is not a party to this Contract shall have no right to enforce any terms of it which confer a benefit on such person except that a Successor and/or a Third Party may directly enforce any indemnities or other rights provided to it under this Contract.  No such person shall be entitled to object to or be required to consent to any amendment to the provisions of this Contract.
80.8 [bookmark: _Ref442453422][bookmark: _Ref442776897][bookmark: _Ref442452784]This Contract, any variation in writing signed by an authorised representative of each Party and any document referred to (explicitly or by implication) in this Contract or any variation to this Contract, contain the entire understanding between the Supplier and the Authority relating to the supply of the Goods and the provision of the Services to the exclusion of all previous agreements, confirmations and understandings and there are no promises, terms, conditions or obligations whether oral or written, express or implied other than those contained or referred to in this Contract.  Nothing in this Contract seeks to exclude either Party's liability for Fraud.  Any tender conditions and/or disclaimers set out in the Authority’s procurement documentation leading to the award of this Contract shall form part of this Contract.
80.9 [bookmark: _Ref442452785]This Contract, and any Dispute or claim arising out of or in connection with it or its subject matter (including any non-contractual claims), shall be governed by, and construed in accordance with, the laws of England and Wales.
80.10 [bookmark: _Ref442452786]Subject to Clause 22 of this Schedule 2 of these Call-off Terms and Conditions, the Parties irrevocably agree that the courts of England and Wales shall have non-exclusive jurisdiction to settle any Dispute or claim that arises out of or in connection with this Contract or its subject matter.
80.11 [bookmark: _Ref442452787]All written and oral communications and all written material referred to under this Contract shall be in English. 



[bookmark: _Ref351036323]
Information Governance Provisions
1. Confidentiality
81.1 [bookmark: _Ref442452788]In respect of any Confidential Information it may receive directly or indirectly from the other Party (“Discloser”) and subject always to the remainder of Clause 1 of this Schedule 3 of these Call-off Terms and Conditions, each Party (“Recipient”) undertakes to keep secret and strictly confidential and shall not disclose any such Confidential Information to any third party without the Discloser’s prior written consent provided that:
81.1.1 [bookmark: _Ref442452789]the Recipient shall not be prevented from using any general knowledge, experience or skills which were in its possession prior to the Commencement Date;
81.1.2 [bookmark: _Ref442452790]the provisions of Clause 1 of this Schedule 3 of these Call-off Terms and Conditions shall not apply to any Confidential Information:
(i) [bookmark: _Ref442452791]which is in or enters the public domain other than by breach of this Contract or other act or omissions of the Recipient;
(ii) [bookmark: _Ref442452792]which is obtained from a third party who is lawfully authorised to disclose such information without any obligation of confidentiality;
(iii) [bookmark: _Ref442452793]which is authorised for disclosure by the prior written consent of the Discloser; 
(iv) [bookmark: _Ref442452794]which the Recipient can demonstrate was in its possession without any obligation of confidentiality prior to receipt of the Confidential Information from the Discloser; or
(v) [bookmark: _Ref442452795]which the Recipient is required to disclose purely to the extent to comply with the requirements of any relevant stock exchange. 
81.2 Nothing in Clause 1 of this Schedule 3 of these Call-off Terms and Conditions shall prevent the Recipient from disclosing Confidential Information where it is required to do so by judicial, administrative, governmental or regulatory process in connection with any action, suit, proceedings or claim or otherwise by applicable Law, including the Freedom of Information Act 2000 (“FOIA”), Codes of Practice on Access to Government Information, on the Discharge of Public Authorities’ Functions or on the Management of Records (“Codes of Practice”) or the Environmental Information Regulations 2004 (“Environmental Regulations”).
81.3 [bookmark: _Ref390152570]The Authority may disclose the Supplier’s Confidential Information:
81.3.1 [bookmark: _Ref442452796]on a confidential basis, to any Contracting Authority (the Parties agree that all Contracting Authorities receiving such Confidential Information shall be entitled to further disclose the Confidential Information to other Contracting Authorities on the basis that the information is confidential and is not to be disclosed to a third party which is not part of any Contracting Authority);
81.3.2 [bookmark: _Ref442452797]on a confidential basis, to any consultant, contractor or other person engaged by the Authority and/or the Contracting Authority receiving such information;
81.3.3 [bookmark: _Ref442452798]to any relevant party for the purpose of the examination and certification of the Authority’s accounts; 
81.3.4 [bookmark: _Ref442452799]to any relevant party for any examination pursuant to section 6(1) of the National Audit Act 1983 of the economy, efficiency and effectiveness with which the Authority has used its resources; 
81.3.5 [bookmark: _Ref442452800]to Parliament and Parliamentary Committees or if required by any Parliamentary reporting requirements; or
81.3.6 [bookmark: _Ref442452801]on a confidential basis to a proposed successor body in connection with any proposed or actual, assignment, novation or other disposal of rights, obligations, liabilities or property in connection with this Contract; 
and for the purposes of this Contract, references to disclosure "on a confidential basis" shall mean the Authority making clear the confidential nature of such information and that it must not be further disclosed except in accordance with Law or this Clause 1.3 of this Schedule 3 of these Call-off Terms and Conditions. 
81.4 [bookmark: _Ref442452802]The Supplier may only disclose the Authority’s Confidential Information, and any other information provided to the Supplier by the Authority in relation to this Contract, to the Supplier’s Staff or professional advisors who are directly involved in the performance of or advising on the Supplier’s obligations under this Contract. The Supplier shall ensure that such Staff or professional advisors are aware of and shall comply with the obligations in Clause 1 of this Schedule 3 of these Call-off Terms and Conditions as to confidentiality and that all information, including Confidential Information, is held securely, protected against unauthorised use or loss and, at the Authority’s written discretion, destroyed securely or returned to the Authority when it is no longer required.  The Supplier shall not, and shall ensure that the Staff do not, use any of the Authority’s Confidential Information received otherwise than for the purposes of performing the Supplier’s obligations in this Contract. 
81.5 [bookmark: _Ref442452803]For the avoidance of doubt, save as required by Law or as otherwise set out in this Schedule 3 of these Call-off Terms and Conditions, the Supplier shall not, without the prior written consent of the Authority (such consent not to be unreasonably withheld or delayed), announce that it has entered into this Contract and/or that it has been appointed as a Supplier to the Authority and/or make any other announcements about this Contract. 
81.6 [bookmark: _Ref442452804]Clause 1 of this Schedule 3 of these Call-off Terms and Conditions shall remain in force:
81.6.1 [bookmark: _Ref442452805]without limit in time in respect of Confidential Information which comprises Personal Data or which relates to national security; and
81.6.2 [bookmark: _Ref442452806]for all other Confidential Information for a period of three (3) years after the expiry or earlier termination of this Contract unless otherwise agreed in writing by the Parties. 
82 Data protection
82.1 [bookmark: _Ref442452807][bookmark: _Ref4754509]The Parties acknowledge their respective duties under Data Protection Legislation and shall give each other all reasonable assistance as appropriate or necessary to enable each other to comply with those duties. For the avoidance of doubt, the Supplier shall take reasonable steps to ensure it is familiar with the Data Protection Legislation and any obligations it may have under such Data Protection Legislation and shall comply with such obligations.
82.2 [bookmark: _Ref442453446][bookmark: _Ref442452813]Where the Supplier is Processing Personal Data and/or the Parties are otherwise sharing Personal Data under or in connection with this Contract, the Parties shall comply with the Data Protection Protocol in respect of such matters. 
82.3 [bookmark: _Ref442452814]The Supplier and the Authority shall ensure that patient related Personal Data is safeguarded at all times in accordance with the Law, and this obligation will include (if transferred electronically) only transferring patient related Personal Data (a) if essential, having regard to the purpose for which the transfer is conducted; and (b) that is encrypted in accordance with any international data encryption standards for healthcare, and as otherwise required by those standards applicable to the Authority under any Law and Guidance (this includes, data transferred over wireless or wired networks, held on laptops, CDs, memory sticks and tapes).
82.4 [bookmark: _Ref442453452][bookmark: _Ref442452815][bookmark: _Ref4754511][bookmark: _Ref442452817]Where, as a requirement of this Contract, the Supplier is Processing Personal Data relating to NHS patients and/or service users and/or has access to NHS systems as part of the Services, the Supplier shall: 
82.4.1 [bookmark: _Ref442453453][bookmark: _Ref442452824]complete and publish an annual information governance assessment using the Data Security and Protection toolkit;
82.4.2 [bookmark: _Ref442453454]achieve all relevant requirements in the relevant Data Security and Protection toolkit; 
82.4.3 [bookmark: _Ref442453455]nominate an information governance lead able to communicate with the Supplier’s board of directors or equivalent governance body, who will be responsible for information governance and from whom the Supplier’s board of directors or equivalent governance body will receive regular reports on information governance matters including, but not limited to, details of all incidents of data loss and breach of confidence;
82.4.4 [bookmark: _Ref442453456]report all incidents of data loss and breach of confidence in accordance with Department of Health and Social Care and/or the NHS England and/or Health and Social Care Information Centre guidelines;
82.4.5 [bookmark: _Ref442453457]put in place and maintain policies that describe individual personal responsibilities for handling Personal Data and apply those policies vigorously;
82.4.6 [bookmark: _Ref442453458]put in place and maintain a policy that supports its obligations under the NHS Care Records Guarantee (being the rules which govern information held in the NHS Care Records Service, which is the electronic patient/service user record management service providing authorised healthcare professionals access to a patient’s integrated electronic care record);
82.4.7 [bookmark: _Ref442453459]put in place and maintain agreed protocols for the lawful sharing of Personal Data with other NHS organisations and (as appropriate) with non-NHS organisations in circumstances in which sharing of that data is required under this Contract;
82.4.8 [bookmark: _Ref442453460]where appropriate, have a system in place and a policy for the recording of any telephone calls in relation to the Services, including the retention and disposal of those recordings; 
82.4.9 at all times comply with any information governance requirements and/or processes as may be set out in the Specification and Tender Response Document; and
82.4.10 comply with any new and/or updated requirements, Guidance and/or Policies notified to the Supplier by the Authority from time to time (acting reasonably) relating to the Processing and/or protection of Personal Data. 
82.5 Where any Personal Data is Processed by any Sub-contractor of the Supplier in connection with this Contract, the Supplier shall procure that such Sub-contractor shall comply with the relevant obligations set out in Clause 2 of this Schedule 3 of these Call-off Terms and Conditions, as if such Sub-contractor were the Supplier.  
82.6 [bookmark: _Ref352860921]The Supplier shall indemnify and keep the Authority indemnified against, any loss, damages, costs, expenses (including without limitation legal costs and expenses), claims or proceedings whatsoever or howsoever arising from the Supplier’s unlawful or unauthorised Processing, destruction and/or damage to Personal Data in connection with this Contract.
83 [bookmark: _Ref442452825]Freedom of Information and Transparency
83.1 [bookmark: _Ref442452826]The Parties acknowledge the duties of Contracting Authorities under the FOIA, Codes of Practice and Environmental Regulations and shall give each other all reasonable assistance as appropriate or necessary to enable compliance with those duties.
83.2 [bookmark: _Ref442452827]The Supplier shall assist and cooperate with the Authority to enable it to comply with its disclosure obligations under the FOIA, Codes of Practice and Environmental Regulations.  The Supplier agrees:
83.2.1 [bookmark: _Ref442452828]that this Contract and any recorded information held by the Supplier on the Authority’s behalf for the purposes of this Contract are subject to the obligations and commitments of the Authority under the FOIA, Codes of Practice and Environmental Regulations;
83.2.2 [bookmark: _Ref442452829]that the decision on whether any exemption to the general obligations of public access to information applies to any request for information received under the FOIA, Codes of Practice and Environmental Regulations is a decision solely for the Authority;
83.2.3 [bookmark: _Ref442452830]that where the Supplier receives a request for information under the FOIA, Codes of Practice and Environmental Regulations and the Supplier itself is subject to the FOIA, Codes of Practice and Environmental Regulations it will liaise with the Authority as to the contents of any response before a response to a request is issued and will promptly (and in any event within two (2) Business Days) provide a copy of the request and any response to the Authority;
83.2.4 [bookmark: _Ref442452831]that where the Supplier receives a request for information under the FOIA, Codes of Practice and Environmental Regulations and the Supplier is not itself subject to the FOIA, Codes of Practice and Environmental Regulations, it will not respond to that request (unless directed to do so by the Authority) and will promptly (and in any event within two (2) Business Days) transfer the request to the Authority;
83.2.5 [bookmark: _Ref442452832]that the Authority, acting in accordance with the Codes of Practice issued and revised from time to time under both section 45 of FOIA, and regulation 16 of the Environmental Regulations, may disclose information concerning the Supplier and this Contract; and
83.2.6 [bookmark: _Ref442452833]to assist the Authority in responding to a request for information, by processing information or environmental information (as the same are defined in FOIA and the Environmental Regulations) in accordance with a records management system that complies with all applicable records management recommendations and codes of conduct issued under section 46 of FOIA, and providing copies of all information requested by the Authority within five (5) Business Days of that request and without charge.
83.3 [bookmark: _Ref442452834]The Parties acknowledge that, except for any information which is exempt from disclosure in accordance with the provisions of the FOIA, Codes of Practice and Environmental Regulations, the content of this Contract is not Confidential Information.
83.4 Notwithstanding any other term of this Contract, the Supplier consents to the publication of this Contract in its entirety (including variations), subject only to the redaction of information that is exempt from disclosure in accordance with the provisions of the FOIA, Codes of Practice and Environmental Regulations.
83.5 [bookmark: _Ref442452835]In preparing a copy of this Contract for publication under Clause 3.4 of this Schedule 3 of these Call-off Terms and Conditions, the Authority may consult with the Supplier to inform decision making regarding any redactions but the final decision in relation to the redaction of information will be at the Authority’s absolute discretion.
83.6 [bookmark: _Ref442452836]The Supplier shall assist and cooperate with the Authority to enable the Authority to publish this Contract.
83.7 [bookmark: _Ref442452837]Where any information is held by any Sub-contractor of the Supplier in connection with this Contract, the Supplier shall procure that such Sub-contractor shall comply with the relevant obligations set out in Clause 3 of this Schedule 3 of these Call-off Terms and Conditions, as if such Sub-contractor were the Supplier.  
84 [bookmark: _Ref442452838]Information Security
84.1 [bookmark: _Ref442452839]Without limitation to any other information governance requirements set out in this Schedule 3 of these Call-off Terms and Conditions, the Supplier shall: 
84.1.1 [bookmark: _Ref442452840]notify the Authority forthwith of any information security breaches or near misses (including without limitation any potential or actual breaches of confidentiality or actual information security breaches) in line with the Authority’s information governance Policies; and 
84.1.2 [bookmark: _Ref442452841]fully cooperate with any audits or investigations relating to information security and any privacy impact assessments undertaken by the Authority and shall provide full information as may be reasonably requested by the Authority in relation to such audits, investigations and assessments.  
84.2 [bookmark: _Ref442452842]Where required in accordance with the Specification and Tender Response Document, the Supplier will ensure that it puts in place and maintains an information security management plan appropriate to this Contract, the type of Services being provided and the obligations placed on the Supplier under this Contract. The Supplier shall ensure that such plan is consistent with any relevant Policies, Guidance, Good Industry Practice and with any relevant quality standards as may be set out in the Specification and Tender Response Document. 
84.3 [bookmark: _Ref442452843]Where required in accordance with the Specification and Tender Response Document, the Supplier shall obtain and maintain certification under the HM Government Cyber Essentials Scheme at the level set out in the Specification and Tender Response Document. 


Definitions and Interpretations
1. Definitions
85. [bookmark: _Ref442452844]In this Contract the following words shall have the following meanings unless the context requires otherwise: 

	“Actual Services Commencement Date”
	85.1 [bookmark: _Ref442452845]means the date the Supplier actually commences delivery of all of the Services;

	“Anti-Slavery Policy”
	85.2 has the meaning given under Clause 19.2.2 of Schedule 2 of these Call-off Terms and Conditions;

	“Authority”
	85.3 [bookmark: _Ref442452848]means the authority named on the Order Form;

	“Authority’s Obligations”
	85.4 means the Authority’s further obligations, if any, referred to in the Specification and Tender Response Document and/or the Order Form;

	“Breach Notice”
	85.5 [bookmark: _Ref4754515]means a written notice of breach given by one Party to the other, notifying the Party receiving the notice of its breach of this Contract;

	“Business Continuity Event”
	85.6 [bookmark: _Ref442452853]means any event or issue that could impact on the operations of the Supplier and its ability to supply the Goods and/or provide the Services including a pandemic and any Force Majeure Event;

	“Business Continuity Plan”
	85.7 [bookmark: _Ref442452854]means the Supplier’s business continuity plan which includes its plans for continuity of the supply of the Goods and the provision of the Services during a Business Continuity Event;

	“Business Day”
	85.8 [bookmark: _Ref442452855]means any day other than Saturday, Sunday, Christmas Day, Good Friday or a statutory bank holiday in England and Wales;

	“Cabinet Office Statement”
	85.9 [bookmark: _Ref442452856]the Cabinet Office Statement of Practice – Staff Transfers in the Public Sector 2000 (as revised 2013) as may be amended or replaced;

	“Call-off Terms and Conditions”
	85.10 [bookmark: _Ref4754516]means these Call-off Terms and Conditions for the Supply of Goods and Provision of Services (Homecare Medicines); 

	“Change Control Process”
	85.11 [bookmark: _Toc303948969][bookmark: _Toc303949729][bookmark: _Toc303950496][bookmark: _Toc303951276][bookmark: _Toc304135359][bookmark: _Ref377732505]means the change control process, if any, referred to in any Key Provisions;  

	“Change in Law”
	85.12 means any change in Law which impacts on the supply of the Goods and/or provision of the Services which comes into force after the Commencement Date;

	“Codes of Practice”
	85.13 [bookmark: _Ref442452858]shall have the meaning given to the term in Clause 1.2 of Schedule 3 of these Call-off Terms and Conditions; 

	“Commencement Date”
	85.14 [bookmark: _Ref442452859]means the date of the Purchase Order forming part of the Order Form;

	“Comparable Supply”
	85.15 means the supply of services and/or goods to another customer of the Supplier that are the same or similar to any of the Services and/or Goods;

	“Confidential Information”
	85.16 [bookmark: _Ref442452861]means information, data and material of any nature, which either Party may receive or obtain in connection with the conclusion and/or operation of the Contract including any procurement process which is:
(a) [bookmark: _Ref442452862]Personal Data including without limitation which relates to any patient or other Patient or his or her treatment or clinical or care history; 
(b) [bookmark: _Ref442452863]designated as confidential by either party or that ought reasonably to be considered as confidential (however it is conveyed or on whatever media it is stored); and/or
(c) [bookmark: _Ref442452864]Policies and such other documents which the Supplier may obtain or have access to through the Authority’s intranet;

	“Contract”
	[bookmark: _Ref442452865]means the Order Form, the provisions on the front page and all Schedules of these Call-off Terms and Conditions, the Specification and Tender Response Document and the applicable provisions of the Framework Agreement; 

	“Contracting Authority”
	means any contracting authority as defined in Regulation 3 of the Public Contracts Regulations 2015 (SI 2015/102) (as amended), other than the Authority;

	“Contract Manager”
	[bookmark: _Ref442452866]means for the Authority and for the Supplier the individuals specified in the Order Form or as otherwise agreed between the Parties in writing or such other person notified by a Party to the other Party from time to time in accordance with Clause 8.1 of Schedule 2 of these Call-off Terms and Conditions;  

	“Contract Price”
	[bookmark: _Ref442452867]means the price exclusive of VAT that is payable to the Supplier by the Authority under the Contract for the full and proper performance by the Supplier of its obligations under the Contract calculated in accordance with the provisions of the Framework Agreement and as confirmed in the Order Form;

	“Controller”
	85.17 shall have the meaning as set out in the UK GDPR;

	“Convictions”
	85.18 [bookmark: _Ref442452868]means, other than in relation to minor road traffic offences, any previous or pending prosecutions, convictions, cautions and binding-over orders (including any spent convictions as contemplated by Section 1(1) of the Rehabilitation of Offenders Act 1974 or any replacement or amendment to that Act);

	“Critical Service Failure”
	85.19 [bookmark: _Ref442452869][bookmark: _Ref4754518]shall have the meaning given to the term in Clause 2.2 of Schedule 2 of these Call-off Terms and Conditions; 

	“Data Protection Legislation” 
	85.20 means the Data Protection Act 2018 and the UK GDPR and any other applicable laws of England and Wales relating to the protection of Personal Data and the privacy of individuals (all as amended, updated, replaced or re-enacted from time to time);

	“Data Protection Protocol”
	85.21 [bookmark: _Ref4754520]means any document of that name as provided to the Supplier by the Authority (as amended from time to time in accordance with its terms) which shall include, without limitation, any such document appended to the Order Form;

	“Defective Goods”
	85.22 [bookmark: _Ref442453512]has the meaning given under Clause 3.6 of  of these Call-off Terms and Conditions;

	“Dispute(s)”
	85.23 [bookmark: _Ref4754521]means any dispute, difference or question of interpretation or construction arising out of or in connection with this Contract, including any dispute, difference or question of interpretation relating to the Goods and/or Services, any matters of contractual construction and interpretation relating to the Contract, or any matter where this Contract directs the Parties to resolve an issue by reference to the Dispute Resolution Procedure;

	“Dispute Notice”
	85.24 [bookmark: _Ref4754522]means a written notice served by one Party to the other stating that the Party serving the notice believes there is a Dispute; 

	“Dispute Resolution Procedure”
	85.25 [bookmark: _Ref442452877]means the process for resolving Disputes as set out in Clause 22 of Schedule 2 of these Call-off Terms and Conditions;

	“DOTAS”
	85.26 [bookmark: _Ref442452878]means the Disclosure of Tax Avoidance Schemes rules which require a promoter of tax schemes to tell HM Revenue and Customs of any specified notifiable arrangements or proposals and to provide prescribed information on those arrangements or proposals within set time limits as contained in Part 7 of the Finance Act 2004 and in secondary legislation made under vires contained in Part 7 of the Finance Act 2004 and as extended to National Insurance Contributions by the National Insurance Contributions (Application of Part 7 of the Finance Act 2004) Regulations 2012, SI 2012/1868 made under s.132A Social Security Administration Act 1992;

	“Electronic Trading System(s)”
	85.27 [bookmark: _Ref442452879]means such electronic data interchange system and/or world wide web application and/or other application with such message standards and protocols as the Authority may specify from time to time; 

	“Employment Liabilities”
	85.28 [bookmark: _Ref442452883]means all claims, demands, actions, proceedings, damages, compensation, tribunal awards, fines, costs (including but not limited to reasonable legal costs), expenses and all other liabilities whatsoever;

	“Environmental Regulations”
	85.29 [bookmark: _Ref442452884]shall have the meaning given to the term in Clause 1.2 of Schedule 3 of these Call-off Terms and Conditions;

	“eProcurement Guidance” 

	means the NHS eProcurement Strategy available via:
1.26	 http://www.gov.uk/government/collections/nhs-procurement
85.30 [bookmark: _Ref442453524]together with any further Guidance issued by the Department of Health and Social Care in connection with it;

	“Equality Legislation”
	85.31 [bookmark: _Ref442452888]means any and all legislation, applicable guidance and statutory codes of practice relating to equality, diversity, non-discrimination and human rights as may be in force in England and Wales from time to time including, but not limited to, the Equality Act 2010, the Part-time Workers (Prevention of Less Favourable Treatment) Regulations 2000 and the Fixed-term Employees (Prevention of Less Favourable Treatment) Regulations 2002 (SI 2002/2034) and the Human Rights Act 1998; 

	“EU References”
	85.32 shall have the meaning given to the term in Clause 1.16 of this Schedule 4 of these Call-off Terms and Conditions;

	“Evergreen Supplier Assessment”
	85.33 Shall have the meaning given to the term in Clause 8.2 of Schedule 1 of these Call-off Terms and Conditions; 

	“Exit Day”
	85.34 shall have the meaning in the European Union (Withdrawal) Act 2018;

	“Fair Deal for Staff Pensions”
	85.35 [bookmark: _Ref442452889]means guidance issued by HM Treasury entitled “Fair Deal for staff pensions: staff transfer from central government” issued in October 2013 (as amended, supplemented or replaced);

	“FOIA”
	85.36 [bookmark: _Ref442452890]shall have the meaning given to the term in Clause 1.2 of Schedule 3 of these Call-off Terms and Conditions; 

	“Force Majeure Event”
	85.37 [bookmark: _Ref442452891]means any event beyond the reasonable control of the Party in question to include, without limitation:  
1. [bookmark: _Ref442452892]war including civil war (whether declared or undeclared), riot, civil commotion or armed conflict materially affecting either Party’s ability to perform its obligations under this Contract;
(e) [bookmark: _Ref442452893]acts of terrorism;
(f) [bookmark: _Ref442452894]flood, storm or other natural disasters; 
(g) [bookmark: _Ref442452895]fire;
(h) [bookmark: _Ref442452896]unavailability of public utilities and/or access to transport networks to the extent no diligent supplier could reasonably have planned for such unavailability as part of its business continuity planning;
(i) [bookmark: _Ref442452897]government requisition or impoundment to the extent such requisition or impoundment does not result from any failure by the Supplier to comply with any relevant regulations, laws or procedures (including such laws or regulations relating to the payment of any duties or taxes) and subject to the Supplier having used all reasonable legal means to resist such requisition or impoundment; 
(j) [bookmark: _Ref442452898]compliance with any local law or governmental order, rule, regulation or direction applicable outside of England and Wales that could not have been reasonably foreseen; 
(k) [bookmark: _Ref442452899]industrial action which affects the ability of the Supplier to supply the Goods and/or to provide the Services, but which is not confined to the workforce of the Supplier or the workforce of any Sub-contractor of the Supplier; and
(l) [bookmark: _Ref442452900]a failure in the Supplier’s and/or Authority’s supply chain to the extent that such failure is due to any event suffered by a member of such supply chain, which would also qualify as a Force Majeure Event in accordance with this definition had it been suffered by one of the Parties;
but excluding, for the avoidance of doubt, any event or other consequence arising as a result of or in connection with the withdrawal of the United Kingdom from the European Union;

	“Framework Agreement”
	means the Framework Agreement referred as part of the Order Form; 

	“Fraud”
	means any offence under any law in respect of fraud in relation to this Contract or defrauding or attempting to defraud or conspiring to defraud the government, parliament or any Contracting Authority;

	“General Anti-Abuse Rule”
	85.38 [bookmark: _Ref442452901]means:
1. [bookmark: _Ref442452902]the legislation in Part 5 of the Finance Act 2013; and 
1. [bookmark: _Ref442452903]any future legislation introduced into parliament to counteract tax advantages arising from abusive arrangements to avoid national insurance contributions;

	“General Change in Law”
	85.39 means a Change in Law where the change is of a general legislative nature (including taxation or duties of any sort affecting the Supplier) or which affects or relates to a Comparable Supply;

	“Good Clinical Practice”
	means using standards, practices, methods and procedures conforming to the Law and reflecting up-to-date published evidence and using that degree of skill and care, diligence, prudence and foresight which would reasonably and ordinarily be expected from a skilled, efficient and experienced clinical services provider and a person providing services the same as or similar to the Services at the time the Services are provided; 

	“Good Industry Practice”
	85.40 [bookmark: _Ref442452904]means the exercise of that degree of skill, diligence, prudence, risk management, quality management and foresight which would reasonably and ordinarily be expected from a skilled and experienced supplier and/or service provider engaged in the manufacture and/or supply of goods and/or the provision of services similar to the Goods and Services under the same or similar circumstances as those applicable to this Contract; including, in accordance with any codes of practice published by relevant trade associations, without limitation, in accordance with Good Clinical Practice;  

	“Goods”
	85.41 [bookmark: _Ref442452905]means all goods, materials or items that the Supplier is required to supply to the Authority and/or Patients under this Contract (including, without limitation, to meet the requirements of the Specification and Tender Response Document). For the avoidance of doubt, this shall include, without limitation, any medicinal products supplied and/or administered direct to Patients by the Supplier in accordance with this Contract and any medical devices, products ancillary to medicinal products and/or medical devices and/or any other equipment, products and/or items supplied and/or administered to Patients by the Supplier; 

	“Guidance”
	85.42 means any applicable guidance, supplier code of conduct, direction or determination and any policies, advice or industry alerts which apply to the Goods and/or Services, to the extent that the same are published and publicly available or the existence or contents of them have been notified to the Supplier by the Authority and/or have been published and/or notified to the Supplier by the Department of Health and Social Care, NHS England and NHS Improvement, the Medicines and Healthcare products Regulatory Agency, the European Medicines Agency, the European Commission, the Care Quality Commission, the National Institute for Health and Care Excellence and/or any other regulator or competent body;

	“Halifax Abuse Principle”
	85.43 [bookmark: _Ref442452907]means the principle explained in the European Court of Justice Case C-255/02 Halifax and others;

	“HM Government Cyber Essentials Scheme
	85.44 [bookmark: _Ref442452908]means the HM Government Cyber Essentials Scheme as further defined in the documents relating to this scheme published at:
85.45 https://www.gov.uk/government/publications/cyber-essentials-scheme-overview;

	“Implementation Plan”
	85.46 [bookmark: _Ref442453547]means the implementation plan, if any, referred to in the Key Provisions;

	“Implementation Requirements”
	85.47 [bookmark: _Ref4754523]means the Authority’s implementation and mobilisation requirements (if any), as may be  set out in the Specification and Tender Response Document and/or otherwise as part of this Contract, which the Supplier must comply with as part of implementing the Services;

	“Intellectual Property Rights”
	means all patents, copyright, design rights, registered designs, trade marks, know-how, database rights, confidential formulae and any other intellectual property rights and the rights to apply for patents and trade marks and registered designs; 

	“Interested Party”
	85.48 [bookmark: _Ref442452912]means any organisation which has a legitimate interest in providing services of the same or similar nature to the Services in immediate or proximate succession to the Supplier or any Sub-contractor and who had confirmed such interest in writing to the Authority;

	“Key Provisions”
	85.49 [bookmark: _Ref442452913]means the key provisions set out in Schedule 1 of these Call-off Terms and Conditions and/or as part of the Order Form;

	“KPI”
	85.50 [bookmark: _Ref442452914]means the key performance indicators, Service performance requirements, Service levels and Service standards as set out in the Specification and Tender Response Document and/or elsewhere as part of this Contract and/or as part of any management information (to include, without limitation, as part of any relevant templates) that the Supplier is required to provide in accordance with the Specification and Tender Response Document; 

	“Law”
	[bookmark: _Ref442453552][bookmark: _Ref442452915]means any applicable legal requirements including, without limitation,:
(a) [bookmark: _Ref4754524][bookmark: _Ref442453553]any applicable statute or proclamation, delegated or subordinate legislation, bye-law, order, regulation or instrument as applicable in England and Wales;  
(b) [bookmark: _Ref442453554]any applicable European Union obligation, directive, regulation, decision, law or right (including any such obligations, directives, regulations, decisions, laws or rights that are incorporated into the law of England and Wales or given effect in England and Wales by any applicable statute, proclamation, delegated or subordinate legislation, bye-law, order, regulation or instrument);
(c) [bookmark: _Ref4754525][bookmark: _Ref442453556]any enforceable community right within the meaning of section 2(1) European Communities Act 1972;
(d) [bookmark: _Ref4754526]any applicable judgment of a relevant court of law which is a binding precedent in England and Wales;
(e) [bookmark: _Ref442453557]requirements set by any regulatory body as applicable in England and Wales;
(f) [bookmark: _Ref442453558][bookmark: _Ref4754527]any relevant code of practice as applicable in England and Wales; and
(g) [bookmark: _Ref4754528]any relevant collective agreement and/or international law provisions (to include, without limitation, as referred to in (a) to (f) above);

	“Long Stop Date”
	means the date, if any, specified in the Specification and Tender Response Document;

	“Net Zero and Social Value Commitments”
	means the Supplier’s net zero and social value commitments, each as set out in the Key Provisions and/or the Specification and Tender Response Document; 

	“Net Zero and Social Value Contract Commitments”
	shall have the meaning given to the term in Clause 8.4 of Schedule 1 of these Call-off Terms and Conditions;

	“NHS”
	means the National Health Service;

	“Occasion of Tax Non-Compliance”
	means: 
(a)  any tax return of the Supplier submitted to a Relevant Tax Authority on or after 1 October 2012 is found on or after 1 April 2013 to be incorrect as a result of: 
     (i)  a Relevant Tax Authority successfully challenging the Supplier under the General Anti-Abuse Rule or the Halifax Abuse Principle or under any tax rules or legislation that have an effect equivalent or similar to the General Anti-Abuse Rule or the Halifax Abuse Principle; 
     (ii)  the failure of an avoidance scheme which the Supplier was involved in, and which was, or should have been, notified to a Relevant Tax Authority under the DOTAS or any equivalent or similar regime; and/or 
(b)  any tax return of the Supplier submitted to a Relevant Tax      Authority on or after 1 October 2012 gives rise, on or after 1 April 2013, to a criminal conviction in any jurisdiction for tax related offences which is not spent at the Effective Date or to a civil penalty for fraud or evasion;

	“Order Form”
	means the order form for the Goods and/or Services issued by the Authority in accordance with the Framework Agreement;

	“Party”
	means the Authority or the Supplier as appropriate and Parties means both the Authority and the Supplier; 

	“Patient” 
	means any patient receiving Goods and/or Services from the Supplier in accordance with this Contract;

	“Personal Data”
	shall have the same meaning as set out in the UK GDPR; 

	“Policies”
	means the policies, rules and procedures of the Authority as notified to the Supplier from time to time; 

	“Premises and Locations”
	has the meaning given under Clause 4.1 of Schedule 2 of these Call-off Terms and Conditions;

	“Process”
	shall have the same meaning as set out in the UK GDPR. Processing and Processed shall be construed accordingly;

	“Processor”
	85.51 shall have the meaning as set out in the UK GDPR;

	“Product Information”
	means information concerning the Goods as may be set out in the Specification and Tender Response Document or as reasonably requested by the Authority and supplied by the Supplier to the Authority in accordance with Clause 20 of Schedule 2 of these Call-off Terms and Conditions for inclusion in the Authority's product catalogue from time to time;

	“Purchase Order”
	means the purchase order issued by the Authority (in accordance with its financial systems) in relation to any required Goods and/or Services; 

	“Rejected Goods”
	has the meaning given under Clause 3.2 of Schedule 2 of these Call-off Terms and Conditions;

	“Relevant Activities”
	means the procurement, purchasing, sale, manufacture, assembly, compounding, importation, storage, distribution, dispensing, supply, delivery, installation, administration of the Goods or any other activities and services required to be carried out under and/or in connection with this Contract by the Supplier and/or a member of the Supplier’s supply chain; 

	“Relevant Tax Authority”
	means HM Revenue and Customs, if applicable, a tax authority in the jurisdiction in which the Supplier is established;

	“Remedial Proposal”
	has the meaning given under Clause 15.3 of Schedule 2 of these Call-off Terms and Conditions; 

	“Requirement to Recall”
	has the meaning given under 3.2 of Schedule 2 of these Call-off Terms and Conditions;

	“Services”
	means the homecare medicines services and all related services set out in this Contract that the Supplier is required to provide (including, without limitation, the services required to meet the requirements of the Specification and Tender Response Document), which shall include, without limitation, any services provided in connection with any Relevant Activities and/or direct to Patients by the Supplier and/or a member of its supply chain under and/or in connection with this Contract; 

	“Services Commencement Date”
	means the date delivery of the Services shall commence as specified in the Order Form. If no date is specified in the Order Form, this services commencement date shall be the date specified in the Purchase Order;

	“Services Information”
	means information concerning the Services as may be set out in the Specification and Tender Response Document and/or as reasonably requested by the Authority and supplied by the Supplier to the Authority in accordance with Clause 20 of Schedule 2 of these Call-off Terms and Conditions for inclusion in the Authority's services catalogue from time to time;

	“Slavery Act”
	has the meaning given in Clause 19.2.1 of Schedule 2 of these Call-off Terms and Conditions;

	“Specification and Tender Response Document”
	means the Specification and Tender Response Document set out in the Framework Agreement as supplemented by any further information set out and/or referred to in the Order Form and as amended and/or updated in accordance with this Contract;

	“Specific Change in Law”
	means a Change in Law that relates specifically to the business of the Authority and which would not affect a Comparable Supply;

	“Staff”
	means all persons employed or engaged by the Supplier to perform its obligations under this Contract including any Sub-contractors and person employed or engaged by such Sub-contractors; 

	“Sub-contract”
	means a contract between two or more suppliers, at any stage of remoteness from the Supplier in a sub-contracting chain, made wholly or substantially for the purpose of performing (or contributing to the performance of) the whole or any part of this Contract; 

	“Sub-contractor”
	means a party to a Sub-contract other than the Supplier; 

	“Subsequent Transfer Date” 

	means the point in time, if any, at which services which are fundamentally the same as the Services (either in whole or in part) are first provided by a Successor or the Authority, as appropriate, giving rise to a relevant transfer under TUPE;

	“Subsequent Transferring Employees”
	means any employee, agent, consultant and/or contractor who, immediately prior to the Subsequent Transfer Date, is wholly or mainly engaged in the performance of services fundamentally the same as the Services (either in whole or in part) which are to be undertaken by the Successor or Authority, as appropriate;

	“Successor” 

	means any third party who provides services fundamentally the same as the Services (either in whole or in part) in immediate or subsequent succession to the Supplier upon the expiry or earlier termination of this Contract;

	“Supplier”
	85.52 [bookmark: _Ref442452922]means the supplier named in the Order Form;

	“Supplier Code of Conduct”
	85.53 [bookmark: _Ref4754530]means the code of that name published by the Government Commercial Function originally dated September 2017, as may be amended, restated, updated, re-issued or re-named from time to time;   

	“Supplier Net Zero Corporate Champion”
	85.54 shall have the meaning given to the term in Clause 10.3  of Schedule 1 of these Call-off Terms and Conditions; 

	“Supplier Personnel”
	means any employee, agent, consultant and/or contractor of the Supplier or Sub-contractor who is either partially or fully engaged in the performance of the Services;

	“Supplier Net Zero and Social Value Contract Champion”
	shall have the meaning given to the term in Clause 10.6 of Schedule 1 of these Call-off Terms and Conditions; 

	“Term”
	means the term as referred to in the Key Provisions;

	“Termination Notice”
	means a written notice of termination given by one Party to the other notifying the Party receiving the notice of the intention of the Party giving the notice to terminate this Contract on a specified date and setting out the grounds for termination;

	“Third Party”
	means any supplier of services fundamentally the same as the Services (either in whole or in part) immediately before the Transfer Date;

	“Third Party Body”
	has the meaning given under Clause 8.5 of Schedule 2 of these Call-off Terms and Conditions; 

	“Transfer Date”
	means the Actual Services Commencement Date;

	"TUPE"

	means the Transfer of Undertakings (Protection of Employment) Regulations 2006 (2006/246) and/or any other regulations or other legislation enacted for the purpose of implementing or transposing the Acquired Rights Directive (77/187/EEC, as amended by Directive 98/50 EC and consolidated in 2001/23/EC) into English law; and

	“UK GDPR”
	has the meaning given to it in section 3(10) (as supplemented by section 205(4)) of the Data Protection Act 2018; and

	“VAT”
	means value added tax chargeable under the Value Added Tax Act 1994 or any similar, replacement or extra tax.



85. [bookmark: _Ref442453560][bookmark: _Ref442452923]References to any Law shall be deemed to include a reference to that Law as amended, extended, consolidated, re-enacted, restated, implemented or transposed from time to time.
85.56 [bookmark: _Ref442452924]References to any legal entity shall include any body that takes over responsibility for the functions of such entity.
85.57 [bookmark: _Ref442452925]References in this Contract to a “Schedule”, “Appendix”, “Paragraph” or to a “Clause” are to schedules, appendices, paragraphs and clauses of this Contract.
85.58 [bookmark: _Ref442452926]References in this Contract to a day or to the calculation of time frames are references to a calendar day unless expressly specified as a Business Day.
85.59 [bookmark: _Ref442452927]Unless set out in the Contract as a chargeable item and subject to Clause 30.6 of Schedule 2 of these Call-off Terms and Conditions, the Supplier shall bear the cost of complying with its obligations under this Contract. 
85.60 [bookmark: _Ref442452928]The headings are for convenience only and shall not affect the interpretation of this Contract. 
85.61 [bookmark: _Ref442452929]Words denoting the singular shall include the plural and vice versa.
85.62 [bookmark: _Ref442452930]Where a term of this Contract provides for a list of one or more items following the word “including” or “includes” then such list is not to be interpreted as an exhaustive list. Any such list shall not be treated as excluding any item that might have been included in such list having regard to the context of the contractual term in question. General words are not to be given a restrictive meaning where they are followed by examples intended to be included within the general words. 
85.63 [bookmark: _Ref329261765]Where there is a conflict between the Supplier’s responses to the Authority’s requirements set out in the Specification and Tender Response Document and any other part of this Contract, such other part of this Contract shall prevail. 
85.64 [bookmark: _Ref442452931]Where a document is required under this Contract, the Parties may agree in writing that this shall be in electronic format only. 
85.65 [bookmark: _Ref442452932]Where there is an obligation on the Authority to procure any course of action from any third party, this shall mean that the Authority shall use its reasonable endeavours to procure such course of action from that third party.
85.66 [bookmark: _Ref442452933]Any guidance notes in grey text do not form part of this Contract. 
85.67 [bookmark: _Ref4754531]Any Breach Notice issued by a Party in connection with this Contract shall not be invalid due to it containing insufficient information.  A Party receiving a Breach Notice (“Receiving Party”) may ask the Party that issued the Breach Notice (“Issuing Party”) to provide any further information in relation to the subject matter of the Breach Notice that it may reasonably require to enable it to understand the Breach Notice and/or to remedy the breach. The Issuing Party shall not unreasonably withhold or delay the provision of such further information as referred to above as may be requested by the Receiving Party but no such withholding or delay shall invalidate the Breach Notice.
85.68 [bookmark: _Ref4754532]Any terms defined as part of a Schedule or other document forming part of this Contract shall have the meaning as defined in such Schedule or document.
85.69 For the avoidance of doubt and to the extent not prohibited by any Law, the term “expenses” (as referred to under any indemnity provisions forming part of this Contract) shall be deemed to include any fine and any related costs imposed by a commissioner, regulator or other competent body.
85.70 [bookmark: _Ref94188009]Any reference in this Contract which immediately before Exit Day was a reference to (as it has effect from time to time): 
85.70.1 any EU regulation, EU decision, EU tertiary legislation or provision of the EEA agreement (“EU References”) which is to form part of domestic law by application of section 3 of the European Union (Withdrawal) Act 2018 shall be read on and after Exit Day as a reference to the EU References as they form part of domestic law by virtue of section 3 of the European Union (Withdrawal) Act 2018 as modified by domestic law from time to time; and 
85.70.2 any EU institution or EU authority or other such EU body shall be read on and after Exit Day as a reference to the UK institution, authority or body to which its functions were transferred.
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Guidance

				Example Homecare Medicines Services Expenditure Data Collection Template



				Introduction

				This example template is intended to set a foundation for a consistent data field set which can be utilised when capturing homecare expenditure / activity data relating to any homecare medicines service, whether NHS or Manufacturer funded. This template may need to be adapted to meet appropriate reporting requirements set out in specific contracts or framework agreements.

				Data fields

				Field Name										Description

				Homecare Provider Name										Name of the homecare provider supplying the services and products.

				Purchasing Authority (Payer)										Name of the Purchasing Authority invoiced for the services and products by the Homecare Provider and makes payment directly to the Homecare Provider.

				Contract Reference										Contract / framework agreement reference that services and products have been supplied under.

				Manufacturer funded service
(Yes/No)										Indicates provision of service / product under a manufacturer funded homecare medicines service.

				Therapy Area										Name of therapy area services / products supplied for.

				Product / Service Category										Name of service / product category in accordance with data validation requirements.

				Product / Service Code										Homecare Providers unique code for product / service. Where available and applicable nationally recognised product coding is preferred. E.g. EAN / GTIN

				Product / Service Description										Text description of service / product supplied

				Purchase Order Number										NHS trust's purchase order number against which the service / product has been supplied.

				Invoice Date										The invoice date for the service / product supplied.

				Pack Size Supplied    
(pack of 10 singles=10)										Number of single units per pack supplied. For services and equipment this field will typically be "1".

				Total Quantity of PACKS purchased										Total number of packs invoiced. For services and equipment this field will typically be "1" or in the case of an hourly nurse charge rate may equal the number of hours invoiced for.

				[optional] Total Quantity of SINGLES purchased										Number of single units supplied

				Unit price of each PACK (exc VAT)										Price per pack. For services this may be price per visit or delivery.

				[optional] Unit price of each SINGLE (exc VAT)										Price per single unit.

				Total value (exc VAT)
(Total Quantity x Unit Price)										Total line value invoiced

				Comments										Comments from Supplier to NHS to aid interpretation of the data.

				Error check fields

				Data validation 1 (EC1) - Pack Quantity * Price										Calculates pack quantity x Price

				Does EC1 = Col N?										Identifies whether EC1 above matches Total Value column

				Difference - (EC1-Col N)										Identifies difference between Total value column and DV1 above.

				Data validation (DV2) - Singles Quantity * Price										Calculates pack quantity x Price

				Does EC2 = Col N?										Identifies whether EC2 above matches Total Value column

				Difference - (EC2-Col N)										Identifies difference between Total value column and DV2 above.





Line level data template

		Example Line Level Expenditure Data Collection Template																																		Error Checking

Joe Bassett: Joe Bassett:
highlights potential errors in the submitted data. For use by both supplier and purchasing authority.

		Homecare Provider Name		Purchasing Authority (Payer)

Joe Bassett: Joe Bassett:
Organisation paying invoices directly to the supplier.		Contract Reference

Joe Bassett: Joe Bassett:
Enter contract / framework agreement title or reference number  supply has been made under.
Enter "Pharma" for pharma funded services.		Manufacturer funded service
(Yes/No)

Joe Bassett: Joe Bassett:
Additional column to identify pharma funded services which may be supplied under an NHS tendered framework agreement.		Therapy Area

Joe Bassett: Joe Bassett:
Existing Supplier therapy references can be used until such time a national standard is set.		Product / Service Category

Joe Bassett: Joe Bassett:
Drug
Primary Drug (optional)
supplementary Drug (optional)
Delivery fee
Clinical service fee
Ancillary product(s)
Equipment		Product / Service Code

Joe Bassett: Joe Bassett:
Preferably EAN/GS1/DM+D		Product / Service Description		Purchase Order Number		Invoice Date		Pack Size Supplied    
(pack of 10 singles=10)		Total Quantity of PACKS		[optional] Total Quantity of SINGLES		Unit price of each PACK 
(exc VAT)		[optional] Unit price of each SINGLE (exc VAT)		Total value (exc VAT)
(Total Quantity x Unit Price)		Comments		Data validation (EC1) - Pack Quantity * Price		Does EC1 = Col N?		Difference - (EC1-Col N)		Data validation 1 (EC2) - Singles Quantity * Price		Does EC2 = Col N?		Difference - (EC2-Col N)

		Homecare Provider 1		Trust 1		OJEU ref or "EoE Low-tech Framework"		No		HIV		Drug		ABC44229		Drug xxmg tablet		EXA1234567		3/3/14		30		3.00		90		£60.00		£2.00		£180.00		Product Code changed to 44229-C in March 2008		£180.00		Yes		0		£180.00		Yes		0
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V6.2 - Homecare Medicines and Services KPI Template.xlsx
Version Control



		Homecare Medicines and Services Key Performance Indicators





										Commercial Medicines Unit

				Version 6.2



				Document version control 

				Version		Author/editor		Notes		Date published

				V 1		Karen Bell / Laura Wason (CMU DH)		First published 'work in progress' edition, which then featured in the launch of the Homecare Handbook October 2013.		4/29/13

				V 2		Karen Bell / Laura Wason (CMU DH)		Second published edition - after further NHS and industry consultation		12/11/14

				V 3		Karen Bell / Laura Wason (CMU DH)		Incorporates 3 data sub-sets to D16 and 3 KPI sub-sets to K7 - on delivery failure		3/19/15

				V 4		National Homecare Medicines Committee (NHMC)		 - Refinement of various definitions ensure consistent and comparable data is captured in line with agreed interpretation.
 - Interpretation column added to clarify how the dataset/KPI should be used.		11/10/16

				V 4.1		National Homecare Medicines Committee (NHMC)		 - Re-introduction of the KPI data collection template and KPI  summary table from version 1 to ensure published document is a complete tool.
- Addition of further tabs to provide graphical representation of the data entered into the data collection template. (See "Trust Instructions" and "Supplier Instructions" tab for further information).
- Updates to the Instructions tabs (this has been split into instructions for Supplier and instructions for Trust").
- Further list of changes is included on the tab 'Updates'.		7/13/17

				V5		National Homecare Medicines Committee (NHMC)		 - D6 amended to capture incomplete registration sets (highlighted)
 - K1 amended to measure incomplete registration sets (highlighted)
 - K3 amended to measure prescriptions without clinical validation (highlighted)
 - Addition of governance KPIs (complaints and incidents).
 - Numbering of governance KPIs pre-emptively adjusted to allow later addition of operational nursing KPIs to the document.		11/10/16

				V5.1		National Homecare Medicines Committee (NHMC)		As in V4.1 above:
 - Re-introduction of the KPI data collection template and KPI  summary table from version 1 to ensure published document is a complete tool.
- Addition of further tabs to provide graphical representation of the data entered into the data collection template. (See "Trust Instructions" and "Supplier Instructions" tab for further information).
- Updates to the Instructions tabs (this has been split into instructions for Supplier and instructions for Trust").
- K3 formula ammended across relevant tabs. Previous copy (V5) had incorrect formula.

As in V5 above:
 - D6 amended to capture incomplete registration sets (highlighted)
 - K1 amended to measure incomplete registration sets (highlighted)
 - K3 amended to measure prescriptions without clinical validation (highlighted)
 - Addition of governance KPIs (complaints and incidents).
 - Numbering of governance KPIs pre-emptively adjusted to allow later addition of operational nursing KPIs to the document.		7/13/17

				V6.0 (Data collection template only)		National Homecare Medicines Committee (NHMC)		>Addition of clinical services KPIs and associated datasets.
>Replacement of "Postcode" field in "KPI Data" with "Postcode (legacy)"
> Addition of  "Purchasing Authority ODS Code" in "KPI Data"
>Addition of "Hospital Name" to "KPI Data"
>Addition of "Hospital ODS Code" to "KPI Data"
>Renamed "Therapy" to "Therapy Area - Legacy" in "KPI Data"
>Addition of "Standard Service Area" in "KPI Data"
>Addition of telephony KPI & dataset at K9 & D21 (N.B. Further telephony / customer service KPIs will be considered as part of KPI version 7.)
>Various corrections / refinements to "Graphical Analysis"
>Addition of "Example additional datasets" tab		6/10/19

				V6.1		Not published		Not published		Not published

				V6.2		National Homecare Medicines Committee (NHMC)		> Update of graphical analysis functionality to incorprate changes made in v6.0
> Duplicate fields in "KPI Data", col BU to BX removed.
>  "Trust Instructions", Summary section updated to reflect document content.		12/10/19



				Acknowledgements				 - KPI Summary All tab added


				CMU  would like to thank all the individuals and organisations who have contributed suggestions and provided feedback which has been used to help develop this specification. 





				• Commercial Medicines Unit (CMU)
• National Homecare Medicines Committee (NHMC)
• National Clinical Homecare Association (NCHA)
• Association of the British Pharmaceutical Society (ABPI)
• Quality Control North West
• Stakeholder group for the CMU framework for Home Parenteral Nutrition
• Selection of therapy specific Trust staff








Trust Instructions

				Homecare Medicines and Services Key Performance Indicators (KPIs)











														Commercial Medicines Unit



				Summary



				These Key Performance Indicators have been developed by the Department of Health's Commercial Medicines Unit, and a sub group of the National Homecare Medicines Committee.

It is designed to complement and be used in conjunction with
- 'Hackett Report' - Homecare Medicines Towards a Vision for the Future - Taking Forward the Recommendations
- Professional Standards for Homecare Services in England (Royal Pharmaceutical Society)
- Handbook for Homecare Services in England and its appendices (Royal Pharmaceutical Society)
- National Homecare Medicines Services Template Specification


				Link to RPS Professional Standards & Handbook for Homecare Services in England

				The purpose of this document is to provide homecare providers with a standardised platform for the recording and sharing of KPI data with NHS trusts. The document must be completed by each homecare provider and distributed to each trust either directly or via a nominated representative e.g. regional hub.
The document presents the data in both graphical and tabular forms. The graphs representing KPI 1 to KPI4 can be used to review the performance of the trust homecare team and those representing KPI5 to KPI8 can be used to review the supplier's operational performance. 
These KPI's have been reviewed and agreed by a wide stakeholder group including NHMC, NCHA , ABPI and NHS stakeholders.  
 
This document may be used to report local data directly to a given homecare organisation where the "KPI Summary All", "KPI Summary Therapy" and "Graphical Analysis" tabs would be functional. Alternatively this document can be used to report regional or national level data utilising only the "KPI Data", "Lookups" and "Customers" tab.



				Tab 1 = Version Control          
Tab 2 = Trust Instructions
Tab 3 = Supplier Instructions
Tab 4 = KPI Definitions
Tab 5 & 6 = KPI Summary (All & Therapy)
Tab 7 = Graphical Analysis   
Tab 8 = KPI Data, for input on a monthly basis 
Tab 9 = Lookups  - for input, where appropriate  
Tab 10 = Customers 


				Trusts – For Data Review

				Tab 5		KPI Summary All Tab

						This tab shows the data which has been input by the homecare providers in the "KPI Data" tab relating  to all therapy areas by month in tabular form.  
If and when the date range needs to be amended, please make sure that the correct end date of the current 12 monthly rolling period is entered in the top row of "KPI Data". Formulae will update the dates in cells  D7-Z7.

Password to unprotect - HomecareKPI (go to 'Review' on the top ribbon, select 'Unprotect' and key in the password)

Please note - if data is collected for multiple trusts the graphs and summaries will not show the distinction

				Tab 6		KPI Summary Therapy Tab

						This tab shows the monthly cumulative data for a single therapy area at a time. The therapy area must be selected from the drop down menu in cell C5. This tab can be used to investigate whether a particular therapy area is responsible for an unexpected KPI result. The data in this tab can also be used to drill down and validate discrepancies in the data.

						Once a therapy area has been chosen in this tab, the data is represented in graphical form on the "Graphical Analysis" tab.

Password to unprotect - HomecareKPI (go to 'Review' on the top ribbon, select 'Unprotect' and key in the password)

Please note - if data is collected for multiple trusts the graphs and summaries will not show the distinction

				Tab 7		Graphical Analysis Tab 

						The graphs in this tab represent the data for the therapy area that has been selected in the "KPI Summary Therapy" tab. To change the chosen therapy area in the "Graphical Analysis" tab the therapy area must be selected in the "KPI Summary" tab.

						If and when the date range needs to be amended, please make sure that the correct end date of the current 12 monthly rolling period is entered in the top row of "KPI Data". Formulae will update the dates in cells D7-Z7.

						In addition to the standard KPI data set, this tab also shows the patient numbers for that therapy area as well as the numbers of deliveries made, in graphical form.

						The Graphs The data in this tab compares the KPI data for the single therapy area selected on the "KPI Summary Therapy" tab against the average data from all therapy areas.
This tab also shows the data relating to patient numbers in numerical  form for the selected therapy area as well as for all therapies.

Please note - if data is collected for multiple trusts the graphs and summaries will not show the distinction.



				Trusts - For Information

				Tab 8		KPI Data Tab

						Provides the raw data extracted from the Homecare Providers IT system and MUST be completed on a monthly basis by the Homecare Provider.  This data can also be used to drill down and validate any data discrepancies.



				Trusts - For Action

				Tab 12		Customers Tab

						Trusts to enter a list of trust names and codes if data is collected for multiple trusts



				Trouble shooting

				Incorrect dates		Supplier has to update cell D7 on KPI Data Tab with the correct date for the current 12 monthly rolling period.
This can be amended by the trust if otherwise.

				KPIs keyed in correctly		Calculation for KPIs in KPI Summary All/Therapy Tab should be accurately keyed in by the homecare provider.

				Therapy Area 		Selecting the right therapy area in the Summary Therapy tab is important as this section can be easily missed out.

						Therapies may be missing from summaries if the supplier does not add their therapy areas to lookups tab. 
Trusts are able to add these therapy areas to the lookups tab if suppliers missed this action.



				Support for NHS Trusts

				Homecare Performance KPIs were implemented by the CMU and the National Homecare Medicines Committee (NHMC) in December 2014 and many will be well versed in interpreting these KPIs.  However, if further information or support is required please contact your trust Chief Pharmacist or  the Homecare Pharmacy Department in the first instance.  Alternatively, if there is access to a ‘regional homecare lead’, they will also be able to provide support and guidance with regards to this documentation.

In the event of significant changes in Homecare Provider performance, you may wish to escalate and seek further guidance from the Chief Pharmacist of your Trust, in the first instance.  Alternatively, where you have a ‘regional lead’ they can also help to provide guidance and support.






http://www.rpharms.com/unsecure-support-resources/professional-standards-for-homecare-services.asp
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				Homecare Medicines and Services Key Performance Indicators (KPIs)











														Commercial Medicines Unit



				Summary



				These Key Performance Indicators have been developed by the Commercial Medicines Unit and the National Homecare Medicines Committee.

It is designed to complement and be used in conjunction with
- Professional Standards for Homecare Services in England (Royal Pharmaceutical Society)
- Handbook for Homecare Services in England and its appendices (Royal Pharmaceutical Society)
- National Homecare Medicines Services Template Specification


				Link to RPS Professional Standards & Handbook for Homecare Services in England

				The purpose of this document is to provide homecare providers with a standardised platform for the recording and sharing of KPI data with NHS trusts. The document must be completed by each homecare provider and distributed to each trust either directly or via a nominated representative e.g. regional hub.
The document presents the data in both graphical and tabular forms. K1 to K4 can be used to review the performance of the trust homecare team; K5 to K9 - operational performance of the homecare provider; K14 to K16 - operational performance of the clincal services; K21 to K29 - governance.
These KPI's have been reviewed and agreed by a wide stakeholder group including NHMC, NCHA , ABPI and NHS stakeholders.  

This document may be used to report local data directly to a given homecare organisation where the "KPI Summary All", "KPI Summary Therapy" and "Graphical Analysis" tabs would be functional. Alternatively this document can be used to report regional or national level data utilising only the "KPI Data", "Lookups" and "Customers" tab.



				
Tab 1 = Version Control          
Tab 2 = Trust Instructions
Tab 3 = Supplier Instructions
Tab 4 = KPI Definitions
Tab 5 & 6 = KPI Summary (All & Therapy)
Tab 7 = Graphical Analysis   
Tab 8 = KPI Data, for input on a monthly basis 
Tab 9 = Lookups  - for input, where appropriate  
Tab 10 = Customers 
Tab 11=  Updates


				Instructions for Homecare Providers on populating the data:

				On a monthly basis the Homecare Providers need to submit their KPI data by updating three tabs: "KPI Data", "Lookups" and "Customers"

				
"KPI Data" tab:
1. Update the end date of the current rolling 12 monthly period in the top row
2. Delete data outside of the current rolling 12 monthly period (this is usually data for the top month in the table).  
3. Add the KPI data for the most current month at the bottom of the database

If changes to previously provided data is needed suppliers need to communcate this to the trust.

				
"Lookups" tab:
4. Add any additional therapy areas into column B if they are included in the "KPI Data" tab in column E. These therapy areas may be homecare company specific. 




				
"Customers" tab:
5. Add your customer names and post code against the provided list of trusts if providing data for multiple trusts






				Please read the "Trust Instructions" Tab for more information on the KPI calculation and the graphical presentation of KPIs included in this workbook.



http://www.rpharms.com/unsecure-support-resources/professional-standards-for-homecare-services.asp

KPI Definition

		Reference		Data or KPI		Title
Data / KPI Requirement		Definition 		Interpretation		Sample Answer		Formula for KPI		Comments

		Section 1a - Standard Operational KPI Dataset								Lower number = better performance

		D1		Data		Total number of patients registered for the homecare service.
		This field should reflect the number of patients who are registered  (active or on hold) at the end of the reporting period, irrespective of whether a delivery or homecare services has been provided during the reporting period.

NHS definition of 'on hold' is, 
'A patient who is receiving treatment, who is temporarily suspended from treatment'		Gives a view of the scale of the service and is used as a denominator for some KPIs to allow benchmarking between services adjusting for the scale of the service.

Trend lines show the growth of the service over time.

Totals from all organisations give the size of homecare market with respect to the numbers of patients receiving homecare services.		200

		D1a		Data		Total number of patients registered for clinical elements of the homecare service.
		Subset of D1. This field should reflect the number of patients who are registered (active or on hold) for the clinical elements of the homecare service at the end of the reporting period, irrespective of whether a delivery or homecare services has been provided during the reporting period.

NHS definition of 'on hold' is, 
'A patient who is receiving treatment, who is temporarily suspended from treatment'		Gives a view of the scale of the clinical elements of the homecare service and is used as a denominator for some KPIs to allow benchmarking between services adjusting for the scale of the service.

Trend lines show the growth of the service over time.

Totals from all organisations give the size of homecare market with respect to the numbers of patients receiving homecare services.		20

		D2		Data		Number of active patients who are registered for the homecare service		This field should reflect the number of patients who are registered at the end of the reporting period, excluding those on hold, irrespective of whether a delivery or homecare service has been provided during the reporting period.

NHS definition of 'on hold' is, 
'A patient who is receiving treatment, who is temporarily suspended from treatment'  		Gives a view of the activity to be expected for patients actively receiving the service.
 
Can be used to assure data integrity - D2 + D5 should equal D1.

Discrepancies between D1 and D2 may indicate that administrative processes are not effective. If patients are incorrectly put on hold or are remaining on hold for longer than necessary this may increase the patient safety risk.		175

		D2a		Data		Number of active patients who are registered for the  clinical elements of the homecare service		Subset of D2. This field should reflect the number of patients who are registered for the clinical elements of the homecare service at the end of the reporting period, excluding those on hold, irrespective of whether a delivery or homecare service has been provided during the reporting period.

NHS definition of 'on hold' is, 
'A patient who is receiving treatment, who is temporarily suspended from treatment'  		Gives a view of the activity to be expected for patients actively receiving clinical elements of the service.
 
Can be used to assure data integrity - D2 + D5 should equal D1.

Discrepancies between D1 and D2 may indicate that administrative processes are not effective. If patients are incorrectly put on hold or are remaining on hold for longer than necessary this may increase the patient safety risk.		18

		D3		Data		Number of new patients registered.		Number of new registrations of patients for the homecare therapy within the reporting period, regardless of whether or not they have received a delivery. This should include new registrations of previously permanently inactive patients (as opposed to just 'on hold') and the registration of current patients for additional therapy areas.  The homecare provider should take the "Date as Registered", as the date that the patient is registered on their system. This may be different to the actual date on the patient registration form. 		Measures the amount of activity related to new patients.

Significant changes in the trend line should be explainable. Can be used to monitor effectiveness of patient recruitment to the service.  

Can be used to assure data integrity - D1 should equal D1 for the previous period+D3-D4.  		10

		D3a		Data		Number of new patients registered for clinical elements of the homecare service.		Subset of D3. Number of new registrations of patients for for clinical elements of the homecare service within the reporting period, regardless of whether or not they have received a clinical service element. This should include new registrations of previously permanently inactive patients (as opposed to just 'on hold') and the registration of current patients for additional therapy areas.  The homecare provider should take the "Date as Registered", as the date that the patient is registered on their system. This may be different to the actual date on the patient registration form. 		Measures the amount of activity related to registration of new patients.

Significant changes in the trend line should be explainable. Can be used to monitor effectiveness of patient recruitment to the service.  

Can be used to assure data integrity - D1 should equal D1 for the previous period+D3-D4.  		10

		D4		Data		Number of patients permanently removed from the homecare providers' register for the homecare service.		Patients permanently inactivated or removed from the homecare providers' register within reporting period.

If a patient is made permanently inactive ("Stopped") but subsequently re-starts treatment this patient should be re-registered as a new patient for KPI reporting purposes even when the permanently inactive patient record is technically re-activated to maintain the full clinical history. If a patient is simply "on-hold". this does not qualify as "stopped". An on-hold patient who is "stopped" without reactivation should be counted at the time they are permanent inactivated "stopped". 		Measures the amount of activity related to patients removed from the service. Significant changes in the trend line should be explainable e.g. new treatment now available. 

Can be used to assure data integrity - D1 should equal D1 for the previous period+D3-D4.  		3

		D4a		Data		Number of patients permanently removed from the homecare providers' register for the clincial service elements of the homecare service.		Subset of D4. Patients permanently inactivated or removed from the homecare providers' register for clinical service elements within reporting period.  Patients may remain on the homecare provider's register for other non-clinical elements of the homecare service

If a patient is made permanently inactive ("Stopped") but subsequently re-starts this patient should be re-registered as a new patient for KPI reporting purposes even when the permanently inactive patient record is technically re-activated to maintain the full clinical history. If a patient is simply "on-hold". this does not qualify as "stopped". An on-hold patient who is "stopped" without reactivation should be counted at the time they are permanent inactivated "stopped". 		Measures the amount of activity related to patients removed from the clinical elements of the homecare service. Significant changes in the trend line should be explainable e.g. revised clinical pathway being implemented; iv to sc switch as new formulations become available. 

Can be used to assure data integrity - D1 should equal D1 for the previous period+D3-D4.  		2

		D5		Data		Number of patients temporarily on-hold.		Patients whose homecare service is temporarily suspended on the homecare provider's system, pending further instructions from the responsible healthcare professional.

NHS definition of 'on hold' is, 
'A patient who is receiving a homecare service, who is temporarily suspended from the homecare service.'		Actual numbers relate to the patient profile within the homecare service or service types being reviewed.  

Trend line is a marker for administrative efficiency. Increasing numbers may indicate that administrative process is becoming less effective. If patients are incorrectly put on hold or are remaining on hold for longer than necessary this may increase patient safety risk relating to the service.
Significant disparity between the clinical referring centre's D5 number of on-hold patients and D5 reported by homecare providers for the same therapy/service may indicate poor communication.		7

		D5a		Data		Number of patients temporarily on-hold from clinical elements of the homecare service.		Subset of D5. Patients whose clinical service element(s) is/are temporarily suspended on the homecare provider's system, pending further instructions from the responsible healthcare professional.

NHS definition of 'on hold' is, 
'A patient who is receiving a homecare service, who is temporarily suspended from the homecare service.'		Actual numbers relate to the patient profile within the homecare service or service type being reviewed.  

Trend line is a marker for administrative efficiency. Increasing numbers may indicate that administrative process is becoming less effective. If patients are incorrectly put on hold or are remaining on hold for longer than necessary this may increase patient safety risk relating to the service.
Significant disparity between the clinical referring centre's D5 number of on-hold patients and D5 reported by homecare providers for the same therapy/service may indicate poor communication.		7

		D6		Data		Number of incorrectly completed registration document sets received.		A correctly completed registration document is one that contains sufficient information to facilitate the legal and safe registration of the patient onto the homecare service. If any document must be returned to the referrer for alteration or information provided requires the homecare provider to contact the referrer for clarification, it should be recorded as non-compliant.

For clarity, 
1 patient = 1 document set, irrespective of the number of forms per registration document set.
The registration document set means all the information needed for the delivery of the homecare service including registration form and patient consent, excluding the initial prescription and financial authorisation or purchase order which are measured separately in D9 and D10 respectively. 



		A marker of the activity relating to managing queries relating to new patients.		8

		D7		Data		Total number of prescriptions received during the reporting period		Total number of prescriptions (new and repeat) received by the homecare provider and placed on the system. For clarity, a prescription is one prescription form, regardless of how many instalments or items are on that prescription."
		A marker of the routine activity relating to prescription management by the homecare provider.  

Ratio of new patient registrations to total prescriptions is a marker for activity related to repeat prescriptions for existing patients.		100

		D8		Data		Number of non-compliant prescriptions received during the reporting period		A compliant prescription is one which is legal, safe, clinically appropriate, as defined by the responsible dispensing pharmacist and contains, or is provided with, information as defined in the Specification / Contract / SLA /Technical Agreement. 

If a prescription must be returned to the clinical referring centre for alteration, is replaced by a new corrected prescription or requires the homecare provider to contact the prescriber for clarification or clinical query despite the record of clinical validation by the clinical referring centre, it should be recorded as non-compliant.

This excludes prescriptions which are non-compliant solely because there is no clear record of clinical validation by the clinical referring centre on the prescription (which is captured in D9), or provide a purchase order (which is captured in D10.)		Marker for inefficiency in the prescription management process.

A marker of the exception management activity by the homecare provider relating to prescriptions.  


		10

		D9		Data		Number of  prescriptions that are not clinically validated by the referring clinical referring centre Pharmacist at the time of receipt by the dispensing pharmacy
		Number of prescriptions received by the dispensing pharmacy within the reporting period with no clear record of a valid independent clinical validation by the clinical referring centre.

This is a requirement of the RPS Professional Standards for Homecare Services which should be implemented for all homecare services at the earliest opportunity. It is therefore recommended that this KPI is measured and reported even where check and validation of prescriptions is not included in the current process.  

Note: prescriptions which are otherwise complete and correct, which are non-compliant solely because there is no clear record of clinical validation by the clinical referring centre on the prescription are excluded from the Number of non-compliant prescriptions (D8).  
		Monitors compliance with RPS Homecare Standards with respect to clinical validation of prescriptions by the clinical referring centre 		5

		D10		Data		Number of prescriptions received without a purchase order number		Prescriptions not including either reference to purchase order generated by Trust or supplied with an accompanying P.O. Document.

Note that this will be excluded from the number of non-compliant prescriptions (D8).
		Marker for inefficiency in the ordering and invoicing process.

Marker for compliance with good financial governance in clinical homecare as recommended by the Hackett Report 2011.

Marker for compliance with clinical referring centres standing financial instructions.		10

		D11		Data		Total number of product items dispensed - Medicines		An item is any quantity of the same medicine within the dispensing activity, within the reporting period.
For example:
A homecare prescription for 28 Tobramycin 160mg and 14 Ceftazidime 1000mg across one delivery would be 2 items (if they are dispensed in one instalment). If the prescription is split over two dispensing episodes, there would be 2 instalments each with 2 items.  


		Measures the medicine dispensing activity.		300

		D12		Data		Total number of product items supplied - Ancillaries, Equipment and Devices (non-medicines) within the reporting period		An item is any quantity of the same ancillary within the despatching activity, within the reporting period.
For example:

Any ancillaries required to administer the medicine or remove waste. A homecare ancills delivery for 50 pairs of gloves and 20 syringes supplied in one delivery would be 2 items; if the full quantity of gloves was despatched separately to the syringes there would be an additional delivery but still only 2 items; if the supply of ancillaries is split over two despatching episodes of 25 pairs of gloves + 10 syringes each, there would be 2 deliveries each with 2 items (4 items in total).  		Measures warehouse and dispensing activity relating to ancillaries, devices and equipment.		450

		D13		Data		Total number of deliveries made		This field should reflect the total number of deliveries attempted/made during the reporting period, whether partial or in full. This will also include any ‘out of schedule’ deliveries required for any reason.		Measures transport logistics activity.		125

		D14		Data		Number of medicines and ancillaries deliveries made that were not on-time 
		The number of deliveries made during the reporting period that were made on the scheduled day, but not within the allocated delivery time slot agreed with the patient. If the delivery must be rescheduled to a different day it is not recorded here but is recorded as a Failed Delivery in D16.  		Measures timeliness of transport logistics.		25

		D15		Data		Number of medicines and ancillaries deliveries made that were not in full		The number of deliveries made during the reporting period where the full expected complement of medicines and ancillaries is not received as expected and confirmed with the patient.		Measure patient's view of the quality of planned delivery.

Marker of quality of warehousing and transport logistics.

Marker of dispensing accuracy.

Marker of "to-follow" deliveries where the full quantity of medicines or ancillaries were not available to be included with the planned delivery.		15

		D16		Data		Number of failed deliveries		The number of failed deliveries during the reporting period.  A failed delivery is where a delivery has been scheduled with the patient, but the patient did not receive it, and as a result it was necessary to re-schedule the delivery on a different day. 		Measures patient view of timeliness of arrival of a planned delivery irrespective of cause.

Allows validation of data D16a + D16b +D16c = D16		8

		D16a		Data		Number of failed deliveries due to service provider		Subset of D16 where the substantive cause of the rescheduling was the service provider not meeting the terms of the Specification, Contract or SLA.  Example: provider contacts patient to alert them to traffic delay meaning delivery would be outside the agreed time window and the patient requests reschedule of delivery to a different day.		Measures patient view of timeliness of arrival of a planned delivery caused by the service provider.		1

		D16b		Data		Number of failed deliveries due to clinical referring centre or Purchasing Authority		Subset of D16 where the substantive cause of the rescheduling was due to the clinical referring centre / Purchasing Authority not meeting the terms of the Specification, Contract or SLA. Example: A valid prescription was not sent to the service provider in time to meet dispensing cut-off despite being requested on time.		Measures patient view of timeliness of arrival of a planned delivery caused by the clinical referring centre or Purchasing Authority.		2

		D16c		Data		Number of failed deliveries due to patient		Subset of D16 where the rescheduling was due to patient choice or patient failure to comply with their obligations outlined in the Homecare Patient Charter or registration form. Examples: Patient proactively calls provider to reschedule; Delivery was attempted within the agreed time window, but the patient was not available to accept the delivery which was then rescheduled to a different day.		Marker for impact of patient choice on service efficiency.		4

		D17		Data		Number of invoices issued		Number of invoices raised within the reporting period.		Marker of routine activity by homecare organisation's finance department and administrative invoice approval activity.

Triangulation of activity data e.g. increasing numbers of prescriptions or new patients should correspond with increasing numbers of  individual (non consolidated) invoices.  

Step changes would be expected if invoicing processes changed. 		100

		D18		Data		Number of invoices issued and remaining overdue for payment.		Number of invoices issued which are overdue and have not been settled at the end of the reporting period. Overdue is defined as specified in the Specification / Contract or SLA, or if not then as per agreed standard terms and conditions of trading.		Marker of inefficiency in invoicing and invoice approval processes.

Marker of cash flow delays for homecare provider.		25

		D19		Data		Value of invoices issued and remaining overdue for payment.		The total value of overdue payments relating to invoices reported in D18.		Measure of financial impact of cash flow on homecare provider

Low numbers of overdue invoices with high total value of overdue payments may indicate delays caused by queries on consolidated invoices		£25,000

		D20		Data		Number of Credit and Debit notes issued		The number of credit and debit notes issued to the Purchasing Authority during the reporting period, in order to rectify anomalies on previously tendered invoices.

		Marker for inefficiency in the invoicing and invoice approval process.		20

		D21		Data		Number of telephone calls		The number of inbound and outbound telephone or other voice calls related to the service.  Includes patient calls to/from patient services, administrative and clinical queries to/from Trusts during the reporting period. Excludes Number of planned episodes of clinical service within the reporting period - remote interaction (30b). 'Patient Services' includes all telephone numbers provided to patients for their use to contact the homecare organisation.		Measures patient services activity.  Over time, this should reduce as electronic communications e.g. text reminders are used where appropriate for routine patient contact.		220

		K1		KPI 1 
= D6 / D3  x %.		Incorrectly completed patient registrations received as % of total number of new patient registrations received during the reporting period.				Monitors the effectiveness of the clinical referring centre's patient registration process.

Using total number of new patient registrations received as denominator allows comparison & benchmarking.				80%

		K2		KPI 2
= D8 / D7 x %.		Non-compliant prescriptions as % of total prescriptions received				Marker for the effectiveness of the clinical referring centre's prescribing process.
Marker for the effectiveness of the clinical referring centre's clinical validation process.
Marker for the effectiveness of the clinical referring centre's pharmacy administrative process

Increasing trend may link to increased patient safety risk within the homecare service relating to robustness of prescribing and/or administrative delays impacting delivery of the homecare service.				10%

		K3		KPI 3 = D9 / D7 x %		Prescriptions received without correct clinical validation as % of total prescriptions received				Monitors the effectiveness of the clinical referring centre's pharmacy clinical validation process.

Marker for the effectiveness of the clinical referring centre's pharmacy administrative process.

Using total number of prescriptions received as denominator allows comparison & benchmarking.

Increasing trend may link to increased patient safety risk within the homecare service relating to robustness of prescribing and/or administrative delays impacting delivery of the homecare service.				95%

		K4		KPI 4
= D10 / D7 x %.		Number of prescriptions received without a purchase order number included as % of total prescriptions received		Number of prescriptions received without a purchase order number included as % of total prescriptions received, within reporting period.		Monitors the effectiveness of the clinical referring centre's pharmacy administrative process.

Marker of invoice payment delays

Using total number of prescriptions received as denominator allows comparison & benchmarking.				10%

		K5		KPI 5 
= D14 / D13 x %. 		Medicines and ancillaries deliveries not on time  as % of total number of deliveries.

				Monitors the time related effectiveness of the transport logistics elements of the medicines and ancillaries delivery service; can be impacted by customer services inefficiency.				20%

		K6		KPI 6 
= D15 / D13 x %.
		Medicines and ancillaries deliveries not in full as % of total number of deliveries.

				Monitors the quality related effectiveness of the dispensing and dispatch logistics of the medicines and ancillaries delivery service; can be impacted by customer services inefficiency.				12%

		K7		KPI 7 
= D16 / D13 x %.
		Failed deliveries as % of total number of deliveries.
				Monitors the patient view of delivery on the expected delivery date. Does not indicate which organisation or which process has caused the issue.

Data validation K7a + K7b + K7 = K7

Using total number of deliveries as denominator allows comparison & benchmarking.				6%

		K7a		KPI7a
= D16a / D13 x %		Failed deliveries due to service provider as % of total number of deliveries.				Monitors the patient view of delivery on the expected delivery date, delivery moved due to the service provider. 				1%

		K7b		KPI7b
= D16b / D13 x %		Failed deliveries due to clinical referring centre/Purchasing Authority as % of total number of deliveries.				Monitors the patient view of delivery on the expected delivery date, delivery moved due to the clinical referring centre / commissioner. 				2%

		K7c		KPI7c
= D16c / D13 x %		Failed deliveries due to patient as % of total number of deliveries.				Monitors the patient view of delivery on the expected delivery date, delivery moved due to patient request of failure (e.g. not at home). 				3%

		K8		KPI 8 
= D20 / D17 x %.		Credit or Debit notes as % of number of invoices issued		Please note that this information is most useful to indicate trends, rather than directly relating to the reporting month.		Marker of the effectiveness of the service provider's invoicing processes; may be impacted by inefficiencies in P.O. generation / ordering processes.				20%

		K9		KPI9 = D21 / D2		Telephone calls per patient		The average number of telephone / voice contacts (inbound and outbound) for each active patient on the service. This indicator is expressed as a decimal value.		The baseline result will show the average number of telephone / voice contacts there are for each active patient on the service. Changes and trends will indicate of changes in patient  calls in to the helpline or be explained by changing patterns of outbound calls.  Trendline changes within this KPI may indicate change in volume of service issues directly affecting patients. A value of 1 indicates an average of one call per active patient during the reporting period.
				1.3



		Section 1b - Clinical Services Operational KPI Dataset								Lower number = better performance

		D30		Data		Number of planned episodes of clinical service completed within the reporting period		This field should reflect the total number of planned episodes of clinical service attempted/made during the reporting period, whether completed of not. Includes planned episodes of clinical service with real-time direct contact with the patient.   This will not include administrative contact e.g. a call to arrange a home visit; or reactive clinical interactions e.g. the dispensing pharmacists requesting further information from the patient before dispensing;  or where the patient intiates the contact e.g. calls to a help-line (where relevent these may be measured as a service specific KPI - see below).		Measures total number of direct contact patient clinical service episodes. 		1200

		D30a		Data		Number of planned episodes of clinical service within the reporting period; face-to-face		Subset of D30.  This field should reflect the total number of planned episodes of face-to-face clinical service attempted/made during the reporting period, whether completed of not e.g. nurse home visit for training or medicine administration.  		Measures the high cost, resource intensive clinical services activities which include transit inefficiencies e.g. home visits 		200

		D30b		Data		Number of planned episodes of clinical service within the reporting period - remote interaction		Subset of D30.  This field should reflect the total number of planned episodes of remote clinical service attempted/made during the reporting period, whether completed of not e.g. scheduled compliance support call to a patient by a healthcare professional.  		Measures proactive clinical service activities where patient contact is made remotely by phone, video-link or other similar technology.		1000

		D31		Data		Number of planned episodes of clinical service not started on-time within the reporting period		The number of planned episodes of clinical services completed during the reporting period that were completed on the scheduled day, but not started within the time slot agreed with the patient. If the clinical service must be rescheduled to a different day it is not recorded here but is recorded as a Delayed Clinical Services  in D33.  		Measures timeliness of clinical service elements.		15

		D32		Data		Number of planned episodes of clinical service not completed in-full within the reporting period		The number of planned episodes of clinical services completed during the reporting period where where the full expected clinical service elements were not completed in accordance with the SLA or not as confirmed with the patient e.g. missing ancillary meant the medication infusion could not be completed.    		Measures the patient's view of the quality of planned clinical service.

Marker of quality of warehousing and transport logistics.
Marker of dispensing accuracy.
Marker of "to-follow" deliveries where the full quantity of medicines or ancillaries were not available to be included with the planned delivery.		20

		D33		Data		Number of delayed clinical services		The number of delayed clinical services during the reporting period.  A delayed clinical service is where a clinical service has been scheduled with the patient but it was necessary to re-schedule to a different day. 		Measures patient view of timeliness of a planned clinical service delivery irrespective of cause.

Allows validation of data D16a + D16b +D16c = D16		8

		D33a		Data		Number of delayed clinical services due to service provider		Subset of D33 where the substantive cause of the rescheduling was the service provider not meeting the terms of the Specification, Contract or SLA.  Example: provider contacts patient to alert them to traffic delay meaning the nurse will arrive outside the agreed time window and the patient requests reschedule of the nurse visit to a different day.		Measures patient view of timeliness of a planned clinical service due to the service provider.		2

		D33b		Data		Number of delayed clinical services due to clinical referring centre or Purchasing Authority		Subset of D33 where the substantive cause of the rescheduling was due to the clinical referring centre / Purchasing Authority not meeting the terms of the Specification, Contract or SLA. Example: A valid prescription was not sent to the service provider in time to meet dispensing cut-off despite being requested on time, so medication is not available to complete the clinical service.		Measures patient view of timeliness of a planned clinical services due to the clinical referring centre or Purchasing Authority.		2

		D33c		Data		Number of delayed clinical services due to patient		Subset of D33 where the rescheduling was due to patient choice or patient failure to comply with their obligations outlined in the Homecare Patient Charter or registration form. Examples: Patient proactively calls provider to reschedule; Home visit was attempted within the agreed time window, but the patient was not available so the service was then rescheduled to a different day.		Marker for impact of patient choice on service efficiency.		4

		K14		KPI 14 
= D31 / D30) x %. 		Clinical services not on time  as % of total number of planned episodes of clinical service.

				Monitors the time related effectiveness of delivery of clinical service elements; can be impacted by scheduling and customer services inefficiency.				1%

		K15		KPI 15
= D32 / D30 x %.
		Clinical services not completed in full as % of the number of number of planned episodes of clinical service.

				Monitors the quality related effectiveness of the delivery of clinical service elements.				2%

		K16		KPI 16 
= D33 / D30 x %.
		Delayed clinical services as % of the number of planned episodes of clinical service.
				Monitors the patient view of whether clinical service elements were delivered on the expected date. Does not indicate which organisation or which process has caused the delay.

Data validation K7a + K7b + K7 = K7

Using total number of deliveries as denominator allows comparison & benchmarking.				0.7%

		K16a		KPI6a
= D33a / D30 x %		Delayed clinical services due to service provider as % of the number of planned episodes of clinical service.				Monitors the patient view of whether clinical service elements were delivered on the expected date where services moved due to the service provider. 				0.2%

		K16b		KPI6b
= D33b / D30 x %		Delayed clinical services due to clinical referring centre/Purchasing Authority as % of the number of planned episodes of clinical service.				Monitors the patient view of whether clinical service elements were delivered where moved due to the clinical referring centre / commissioner. 				0.2%

		K16c		KPI6c
= D33c / D30 x %		Delayed clinical services due to patient as % of the number of planned episodes of clinical service.				Monitors the patient view of whether clinical service elements were delivered where moved due to patient request or failure (e.g. not at home). 				0.3%



		Section 2 - Governance KPI dataset (Complaints and Incidents)								Lower number = generally means better performance, however, low numbers of  specific incident type reports may mean some incidents are not being reported.  In this case increased numbers of specific incident type reports shows an improvement in reporting culture of the organisation providing the number of Formal C/Is is stable or reducing.   

		Note:  Numbering of Governance KPIs and datasets start at K21 and D50 respectively.  This is to futureproof the numbering in case of changes to the operational KPIs e.g. addition of Nursing KPIs.

		Reference		Data or KPI		Title
Data / KPI Requirement		Definition 		Interpretation		Sample Answer		Formula for KPI

		Overarching complaint / incident  process


		D51		Data		Number of Formal Complaints and Incidents (C/Is) opened		The number of Formal C/Is opened within the reporting period. 

"Formal C/Is" = any complaints or incidents where a written response is requested and/or direct notification of the incident to a regulatory body (e.g. CQC, HSCIC) or escalation to an outside agency (e.g. child protection, police) is required. Including complaints/incidents where primary investigator role is transferred to another organisation. The organisation reporting the KPI may be primary or secondary investigator.  More information is available in the RPS Homecare Handbook Appendix 19 complaints and incidents guidance document 

For the avoidance of doubt, each Formal C/I record should be counted as  "1" irrespective of the number of specific incident type definitions that are triggered within that C/I.  For example a C/I is initially reported as a patient missed dose with patient harm - on investigation the missed dose was due to a faulty device (Faulty Medicine/Device Incident x 1)  and administration of the dose was further delayed because the patient was unable to understand the instructions given by patient services (Safeguarding Incident x 1) and the delivery was left with the neighbour without the patient's consent (Information Governance Incident x1) and the patient was admitted to hospital as a direct result of missing doses (Patient Safety Incident and Duty of Candour x 1).  Despite being treated as 4 different types of incident, this is still reported as 1 single Formal C/I.  The specific incident types are captured separately in D56.		This is the main measure of the overall quality of the service. It is intended to pick up all significant issues. Other KPIs monitor specific process elements and measure efficiency of the reporting processes.

Marker of risk relating to the service.

Marker of patient satisfaction with the service.

Marker for activity related to incident management, root cause investigation etc.

If consolidating Formal C&I reports, care must be taken not to duplicate reports of the same incident from both primary and secondary investigators.
		20

		K21		KPI
= D51 / D2 x %		Formal C/Is opened as a % of the total number of active patients		Active patients are patients registered for the homecare service excluding patients temporarily on hold.		Monitors the overall governance and compliance of the service with regulatory standards; may be impacted by changes in patient confidence in the service leading to increased number of Formal C/Is from patients; may need to be adjusted for unavoidable adverse drug reactions reported via yellow card scheme when benchmarking providers.  

Using active patients as denominator allows comparison & benchmarking.				11%

		D52		Data		Number of Formal C/Is not acknowledged within 3 business days of the initial C&I report.		The number of Formal C/I acknowledgements sent within the reporting period, where the organisation reporting this KPI data was the primary investigator and where the acknowledgement was not sent to the reporter within 3 business days of the initial C/I report.  

"Formal C/Is" is defined above.  

This measure excludes Formal C/Is where the organisation reporting the KPIs is not the primary investigator who is responsible for the acknowledgement		Measures the efficiency of the C&I administrative process.

Data may not triangulate fully with new Formal C&I opened due to reporting cut off and where organisation reporting this KPI data is not the primary investigator.		4

		D53		Data		Number of Formal C/Is where the response to complainant/reporter has not been provided within 30 business of the initial C/I report		The number of Formal C/I responses where the organisation reporting this KPI data is the primary investigator and where the full response was not sent to the reporter within 30 business days of the initial C/I report. A reasonable period for response for most C/Is will usually be within 30 business days, but some investigations will take longer. Excludes Formal C/Is where the organisation reporting the KPIs is not primary investigator.

"Formal C/Is"  is defined above. 

This measure excludes Formal C/Is where the organisation reporting the KPIs is not the primary investigator who is responsible for the response to the complainant/reporter		Marker of the efficiency of the C&I process; marker of patient experience of the C&I process from the patient view point.  

Some "serious" incidents may have longer timescales, so individual cases reported are not necessarily failures of the C/I process.

Data unlikely to triangulate with new Formal C&I opened due to reporting cut off and where the organisation reporting this KPI data is not the primary investigator. 		2

		K22		KPI
= D53 / D51 x %		Formal C/Is responses sent where response to complainant/reporter has not been provided within 30 business in the reporting period as a % of number of Formal C/Is opened				Monitors the efficiency and quality of the C&I process

				10.00%

		D54		Data		Number of open Formal C/Is at the end of the reporting period		An open Formal C&I is one where a requested written response has yet to be issued to the complainant/reporter of the investigation. The root cause analysis and implementation of corrective actions and final reports to regulators are not yet complete.

A Formal C/I is defined above.  		Monitors the efficiency of the C&I process

Trend line will show whether C/Is administrative performance is improving or declining.		25

		K23		KPI
= D54 / D51 x %		Open Formal C/Is as a % of number of Formal C/Is opened				Provides a benchmark of whether the C&I process is meeting expectations over time.				125.00%

		D55		data		Highest number of days since the opening date of an open Formal C/I remaining open at the end of the reporting period		From the open Formal C/Is at the end of the reporting period; the highest number of (business) days between the opening date of one of the open Formal C/I and the end of the reporting period.		Marker of delays in the C&I process or delays closing actions arising from Formal C&Is.		45

		D56a		Data		Number of Formal C/Is attributed to Service Implementation / Change Control process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Service Implementation / Change Control process		Marker showing which process steps should be the focus of improvement activity. 		0

		D56b		Data		Number of Formal C/Is attributed to Patient Registration and Patient Services process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Patient Registration and Patient Services process		Marker showing which process steps should be the focus of improvement activity. 		1

		D56c		Data		Number of Formal C/Is attributed to Prescribing process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Prescribing process		Marker showing which process steps should be the focus of improvement activity. 		2

		D56d		Data		Number of Formal C/Is attributed to Prescription Management process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Prescription Management process		Marker showing which process steps should be the focus of improvement activity. 		1

		D56e		Data		Number of Formal C/Is attributed to Purchasing / Warehouse / Manufacturing process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Purchasing / Warehouse / Manufacturing process		Marker showing which process steps should be the focus of improvement activity. 		0

		D56f		Data		Number of Formal C/Is attributed to Dispensing process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Dispensing process		Marker showing which process steps should be the focus of improvement activity. 		0

		D56g		Data		Number of Formal C/Is attributed to Despatch process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Despatch process		Marker showing which process steps should be the focus of improvement activity. 		0

		D56h		Data		Number of Formal C/Is attributed to Delivery process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Delivery process		Marker showing which process steps should be the focus of improvement activity. 		3

		D56i		Data		Number of Formal C/Is attributed to Clinical / Nursing Service process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Clinical / Nursing Service process		Marker showing which process steps should be the focus of improvement activity. 		1

		D56j		Data		Number of Formal C/Is attributed to Invoicing / Finance process		Number of Formal C/Is closed during the reporting period which are primarily attributed by the root cause analysis to the Invoicing / Finance process		Marker showing which process steps should be the focus of improvement activity. 		0

		Patient Safety Incidents

		D57		Data		Number of patient safety incidents		Total number of patient safety incidents closed during the reporting period irrespective of severity including near misses. KPI reporting organisation can be primary or secondary investigator.

See RPS Handbook Appendix 19 complaints and incidents guidance document for definition.		Marker of the efficiency of reporting of patient safety incidents.   

Higher number of reported incidents with lower number of Duty of Candour incidents means the culture of reporting incidents is good in the reporting organisation.

		15

		K24		KPI
= D57 / D2 x %		Patient safety incidents as a % of active patients		Active patients are patients registered for the homecare service excluding patients temporarily on hold.		Monitors trends in patient safety reporting over time.  

As reporting improves there will be a trend of increasing reports. There should be a corresponding decrease in the ratio of Duty of Candour reports to total number of reports.				8.57%

		D58		Data		Number of Duty of Candour incidents		Total number of Duty of Candour incidents closed during the reporting period irrespective of severity. KPI reporting organisation can be primary or secondary investigator.

See RPS Handbook Appendix 19 complaints and incidents guidance document for definition. Includes all cases of severe or moderate harm or death associated with a reportable incident.		Monitors the number of significant patient safety incidents.  

A sub-set of the most serious patient safety incidents.		0

		Adverse drug reactions

		D59		Data		Total number of reported adverse drug reaction incidents		Total number of adverse drug reaction incidents closed during the reporting period irrespective of severity. KPI reporting organisation can be primary or secondary investigator.

See RPS Handbook Appendix 19 complaints and incidents guidance document for definition		Marker for the efficiency of adverse drug reaction reporting		1

		K25		KPI
= D59/ D2 x %		Total number of reported adverse drug reaction incidents as % of active patients				Monitors trends in adverse drug reaction reporting over time				0.57%

		Adverse drug events

		D60		Data		Total number of adverse drug event incidents		Total number of adverse drug reaction incidents closed during the reporting period irrespective of severity. KPI reporting organisation can be primary or secondary investigator.

See RPS Handbook Appendix 19 complaints and incidents guidance document for definition.		Marker for the efficiency of adverse drug event reporting		5

		K26		KPI
= D60 / D2 x %		Adverse drug event incidents as % of active patients				Monitors trends in averse drug event reporting over time				2.86%

		Faulty medicine and medical device products

		D61		Data		Total number of faulty medicinal product incident reports		Total number of faulty medicinal product incidents closed during the reporting period irrespective of severity. KPI reporting organisation can be primary or secondary investigator.

See RPS Handbook Appendix 19 complaints and incidents guidance document for definition		Marker for the efficiency of faulty medicine reporting		1

		D62		Data		Total number of faulty medicine device incident reports		Total number of faulty medicine device incident reports closed during the reporting period irrespective of severity. KPI reporting organisation can be primary or secondary investigator.

See RPS Handbook Appendix 19 complaints and incidents guidance document for definition.		Marker for the efficiency of faulty device reporting.		1

		K27		KPI
= (D61+D62) / D2 x %		Faulty medicinal product and device incident reports as % of active patients				Monitors trends in faulty medicine and device reporting over time				1.14%

		Safeguarding incidents

		D63		Data		Total number of safeguarding incidents		Number of safeguarding incidents closed during the reporting period irrespective of severity. KPI reporting organisation can be primary or secondary investigator.

See RPS Handbook Appendix 19 complaints and incidents guidance document for definition.		Marker for the efficiency of safeguarding incident reporting.		0

		K28		KPI
= D63 / D2 x %		Safeguarding incidents as % of active patients				Monitors trends in safeguarding incident reporting over time				0.00%

		Information governance incidents

		D64		Data		Total number of information governance incidents		Number of information governance incidents closed during the reporting period irrespective of severity, including near-misses. KPI reporting organisation can be primary or secondary investigator.

See RPS Handbook Appendix 19 complaints and incidents guidance document for definition		Marker for the efficiency of information governance incident reporting.		1

		K29		KPI
= D64 / D2 x %		Information governance incidents as % of active patients				Monitors trends in information governance incident reporting over time				0.57%





KPI Summary All

								Period				Period				Period				Period				Period				Period				Period				Period				Period				Period				Period				Period

								201901				201902				201903				201904				201905				201906				201907				201908				201909				201910				201911				201912



						All Therapy Areas		0																		0





				KPI Reference and Description				Jan-19				Feb-19				Mar-19				Apr-19				May-19				Jun-19				Jul-19				Aug-19				Sep-19				Oct-19				Nov-19				Dec-19

				D1		Total number of patients registered for the homecare service.
		0				0				0				0				0				0				0				0				0				0				0				0

				D1a		Total number of patients registered for clinical elements of the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D2		Number of active patients who are registered for the homecare service		0				0				0				0				0				0				0				0				0				0				0				0

				D2a		Number of active patients who are registered for the  clinical elements of the homecare service		0				0				0				0				0				0				0				0				0				0				0				0

				D3		Number of new patients registered.		0				0				0				0				0				0				0				0				0				0				0				0

				D3a		Number of new patients registered for clinical elements of the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D4		Number of patients permanently removed from the homecare providers' register for the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D4a		Number of patients permanently removed from the homecare providers' register for the clincial service elements of the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D5		Number of patients temporarily on-hold.		0				0				0				0				0				0				0				0				0				0				0				0

				D5a		Number of patients temporarily on-hold from clinical elements of the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D6		Number of incorrectly completed registration document sets received.		0				0				0				0				0				0				0				0				0				0				0				0

				K1		Incorrectly completed patient registrations received as % of total number of new patient registrations received during the reporting period. KPI 1 
= D6 / D3  x %.																																														

				D7		Total number of prescriptions received during the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D8		Number of non-compliant prescriptions received during the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				K2		Non-compliant prescriptions as % of total prescriptions received. KPI 2 = D8 / D7 x %																																														

				D9		Number of  prescriptions that are not clinically validated by the referring clinical referring centre Pharmacist at the time of receipt by the dispensing pharmacy
		0				0				0				0				0				0				0				0				0				0				0				0

				D10		Number of prescriptions received without a purchase order number		0				0				0				0				0				0				0				0				0				0				0				0

				K3		Prescriptions received without correct clinical validation as % of total prescriptions received. KPI 3 = D9 / D7 x %																																														

				K4		Number of prescriptions received without a purchase order number included as % of total prescriptions received. KPI 4 = D10 / D7 x %																																														

				D11		Total number of product items dispensed - Medicines		0				0				0				0				0				0				0				0				0				0				0				0

				D12		Total number of product items supplied - Ancillaries, Equipment and Devices (non-medicines) within the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D13		Total number of deliveries made		0				0				0				0				0				0				0				0				0				0				0				0

				D14		Number of medicines and ancillaries deliveries made that were not on-time 
		0				0				0				0				0				0				0				0				0				0				0				0

				D15		Number of medicines and ancillaries deliveries made that were not in full		0				0				0				0				0				0				0				0				0				0				0				0

				D16		Number of failed deliveries		0				0				0				0				0				0				0				0				0				0				0				0

				D16a		Number of failed deliveries due to service provider		0				0				0				0				0				0				0				0				0				0				0				0

				D16b		Number of failed deliveries due to clinical referring centre or Purchasing Authority		0				0				0				0				0				0				0				0				0				0				0				0

				D16c		Number of failed deliveries due to patient		0				0				0				0				0				0				0				0				0				0				0				0

				K5		Medicines and ancillaries deliveries not on time  as % of total number of deliveries. KPI 5 = D14 / D13 x %. 																																														

				K6		Medicines and ancillaries deliveries not in full as % of total number of deliveries. KPI 6 
= D15 / D13 x %.																																														

				K7		Failed deliveries as % of total number of deliveries. KPI 7 = D16 / D13 x %.

																																														

				K7a		Failed deliveries due to service provider as % of total number of deliveries. KPI7a
= D16a / D13 x %																																														

				K7b		Failed deliveries due to clinical referring centre/Purchasing Authority as % of total number of deliveries. KPI7b = D16b / D13 x %																																														

				K7c		Failed deliveries due to patient as % of total number of deliveries. KPI7c = D16c / D13 x %																																														

				D17		Number of invoices issued		0				0				0				0				0				0				0				0				0				0				0				0

				D18		Number of invoices issued and remaining overdue for payment.		0				0				0				0				0				0				0				0				0				0				0				0

				D19		Value of invoices issued and remaining overdue for payment.		0				0				0				0				0				0				0				0				0				0				0				0

				D20		Number of Credit and Debit notes issued		0				0				0				0				0				0				0				0				0				0				0				0

				K8		Credit or Debit notes as % of number of invoices issued. KPI 8 = D20 / D17 x %.																																														

				D21		Number of Credit and Debit notes issued		0				0				0				0				0				0				0				0				0				0				0				0

				K9		Telephone calls per patient. KPI9 = D21 / D2																																														

				D30		Number of planned episodes of clinical service completed within the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D30a		Number of planned episodes of clinical service within the reporting period; face-to-face		0				0				0				0				0				0				0				0				0				0				0				0

				D30b		Number of planned episodes of clinical service within the reporting period - remote interaction		0				0				0				0				0				0				0				0				0				0				0				0

				D31		Number of planned episodes of clinical service not started on-time within the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D32		Number of planned episodes of clinical service not completed in-full within the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D33		Number of delayed clinical services		0				0				0				0				0				0				0				0				0				0				0				0

				D33a		Number of delayed clinical services due to service provider		0				0				0				0				0				0				0				0				0				0				0				0

				D33b		Number of delayed clinical services due to clinical referring centre or Purchasing Authority		0				0				0				0				0				0				0				0				0				0				0				0

				D33c		Number of delayed clinical services due to patient		0				0				0				0				0				0				0				0				0				0				0				0

				K14		Clinical services not on time  as % of total number of planned episodes of clinical service. KPI 14 
= D31 / D30) x %. 

																																														

				K15		Clinical services not completed in full as % of the number of number of planned episodes of clinical service. KPI 15
= D32 / D30 x %.

																																														

				K16		Delayed clinical services as % of the number of planned episodes of clinical service. KPI 16 
= D33 / D30 x %.

																																														

				K16a		Delayed clinical services due to service provider as % of the number of planned episodes of clinical service. KPI6a
= D33a / D30 x %																																														

				K16b		Delayed clinical services due to clinical referring centre/Purchasing Authority as % of the number of planned episodes of clinical service. KPI6b
= D33b / D30 x %																																														

				K16c		Delayed clinical services due to patient as % of the number of planned episodes of clinical service. KPI6c
= D33c / D30 x %																																														

				D51		Number of Formal Complaints and Incidents (C/Is) opened		0				0				0				0				0				0				0				0				0				0				0				0

				K21		Formal C/Is opened as a % of the total number of active patients. KPI = D51 / D2 x %																																														

				D52		Number of Formal C/Is not acknowledged within 3 business days of the initial C&I report.		0				0				0				0				0				0				0				0				0				0				0				0

				D53		Number of Formal C/Is where the response to complainant/reporter has not been provided within 30 business of the initial C/I report		0				0				0				0				0				0				0				0				0				0				0				0

				K22		Formal C/Is responses sent where response to complainant/reporter has not been provided within 30 business in the reporting period as a % of number of Formal C/Is opened. KPI = D53 / D51 x %																																														

				D54		Number of open Formal C/Is at the end of the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				K23		Open Formal C/Is as a % of number of Formal C/Is opened. KPI
= D54 / D51 x %																																														

				D55		Highest number of days since the opening date of an open Formal C/I remaining open at the end of the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D56a		Number of Formal C/Is attributed to Service Implementation / Change Control process		0				0				0				0				0				0				0				0				0				0				0				0

				D56b		Number of Formal C/Is attributed to Patient Registration and Patient Services process		0				0				0				0				0				0				0				0				0				0				0				0

				D56c		Number of Formal C/Is attributed to Prescribing process		0				0				0				0				0				0				0				0				0				0				0				0

				D56d		Number of Formal C/Is attributed to Prescription Management process		0				0				0				0				0				0				0				0				0				0				0				0

				D56e		Number of Formal C/Is attributed to Purchasing / Warehouse / Manufacturing process		0				0				0				0				0				0				0				0				0				0				0				0

				D56f		Number of Formal C/Is attributed to Dispensing process		0				0				0				0				0				0				0				0				0				0				0				0

				D56g		Number of Formal C/Is attributed to Despatch process		0				0				0				0				0				0				0				0				0				0				0				0

				D56h		Number of Formal C/Is attributed to Delivery process		0				0				0				0				0				0				0				0				0				0				0				0

				D56i		Number of Formal C/Is attributed to Clinical / Nursing Service process		0				0				0				0				0				0				0				0				0				0				0				0

				D56j		Number of Formal C/Is attributed to Invoicing / Finance process		0				0				0				0				0				0				0				0				0				0				0				0

				D57		Number of patient safety incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K24		Patient safety incidents as a % of active patients. KPI
= D57 / D2 x %																																														

				D58		Number of Duty of Candour incidents		0				0				0				0				0				0				0				0				0				0				0				0

				D59		Total number of reported adverse drug reaction incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K25		Total number of reported adverse drug reaction incidents as % of active patients. KPI
= D59/ D2 x %																																														

				D60		Total number of adverse drug event incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K26		Adverse drug event incidents as % of active patients. KPI
= D60 / D2 x %																																														

				D61		Total number of faulty medicinal product incident reports		0				0				0				0				0				0				0				0				0				0				0				0

				D62		Total number of faulty medicine device incident reports		0				0				0				0				0				0				0				0				0				0				0				0

				K27		Faulty medicinal product and device incident reports as % of active patients. KPI
= (D61+D62) / D2 x %																																														

				D63		Total number of safeguarding incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K28		Safeguarding incidents as % of active patients. KPI
= D63 / D2 x %																																														

				D64		Total number of information governance incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K29		Information governance incidents as % of active patients. KPI
= D64 / D2 x %																																														



Please note - this tab is only functional when single trust data is captured in KPI Data tab.



KPI Data

								Enter current rolling 12 months end date 
(e.g. "01/05/2017" for period ending May 2017):						12/1/19

		Supplier		Purchasing Authority Name		Purchasing Authority Postcode(legacy)		Purchasing Authority ODS Code		Hospital Name		Hospital ODS Code		Therapy Area (legacy)		Standard Service Area		Contract or Framework Reference		Manufacturer Funded Service 		Period		D1		D1a		D2		D2a		D3		D3a		D4		D4a		D5		D5a		D6		D7		D8		D9		D10		D11		D12		D13		D14		D15		D16		D16a		D16b		D16c		D17		D18		D19		D20		D21		D30		D30a		D30b		D31		D32		D33		D33a		D33b		D33c		D51		D52		D53		D54		D55		D56a		D56b		D56c		D56d		D56e		D56f		D56g		D56h		D56i		D56j		D57		D58		D59		D60		D61		D62		D63		D64

		Enter your supplier name		Trust / Health Board / Clinical referring centre's legal entity name		Postcode of participating authority for use by legacy systems		Purchasing Authority ODS code (https://digital.nhs.uk/services/organisation-data-service)		Hospital name		Hospital ODS code (https://digital.nhs.uk/services/organisation-data-service)		Legacy therapy areas as reported by Suppliers pre-homecare KPI v6		Standard NHMC service areas
(https://www.sps.nhs.uk/articles/national-homecare-medicines-committee-nhmc-standard-service-areas/)		Contract or Framework Reference (Input "Pharma" for pharma schemes)		Manufacturer Funded Service (Yes or No - see drop down in each cell)		Return period (yyyymm) 
e.g. 201506 for June 2015		Total number of patients registered for the homecare service.
		Total number of patients registered for clinical elements of the homecare service.
		Number of active patients who are registered for the homecare service		Number of active patients who are registered for the  clinical elements of the homecare service		Number of new patients registered.		Number of new patients registered for clinical elements of the homecare service.		Number of patients permanently removed from the homecare providers' register for the homecare service.		Number of patients permanently removed from the homecare providers' register for the clincial service elements of the homecare service.		Number of patients temporarily on-hold.		Number of patients temporarily on-hold from clinical elements of the homecare service.		Number of incorrectly completed registration document sets received.		Total number of prescriptions received during the reporting period		Number of non-compliant prescriptions received during the reporting period		Number of  prescriptions that are not clinically validated by the referring clinical referring centre Pharmacist at the time of receipt by the dispensing pharmacy
		Number of prescriptions received without a purchase order number		Total number of product items dispensed - Medicines		Total number of product items supplied - Ancillaries, Equipment and Devices (non-medicines) within the reporting period		Total number of deliveries made		Number of medicines and ancillaries deliveries made that were not on-time 
		Number of medicines and ancillaries deliveries made that were not in full		Number of failed deliveries		Number of failed deliveries due to service provider		Number of failed deliveries due to clinical referring centre or Purchasing Authority		Number of failed deliveries due to patient		Number of invoices issued		Number of invoices issued and remaining overdue for payment.		Value of invoices issued and remaining overdue for payment.		Number of Credit and Debit notes issued		Number of telephone calls		Number of planned episodes of clinical service completed within the reporting period		Number of planned episodes of clinical service within the reporting period; face-to-face		Number of planned episodes of clinical service within the reporting period - remote interaction		Number of planned episodes of clinical service not started on-time within the reporting period		Number of planned episodes of clinical service not completed in-full within the reporting period		Number of delayed clinical services		Number of delayed clinical services due to service provider		Number of delayed clinical services due to clinical referring centre or Purchasing Authority		Number of delayed clinical services due to patient		Number of Formal Complaints and Incidents (C/Is) opened		Number of Formal C/Is not acknowledged within 3 business days of the initial C&I report.		Number of Formal C/Is where the response to complainant/reporter has not been provided within 30 business of the initial C/I report		Number of open Formal C/Is at the end of the reporting period		Highest number of days since the opening date of an open Formal C/I remaining open at the end of the reporting period		Number of Formal C/Is attributed to Service Implementation / Change Control process		Number of Formal C/Is attributed to Patient Registration and Patient Services process		Number of Formal C/Is attributed to Prescribing process		Number of Formal C/Is attributed to Prescription Management process		Number of Formal C/Is attributed to Purchasing / Warehouse / Manufacturing process		Number of Formal C/Is attributed to Dispensing process		Number of Formal C/Is attributed to Despatch process		Number of Formal C/Is attributed to Delivery process		Number of Formal C/Is attributed to Clinical / Nursing Service process		Number of Formal C/Is attributed to Invoicing / Finance process		Number of patient safety incidents		Number of Duty of Candour incidents		Total number of reported adverse drug reaction incidents		Total number of adverse drug event incidents		Total number of faulty medicinal product incident reports		Total number of faulty medicine device incident reports		Total number of safeguarding incidents		Total number of information governance incidents





























































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































Example additional datasets

		Example Service Specific or Fixed Period Datasets

		The below are examples of additional datasets  / KPIs which may be appropriate for specific services or for a fixed time period in the event of suspect issue.

		Data or KPI		Title
Data / KPI Requirement		Definition 		Interpretation

		Data		Number of patients taken off-hold for clinical services		This field should reflect the number of patients who are taken off hold for clinical services i.e. notification for restart of clinical services is issued and the patient is reactivated during the reporting period.		This measures "cycling" of on hold patients and is only important in services where registered patients are regularly transitioning between on-hold and active status such that simple monitoring of on-hold patient numbers is not sufficient to monitor the clinical service.

		Data		Number of patients taken off-hold where clinical services did not restart on-time as stated in the SLA/specification .  		This field should reflect the number of patients who have been taken off hold for clinical services and the first clinical service after the restart notice was not in time as defined with the SLA/service specification.
		May be usefule where there are known service capacity constraints such that the restart of service for patients who have been on-hold need to be monitored specifically in addition to monitoring overall on-time delivery clinical services. 

		Data		Number of clinical service change requests		The number of requests for clinical service changes to an active patient (includes on-hold requests but not restart or stop requests for on-hold patients). For example patient has a broken arm meaning their ability to self-administer is temporarily reduced, so home visits are put in place until the patient is able to self-administer safely.  Clinical service changes may be due to temporary disabilites;  change in the frequency of treatment to a nursed patient; a need for additional self-administration trainng or increased monitoring.  The most appropriate timepoint to measure is when the change reguest is actioned by the homecare organisation which provides that clinical service element - however different organisations have different reporting capabilities and the most important characteristic of this measure is consistency so reporting cut-off time and cut-off criteria must be subject to change control. 		May be usefule where there are known service capacity constraints such that restart of patients who have been on-hold need to be monitored specifically in addition to monitoring overall on-time delivery clinical services.
 
Monitors service complexity.
May indicate inefficiency in patient services.
May indicate inappropriate designation of patients as being suitable for the clinical homecare service.

		Data		Number of changed clinical services delayed following change requests (excludes restart of on-hold patient)		Subset of the aboce which were not implemented on the correct day as specified in the SLA/specification. 		May be usefule where there are known service capacity constraints such that changes of service for patients need to be monitored specifically in addition to monitoring overall on-time delivery clinical services.  This measure may be changed to measure "on-time" service rather than "delayed" service only where patient safety incidents would result from services being provided at a different time within the same day.

Monitors service complexity.
May indicate inefficiency in patient services.
May indicate inappropriate designation of patients as being suitable for the clinical homecare service.

		KPI		Number of patients with delayed clinical service restart after on-hold				Monitors the prompt recommencing of clinical services when on-hold patient clinical services restart

		KPI		Delayed clinical services following change requests as % of number of clinical service change requests.				Monitors the prompt implementation of change requests within SLA/ service specification parameters

Monitors service complexity.
May indicate inefficiency in patient services.
May indicate inappropriate designation of patients as being suitable for the clinical homecare service.





KPI Summary Therapy

								Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)		Period		Therapy Area (legacy)

								201901		Haemophilia		201902		Haemophilia		201903		Haemophilia		201904		Haemophilia		201905		Haemophilia		201906		Haemophilia		201907		Haemophilia		201908		Haemophilia		201909		Haemophilia		201910		Haemophilia		201911		Haemophilia		201912		Haemophilia

						Choose Therapy Area from drop down below:

						Haemophilia		0																		0





				KPI Reference and Description				Jan-19				Feb-19				Mar-19				Apr-19				May-19				Jun-19				Jul-19				Aug-19				Sep-19				Oct-19				Nov-19				Dec-19

				D1		Total number of patients registered for the homecare service.
		0				0				0				0				0				0				0				0				0				0				0				0

				D1a		Total number of patients registered for clinical elements of the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D2		Number of active patients who are registered for the homecare service		0				0				0				0				0				0				0				0				0				0				0				0

				D2a		Number of active patients who are registered for the  clinical elements of the homecare service		0				0				0				0				0				0				0				0				0				0				0				0

				D3		Number of new patients registered.		0				0				0				0				0				0				0				0				0				0				0				0

				D3a		Number of new patients registered for clinical elements of the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D4		Number of patients permanently removed from the homecare providers' register for the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D4a		Number of patients permanently removed from the homecare providers' register for the clincial service elements of the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D5		Number of patients temporarily on-hold.		0				0				0				0				0				0				0				0				0				0				0				0

				D5a		Number of patients temporarily on-hold from clinical elements of the homecare service.		0				0				0				0				0				0				0				0				0				0				0				0

				D6		Number of incorrectly completed registration document sets received.		0				0				0				0				0				0				0				0				0				0				0				0

				K1		Incorrectly completed patient registrations received as % of total number of new patient registrations received during the reporting period. KPI 1 
= D6 / D3  x %.																																														

				D7		Total number of prescriptions received during the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D8		Number of non-compliant prescriptions received during the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				K2		Non-compliant prescriptions as % of total prescriptions received. KPI 2 = D8 / D7 x %																																														

				D9		Number of  prescriptions that are not clinically validated by the referring clinical referring centre Pharmacist at the time of receipt by the dispensing pharmacy
		0				0				0				0				0				0				0				0				0				0				0				0

				D10		Number of prescriptions received without a purchase order number		0				0				0				0				0				0				0				0				0				0				0				0

				K3		Prescriptions received without correct clinical validation as % of total prescriptions received. KPI 3 = D9 / D7 x %																																														

				K4		Number of prescriptions received without a purchase order number included as % of total prescriptions received. KPI 4 = D10 / D7 x %																																														

				D11		Total number of product items dispensed - Medicines		0				0				0				0				0				0				0				0				0				0				0				0

				D12		Total number of product items supplied - Ancillaries, Equipment and Devices (non-medicines) within the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D13		Total number of deliveries made		0				0				0				0				0				0				0				0				0				0				0				0

				D14		Number of medicines and ancillaries deliveries made that were not on-time 
		0				0				0				0				0				0				0				0				0				0				0				0

				D15		Number of medicines and ancillaries deliveries made that were not in full		0				0				0				0				0				0				0				0				0				0				0				0

				D16		Number of failed deliveries		0				0				0				0				0				0				0				0				0				0				0				0

				D16a		Number of failed deliveries due to service provider		0				0				0				0				0				0				0				0				0				0				0				0

				D16b		Number of failed deliveries due to clinical referring centre or Purchasing Authority		0				0				0				0				0				0				0				0				0				0				0				0

				D16c		Number of failed deliveries due to patient		0				0				0				0				0				0				0				0				0				0				0				0

				K5		Medicines and ancillaries deliveries not on time  as % of total number of deliveries. KPI 5 = D14 / D13 x %. 																																														

				K6		Medicines and ancillaries deliveries not in full as % of total number of deliveries. KPI 6 
= D15 / D13 x %.																																														

				K7		Failed deliveries as % of total number of deliveries. KPI 7 = D16 / D13 x %.

																																														

				K7a		Failed deliveries due to service provider as % of total number of deliveries. KPI7a
= D16a / D13 x %																																														

				K7b		Failed deliveries due to clinical referring centre/Purchasing Authority as % of total number of deliveries. KPI7b = D16b / D13 x %																																														

				K7c		Failed deliveries due to patient as % of total number of deliveries. KPI7c = D16c / D13 x %																																														

				D17		Number of invoices issued		0				0				0				0				0				0				0				0				0				0				0				0

				D18		Number of invoices issued and remaining overdue for payment.		0				0				0				0				0				0				0				0				0				0				0				0

				D19		Value of invoices issued and remaining overdue for payment.		0				0				0				0				0				0				0				0				0				0				0				0

				D20		Number of Credit and Debit notes issued		0				0				0				0				0				0				0				0				0				0				0				0

				K8		Credit or Debit notes as % of number of invoices issued. KPI 8 = D20 / D17 x %.																																														

				D21		Number of Credit and Debit notes issued		0				0				0				0				0				0				0				0				0				0				0				0

				K9		Telephone calls per patient. KPI9 = D21 / D2																																														

				D30		Number of planned episodes of clinical service completed within the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D30a		Number of planned episodes of clinical service within the reporting period; face-to-face		0				0				0				0				0				0				0				0				0				0				0				0

				D30b		Number of planned episodes of clinical service within the reporting period - remote interaction		0				0				0				0				0				0				0				0				0				0				0				0

				D31		Number of planned episodes of clinical service not started on-time within the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D32		Number of planned episodes of clinical service not completed in-full within the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D33		Number of delayed clinical services		0				0				0				0				0				0				0				0				0				0				0				0

				D33a		Number of delayed clinical services due to service provider		0				0				0				0				0				0				0				0				0				0				0				0

				D33b		Number of delayed clinical services due to clinical referring centre or Purchasing Authority		0				0				0				0				0				0				0				0				0				0				0				0

				D33c		Number of delayed clinical services due to patient		0				0				0				0				0				0				0				0				0				0				0				0

				K14		Clinical services not on time  as % of total number of planned episodes of clinical service. KPI 14 
= D31 / D30) x %. 

																																														

				K15		Clinical services not completed in full as % of the number of number of planned episodes of clinical service. KPI 15
= D32 / D30 x %.

																																														

				K16		Delayed clinical services as % of the number of planned episodes of clinical service. KPI 16 
= D33 / D30 x %.

																																														

				K16a		Delayed clinical services due to service provider as % of the number of planned episodes of clinical service. KPI6a
= D33a / D30 x %																																														

				K16b		Delayed clinical services due to clinical referring centre/Purchasing Authority as % of the number of planned episodes of clinical service. KPI6b
= D33b / D30 x %																																														

				K16c		Delayed clinical services due to patient as % of the number of planned episodes of clinical service. KPI6c
= D33c / D30 x %																																														

				D51		Number of Formal Complaints and Incidents (C/Is) opened		0				0				0				0				0				0				0				0				0				0				0				0

				K21		Formal C/Is opened as a % of the total number of active patients. KPI = D51 / D2 x %																																														

				D52		Number of Formal C/Is not acknowledged within 3 business days of the initial C&I report.		0				0				0				0				0				0				0				0				0				0				0				0

				D53		Number of Formal C/Is where the response to complainant/reporter has not been provided within 30 business of the initial C/I report		0				0				0				0				0				0				0				0				0				0				0				0

				K22		Formal C/Is responses sent where response to complainant/reporter has not been provided within 30 business in the reporting period as a % of number of Formal C/Is opened. KPI = D53 / D51 x %																																														

				D54		Number of open Formal C/Is at the end of the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				K23		Open Formal C/Is as a % of number of Formal C/Is opened. KPI
= D54 / D51 x %																																														

				D55		Highest number of days since the opening date of an open Formal C/I remaining open at the end of the reporting period		0				0				0				0				0				0				0				0				0				0				0				0

				D56a		Number of Formal C/Is attributed to Service Implementation / Change Control process		0				0				0				0				0				0				0				0				0				0				0				0

				D56b		Number of Formal C/Is attributed to Patient Registration and Patient Services process		0				0				0				0				0				0				0				0				0				0				0				0

				D56c		Number of Formal C/Is attributed to Prescribing process		0				0				0				0				0				0				0				0				0				0				0				0

				D56d		Number of Formal C/Is attributed to Prescription Management process		0				0				0				0				0				0				0				0				0				0				0				0

				D56e		Number of Formal C/Is attributed to Purchasing / Warehouse / Manufacturing process		0				0				0				0				0				0				0				0				0				0				0				0

				D56f		Number of Formal C/Is attributed to Dispensing process		0				0				0				0				0				0				0				0				0				0				0				0

				D56g		Number of Formal C/Is attributed to Despatch process		0				0				0				0				0				0				0				0				0				0				0				0

				D56h		Number of Formal C/Is attributed to Delivery process		0				0				0				0				0				0				0				0				0				0				0				0

				D56i		Number of Formal C/Is attributed to Clinical / Nursing Service process		0				0				0				0				0				0				0				0				0				0				0				0

				D56j		Number of Formal C/Is attributed to Invoicing / Finance process		0				0				0				0				0				0				0				0				0				0				0				0

				D57		Number of patient safety incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K24		Patient safety incidents as a % of active patients. KPI
= D57 / D2 x %																																														

				D58		Number of Duty of Candour incidents		0				0				0				0				0				0				0				0				0				0				0				0

				D59		Total number of reported adverse drug reaction incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K25		Total number of reported adverse drug reaction incidents as % of active patients. KPI
= D59/ D2 x %																																														

				D60		Total number of adverse drug event incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K26		Adverse drug event incidents as % of active patients. KPI
= D60 / D2 x %																																														

				D61		Total number of faulty medicinal product incident reports		0				0				0				0				0				0				0				0				0				0				0				0

				D62		Total number of faulty medicine device incident reports		0				0				0				0				0				0				0				0				0				0				0				0

				K27		Faulty medicinal product and device incident reports as % of active patients. KPI
= (D61+D62) / D2 x %																																														

				D63		Total number of safeguarding incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K28		Safeguarding incidents as % of active patients. KPI
= D63 / D2 x %																																														

				D64		Total number of information governance incidents		0				0				0				0				0				0				0				0				0				0				0				0

				K29		Information governance incidents as % of active patients. KPI
= D64 / D2 x %																																														



Please note - this tab is only functional when single trust data is captured in KPI Data tab.



Graph data

						Jan-19				Feb-19				Mar-19				Apr-19				May-19				Jun-19				Jul-19				Aug-19				Sep-19				Oct-19				Nov-19				Dec-19

		K1		All																																														

		K1		Haemophilia																																														

		K2		All																																														

		K2		Haemophilia																																														

		K3		All																																														

		K3		Haemophilia																																														

		K4		All																																														

		K4		Haemophilia																																														

		K5		All																																														

		K5		Haemophilia																																														

		K6		All																																														

		K6		Haemophilia																																														

		K7		All																																														

		K7		Haemophilia																																														

		K7a		All																																														

		K7a		Haemophilia																																														

		K7b		All																																														

		K7b		Haemophilia																																														

		K7c		All																																														

		K7c		Haemophilia																																														

		K8		All																																														

		K8		Haemophilia																																														

		K9		All																																														

		K9		Haemophilia																																														

		K14		All																																														

		K14		Haemophilia																																														

		K15		All																																														

		K15		Haemophilia																																														

		K16		All																																														

		K16		Haemophilia																																														

		K16a		All																																														

		K16a		Haemophilia																																														

		K16b		All																																																		i

		K16b		Haemophilia																																														

		K16C		All																																														

		K16C		Haemophilia																																														

		K21		All																																														

		K21		Haemophilia																																														

		K22		All																																														

		K22		Haemophilia																																														

		K23		All																																														

		K23		Haemophilia																																														

		K24		All																																														

		K24		Haemophilia																																														

		K25		All																																														

		K25		Haemophilia																																														

		K26		All																																														

		K26		Haemophilia																																														

		K27		All																																														

		K27		Haemophilia																																														

		K28		All																																														

		K28		Haemophilia																																														

		K29		All																																														

		K29		Haemophilia																																														

						Jan-19				Feb-19				Mar-19				Apr-19				May-19				Jun-19				Jul-19				Aug-19				Sep-19				Oct-19				Nov-19				Dec-19

		D1 Total Patients		All		0				0				0				0				0				0				0				0				0				0				0				0

		D1 Total Patients		Haemophilia		0				0				0				0				0				0				0				0				0				0				0				0

		D2 Total exc on hold		All		0				0				0				0				0				0				0				0				0				0				0				0

		D2 Total exc on hold		Haemophilia		0				0				0				0				0				0				0				0				0				0				0				0

		D3 New		All		0				0				0				0				0				0				0				0				0				0				0				0

		D3 New		Haemophilia		0				0				0				0				0				0				0				0				0				0				0				0

		D1a Total Clinical Patients		All		0				0				0				0				0				0				0				0				0				0				0				0

		D1a Total Clinical Patients		Haemophilia		0				0				0				0				0				0				0				0				0				0				0				0

		D2a Total Clinical exc on hold		All		0				0				0				0				0				0				0				0				0				0				0				0

		D2a Total Clinical exc on hold		Haemophilia		0				0				0				0				0				0				0				0				0				0				0				0

		D3a New Clinical		All		0				0				0				0				0				0				0				0				0				0				0				0

		D3a New Clinical		Haemophilia		0				0				0				0				0				0				0				0				0				0				0				0





Graphical Analysis
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K1 - Incorrectly completed registrations

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Patients - All

D1 Total Patients	All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D2 Total exc on hold	All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D3 New	All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K21 Formal C/Is opened

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K25 - Reported Adverse Drug Reactions - Active Patients

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K28 - Safeguarding incident

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K29 - Information governance incidents

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K24 - Patient safety incidents - Active Patients

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K27 -  Faulty Medicinal Product & Device Incidents

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K23 - Open Formal C/Is of those opened

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K26  - Adverse drug events - Active Patients 

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K7c - Failed - patient

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K2 - Non-compliant prescriptions

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K8 - Credit/ Debit notes issued

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K14 - Clinical services not on time  

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K16 - Delayed clinical services

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K15 - Clinical services not completed

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K16a - Delayed clinical services due to service provider

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K16c - Delayed clinical services due to patient 

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K16b - Delayed clinical services due to clinical referring centre/Purchasing Authority

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K7a - Failed - Service provider

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K9 - Telephone Calls per Patient  

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K22 Formal C/Is - no responses

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K3 - Without correct clinical validation

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Clinical Patients - All

D1 Total Patients	All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D1a Total Clinical Patients	All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D2a Total Clinical exc on hold	All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D3a New Clinical	All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D1 Total Patients	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D2 Total exc on hold	All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D2 Total exc on hold	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D3 New	All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D3 New	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D1a Total Clinical Patients	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D2a Total Clinical exc on hold	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D3a New Clinical	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Clinical Patients - Therapy 

D1 Total Patients	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D1a Total Clinical Patients	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D2a Total Clinical exc on hold	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D3a New Clinical	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K4 - No purchase order

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K5 - Delivery not on time 

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K6 - Delivery not in full

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K7 - Delivery failed

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	K7b - Failed - NHS Trust/ purchasing authority 

All	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	Patients - Therapy



D1 Total Patients	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D2 Total exc on hold	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	D3 New	Haemophilia	43466	43497	43525	43556	43586	43617	43647	43678	43709	43739	43770	43800	0	0	0	0	0	0	0	0	0	0	0	0	







Guidance on changing the displayed therapy area:
1) Go into Summary Therapy Tab 2) Select cell C4  3) Choose therapy area from drop down list.

Dataset Analysis

Please note - this tab is only functional when single trust data is captured in KPI Data tab.



Lookups 

				Therapy Area - add below in the blue cells						Reporting month lookup

				Haemophilia						Jun-15		201506

				Lysosomal Storage Disorder						Jul-15		201507

										Aug-15		201508

										Sep-15		201509

										Oct-15		201510

										Nov-15		201511

										Dec-15		201512

										Jan-16		201601

										Feb-16		201602

										Mar-16		201603

										Apr-16		201604

										May-16		201605

										Jun-16		201606

										Jul-16		201607

										Aug-16		201608

										Sep-16		201609

										Oct-16		201610

										Nov-16		201611

										Dec-16		201612

										Jan-17		201701

										Feb-17		201702

										Mar-17		201703

										Apr-17		201704

										May-17		201705

										Jun-17		201706

										Jul-17		201707

										Aug-17		201708

										Sep-17		201709

										Oct-17		201710

										Nov-17		201711

										Dec-17		201712

										Jan-18		201801

										Feb-18		201802

										Mar-18		201803

										Apr-18		201804

										May-18		201805

										Jun-18		201806

										Jul-18		201807

										Aug-18		201808

										Sep-18		201809

										Oct-18		201810

										Nov-18		201811

										Dec-18		201812

										Jan-19		201901

										Feb-19		201902

										Mar-19		201903

										Apr-19		201904

										May-19		201905

										Jun-19		201906

										Jul-19		201907

										Aug-19		201908

										Sep-19		201909

										Oct-19		201910

										Nov-19		201911

										Dec-19		201912

										Jan-20		201913

										Feb-20		201914

										Mar-20		201915

										Apr-20		201916

										May-20		201917

										Jun-20		201918

										Jul-20		201919

										Aug-20		201920

										Sep-20		201921

										Oct-20		201922

										Nov-20		201923

										Dec-20		201924

										Jan-21		201925

										Feb-21		201926

										Mar-21		201927

										Apr-21		201928

										May-21		201929

										Jun-21		201930

										Jul-21		201931

										Aug-21		201932

										Sep-21		201933

										Oct-21		201934

										Nov-21		201935

										Dec-21		201936

										Jan-22		201937

										Feb-22		201938

										Mar-22		201939





Customers

		Suppliers to populate				Trust to populate

		Name of Referring Trust site/hospital		Postcode (or framework SiteCode) of Referring Trust site/hospital		Official trust name		Trust code

		Supplier Trust Name 1		AB1 2CD		Trust Name 1		RR111

		Supplier Trust Name 2		AB1 2CD		Trust Name 2		RR112

		Supplier Trust Name 3		AB1 2CD		Trust Name 3		RR113

		Supplier Trust Name 4		AB1 2CD		Trust Name 4		RR114

		Supplier Trust Name 5		AB1 2CD		Trust Name 5		RR115

		Supplier Trust Name 6		AB1 2CD		Trust Name 6		RR116

		Supplier Trust Name 7		AB1 2CD		Trust Name 7		RR117

		Supplier Trust Name 8		AB1 2CD		Trust Name 8		RR118

		Supplier Trust Name 9		AB1 2CD		Trust Name 9		RR119

		Supplier Trust Name 10		AB1 2CD		Trust Name 10		RR120

		Supplier Trust Name 11		AB1 2CD		Trust Name 11		RR121

		Supplier Trust Name 12		AB1 2CD		Trust Name 12		RR122

		Supplier Trust Name 13		AB1 2CD		Trust Name 13		RR123

		Supplier Trust Name 14		AB1 2CD		Trust Name 14		RR124

		Supplier Trust Name 15		AB1 2CD		Trust Name 15		RR125

		Supplier Trust Name 16		AB1 2CD		Trust Name 16		RR126

		Supplier Trust Name 17		AB1 2CD		Trust Name 17		RR127

		Supplier Trust Name 18		AB1 2CD		Trust Name 18		RR128

		Supplier Trust Name 19		AB1 2CD		Trust Name 19		RR129

		Supplier Trust Name 20		AB1 2CD		Trust Name 20		RR130

		Supplier Trust Name 21		AB1 2CD		Trust Name 21		RR131

		Supplier Trust Name 22		AB1 2CD		Trust Name 22		RR132

		Supplier Trust Name 23		AB1 2CD		Trust Name 23		RR133

		Supplier Trust Name 24		AB1 2CD		Trust Name 24		RR134

		Supplier Trust Name 25		AB1 2CD		Trust Name 25		RR135
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NHMC

National Homecare Medicines Committee
RPS Handbook for Homecare Services - Appendix 23:

Maintaining “the Cold Chain” in patients’ homes - Guidance
for temperature control, storage & handling of homecare
medicines by patients

Version 1 Approved by National Homecare Medicines Committee May 2022

Introduction

Medicines will be stored and handled in patients’ homes in accordance with the manufacturer’s
instructions to ensure their quality is not compromised. This will optimise safety and
effectiveness of treatment in the homecare setting whilst minimising wastage. In the non-
homecare supply chain, medicines which need refrigerated storage are expected to be handled
at room temperature for dispensing and transport to patients’ homes; this is accounted for when
shelf lives are assigned by the manufacturer.

This guidance supplements information published in the RPS Handbook for Homecare
Services! the aims to assist pharmacists in taking professional risk-based decisions when
implementing homecare services for medicines requiring cold-chain storage.

It includes advice and signposts resources on:

e assessing individual medicines to determine their storage and monitoring requirements
e choosing appropriate refrigeration and monitoring equipment
e recognising, understanding and managing temperature excursions

It is recognised that some medicines have special characteristics which make them less
suitable for community pharmacy and/or hospital outpatient supply due to the additional risk
control measures that are available within homecare services needed to maintain patient safety.
Within homecare services, it is possible to implement risk controls that are difficult to achieve
via other supply routes. Risk control measures necessary to mitigate risks associated with
those special characteristics must be fully documented and known to healthcare professionals
delivering that homecare service. This should be taken into account when designing and
implementing homecare services.

Scope

This document applies to medicines that have been supplied via homecare services which
require storage between 2°C — 8°C in a patient’'s home and to the equipment required for their
storage. However, the same principles may be applied to medicines requiring storage at other
temperature ranges.

! https://www.rpharms.com/recognition/setting-professional-standards/homecare-services-professional-
standards
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This document does not apply to the storage of medicines in places other than a private home
(e.g. residential or nursing home, or healthcare settings such as clinics and hospitals).

The assessment of the ability of patients to comply with the storage and monitoring
requirements for their medicines is out of scope of this guidance, but will be considered when
assessing the suitability of homecare services as a route of supply of medicines for individual
patients.

Principles

e Safe storage of medicines supplied to the patient by community pharmacies, hospital

outpatient pharmacies or via homecare medicines services is the responsibility of the
patient.

e Storage controls and monitoring requirements will be kept as simple and easy to manage as

possible, and proportionate to the risk of temperature deviations on patient safety and
potential for medicine wastage.

e The amount of stock held by the patient will reflect the optimum balance between patient

convenience, available storage space, and minimising the impact of any temperature
excursions or other storage incidents.

e Storage conditions in the Summary of Product Characteristics apply to long term storage of

medicines within the pharmaceutical supply chain. Rigid adherence during (relatively short
term) storage in the patient's home may only be necessary for medicines where there are
significant product stability issues as detailed in the Summary of Product Characteristics.

o Arisk assessment will be used to determine the storage and temperature monitoring

requirements for each homecare medicine and how best they may be met. Some residual
risks may need to be accepted.

¢ Homecare medicines are often high-cost medicines. Wastage of medicines should always

be minimised but may be justified if there is inadequate evidence of appropriate storage in
cases where the risk to medicine quality and/or patient safety is judged as significant.

Risk assessment

Recommendations for home storage of medicines supplied via homecare will be determined by
a medicine-specific risk assessment during the commissioning of the homecare service.
Refrigeration equipment that is correctly installed and maintained can still fail and equipment
suppliers do not routinely accept liability for the loss of refrigerator contents due to equipment
failure. Minimising stock holding by the patient and stock rotation will reduce the likelihood that
any individual medicine is subject to storage outside 2 and 8°C, and will minimise the impact of
uncontrolled temperature excursions on those medicines.

The following risk factors will be considered:

Thermal stability and impact of temperature excursions on the medicine (see also section 6)

The following factors will be considered:
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o Effects of elevated temperatures. Some medicines that require refrigerated storage have
shelf lives up to three years from manufacture, while others (e.g. aseptically prepared OPAT
medicines) may have shelf lives as short as a few days. A temperature excursion above
8°C will therefore have a relatively greater impact on short shelf-life medicines than on long
shelf-life medicines.

o Effects of freezing. Some medicines must not be subject to freezing. This may be because
the medicine itself may be damaged by freezing, or it may be because the container may be
damaged by freezing. Relatively brief periods of freezing may result in damage, so
medicines labelled “do not freeze” may need more tightly controlled storage.

Quantities to be stored at one time, and the space they will occupy

The quantity and value of medicines to be supplied with each delivery, and the space that they
will take up in the patient's home, needs to be considered when identifying the storage and
monitoring requirements.

In some cases the quantity of stock will mean the patient needs to be provided with an
additional refrigerator (See 5.3 below).

Limiting the quantities supplied to the minimum necessary will reduce the refrigeration capacity
required and minimise the value of loss in the event of refrigeration equipment failure.

Ability to replace doses

The length of time that it would take to replace unusable doses, and the likelihood of missed
doses (see also 4.4below), will be considered when choosing appropriate risk control
measures.

Clinical consequence to patient of missing doses

The severity of the consequence of a missed dose, in the context of the likelihood of a missed
dose occurring (see also above), will also be considered. Refer to clinical risk assessment
page within the COVID-19 prescription management within homecare services exemplar risk
assessment. [https://www.sps.nhs.uk/articles/covid-19-prescription-management-exemplar-
risk-assessment-national-homecare-medicines-committee/

Value of stock

The impact of waste and replacement of high-cost stock will be considered.

Cold chain risk mitigation

Risk controls will be implemented to maintain patient safety; these will be commensurate with
risks identified at risk assessment. Frequency of recording and reporting temperatures should
be proportionate to the risk of temperature deviations on patient safety and potential for
medicine wastage.
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Implementation of unnecessarily complex risk controls increases difficulty for patients and
increases equipment and maintenance costs. Furthermore, temperature monitoring and/or
record keeping failures are likely to increase medicine wastage above those due to “real”
temperature excursions.

Risk of wastage is increased if patient confidence is not maintained such that a patient is
reluctant to use a medicine quarantined for investigation and later found to be usable. Once
delivered to the patient home no medicines can be returned to stock and/or dispensed for
another patient even if determined to be fit for use.

Risk controls will include some of the following, depending on the outcome of the risk
assessment:

Provision of advice and training to patients about the correct storage of their “cold chain”
medicines

In all cases written information will be provided to the patient regarding appropriate stock
rotation and storage conditions of their homecare medicines. This will include instructions
on timely transfer of cold chain homecare medicines into the refrigerator, and monitoring of
the refrigerator’s performance. Patients will always be instructed to report by exception if
they believe their medicines have been subject to temperatures that are too high or too low

or if their refrigerator has malfunctioned e.g. if the alarm sounds, the display reads below 2C

or above 8C, or the refrigerator is unusually silent (see below: Table 1 Temperature
excursion reporting only). The homecare team will take reasonable steps to ensure the
patient understands their responsibilities to ensure the medicines are stored correctly in
accordance with the instructions provided.

Storage in the patient’s own domestic refrigerator

In most cases, medicines can be stored safely in the patient’s own refrigerator, in the same way

as patients would store medicines dispensed by community and hospital pharmacies, and no
additional risk control measures will be required. The space required and available capacity
within the patient’s own refrigerator should be considered.

Provision of dedicated refrigeration equipment

If the patient’s own refrigerator is unsuitable for storage of medicines, dedicated refrigeration
eguipment may need to be supplied via the homecare service. In all cases where refrigeration
equipment is supplied it will be new or will have been subject to appropriate maintenance and
testing according to the manufacturer’s instructions prior to supply.

5.3.1 Refrigeration Equipment choice

Either Pharmacy or domestic refrigerators may be suitable. Several factors will be considered,
taking into account the medicine and the patient’s circumstances:

¢ Need for assisted air circulation to minimise hot and cold spots

e Need for integrated temperature monitoring and recording

¢ Need for the refrigerator to be lockable

e Ambient temperature operating conditions e.g. suitability for use in a garage or outbuilding

e Cost
Version 1 — May 2022
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If a domestic refrigerator is chosen, this should preferably be larder style without an ice box to
reduce the likelihood of cold spots and to avoid the need to defrost regularly.

5.3.2 Installation of Refrigeration Equipment

5.4.

o All refrigeration equipment provided as part of the homecare service will be installed,
maintained and tested by a competent person in accordance with the manufacturer’s
instructions. Further advice can be obtained from the Health and Safety Executive
https://www.hse.gov.uk/electricity/fag-portable-appliance-testing.htm

o If the refrigerator needs to settle before switching on, the installer will leave appropriate
instructions for the patient or carer.

e Medicines will not be loaded into the newly installed refrigerator until the temperature has
stabilised between 2°C and 8°C.

Temperature monitoring

There are several options for temperature monitoring (see Table 1). The mode of temperature
monitoring implemented will be appropriate to the risks identified in the risk assessment:

e Too0 onerous or stringent requirements are inconvenient and time-wasting for the patient,
and may result in more “alerts” than required to maintain patient safety and may undermine
patient confidence and lead to increased wastage.

¢ Inadequate monitoring increases the risk that significant temperature excursions are not
noticed.

Patients storing homecare medicines in their domestic refrigerator will always be instructed to
report by exception if they believe their medicines have be subject to temperatures that are too
hot or too cold - Table 1 Temperature excursion reporting only. Additional temperature
monitoring will only be implemented where it provides a significant additional mitigating effect
on temperature related risks.

Table 1 below compares a number of options that may be used in combination
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Table 1: Temperature monitoring options

Disadvantages

Temperature monitoring | Advantages
system feature

Temperature excursion
reporting only (no daily
record kept)

minimal impact on
patient unless there is
a temperature

relies entirely on patient
reporting — no documentary
evidence to provide

recording by patient

simple and inexpensive

excursion assurance to the homecare
team
Manual temperature real time relies on patient to read and

record accurately

no record of out-of-limit
events occurring in-between
manual checks

no temperature record
showing extent and duration
of temperature excursion

Audiblelvisible
temperature alarm
Refrigerators with this
function have a
continuous display of the
current temperature, and
have an audible alarm
when the temperature
goes out of range.

real time

simple system

the current temperature
is visible to the patient
immediate action can
be taken e.g. when the
door is left open.

display can only be read and
alarm can only be heard
when patient is in vicinity of
refrigerator

depends on patient reporting
no record of out-of-limit
events

no temperature record
showing extent and duration
of temperature excursion

Independent battery-
operated max/min
thermometer

These provide a
continuous display of the
current temperature and
the maximum and
minimum temperatures
reached since the device
was last reset.

real time

inexpensive

relatively easy for
patient to use and read
the temperature is
visible to the patient

batteries need to be
replaced periodically

some training required to
read temperatures and re-
set after each reading
requires action to read, reset
by patient

depends on patient reporting
no temperature record
showing extent and duration
of temperature excursion
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Disadvantages

Temperature monitoring | Advantages
system feature

Calibrated
continuously
recording data-logger
with or without pre-set

e not normally patient
readable (unless has
pre-set alarm lights)

o facilitates retrospective

pre-set alarm lights show
there has been an issue, but
no details

will normally need to be

continuously
recording and
transmitting data-
logger

record temperatures
o facilitates real time

determination by the
homecare team of the
extent and duration of
a temperature
excursion and initiate
timely remedial action

alarm lights determination of the returned to the homecare
extent and duration of team for download.
a temperature if logger does not have
excursion human readable display
e may be useful to excursions will not be
reduce waste for very detectable until downloaded
expensive product in S0 may need to be coupled
case of temperature with an alternative
excursion reported via monitoring method
other means. expensive
e no internet connection
needed
Calibrated e no need for patient to internet connection required

the most expensive option —
hardware, software and
monitoring resources.
homecare team needs to
contact patient to agree
corrective actions.

Thermometers and data-loggers should be calibrated annually or in accordance with the

manufacturer’s instructions to ensure they function as intended.

Temperature monitoring probes should be carefully situated to ensure accurate and
representative readings, preferably close to the homecare medicines. They should not touch
the sides of the refrigerator, and care must be taken to ensure loose probes do not become
trapped in the door or outside the refrigerator. Consideration should be given to situating the
probe inside a mock product. This will buffer the probe from air temperature fluctuations and
increase validity of the measurements.

Management of out-of-range temperature reports

Where temperatures are routinely monitored and/or reported, procedures will be in place to
define the actions to be taken and when to escalate to a specialist pharmacist for further
investigation. These procedures will be aligned with the homecare provider’s in-house
procedures for temperature excursions, and commensurate with the risks identified in Section 5

and should include:

e out-of-range temperature report

e deviations that are acceptable
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e temperature report is not available

N.B. The evidence and information available to the pharmacist making individual decisions
about individual temperature excursions may not be complete and professional judgment
should always be exercised.

If there is disagreement between the parties involved in managing the temperature excursion,
the parties will share information and risk assessments and work together to reach agreement
on whether residual clinical risk arising from the incident is acceptable and the remedial actions
to be implemented.

The following steps should be taken and it is important that all key information gathered and
decisions taken are fully documented with reasons:

Take action to prevent risk of further damage to medicines, and to reassure the patient

Ascertain if the issue affects all or part of the medicine stock and, if appropriate and as a
precaution, advise the patient to ensure affected stock is identifiable, e.g. kept physically
separate from unaffected stock and/or to use an indelible pen to mark the boxes.

Assist the patient to return the medicines to the correct storage temperature, unless the patient
has already done this. This could involve asking the patient to check that the refrigerator is
plugged in and switched on, or asking them to temporarily transfer the medicines into an
alternative refrigerator their own domestic or a neighbour’s refrigerator whilst further
investigations take place.

Reassure the patient, and ensure the patient is informed of any impact on their homecare
service at all times.

Ensure continuity of patient treatment during investigation

In most cases any degradation of product integrity due to a temperature excursion occurring in
the patient home will not be clinically significant. Where specific medicines have been identified
as being at high risk of degradation due to incorrect storage, the patient may be advised to
quarantine them i.e. to put to one side separate from any unaffected packs and not to use the
affected packs until they receive further instruction. In this case, ensure the patient
understands that this is precautionary whilst there is an investigation to confirm that the
medicines are safe to use. The patient should be informed how long the investigation is
expected to take and how they will be told about the outcome of the investigation.

Confirm when the patient’s next dose is due. If their dose is due before the investigation
outcome is expected, and the patient has insufficient usable doses, take all reasonable steps to
ensure patient is provided with a supply of medicines to continue their treatment whilst the
investigation takes place.

Additional information about minimising risks from missed doses is available from the NHS
Specialist Pharmacy Service website:

https://www.sps.nhs.uk/articles/npsa-rapid-response-report-reducing-harm-from-omitted-and-delayed-
medicines-in-hospital-a-tool-to-support-local-implementation/
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https://www.sps.nhs.uk/articles/what-should-people-do-if-they-miss-a-dose-of-their-medicine/

Assess whether there is evidence that a “real” and significant temperature excursion has
occurred

It is possible for out-of-range readings to occur, but for this to have no impact on the medicines.
Apparent excursions may result if there is:

failure in the monitoring method .e.g. failed battery; monitoring probe left outside refrigerator;
probe touching the chiller panel.

Air temperature excursion not impacting the product temperature. e.g. air temperature
excursions between 8-25°C of less than 20 minutes are unlikely to result in any significant
warming of the medicine itself.

If there is insufficient evidence to conclude that a “real” temperature excursion may have
occurred, arrange for repair/replacement of faulty monitoring equipment and/or arrange
additional patient support in storing cold chain medicines and monitoring storage temperatures
and continue from step Error! Reference source not found.. Otherwise, continue from step 6

Assess the likely impact of the temperature excursion on the product quality and patient safety

Where there is evidence that a real temperature excursion may have occurred consider:

The storage requirements of the medicine including allowable time at room temperature
(refer to SmPC, advice provided by the manufacturer (see below) or other published
resources e.g. https://www.sps.nhs.uk/home/guidance/stability-outside-the-refrigerator ).
N.B. medicines are expected to be handled at room temperature at some points in the life-
cycle (e.g. dispensing and when collected from the community pharmacy and taken home),
SO some temperature excursions are expected.

Duration of recorded temperature excursions e.g. short temperature excursions of less than
20 minutes are unlikely to be significant.

The remaining shelf life of the product. For example, the product has a shelf life of 3 years
of which 2 years are remaining and the patient will use the affected packs within 3 months.
Despite the potential for accelerated deterioration, the quantity of active ingredient is likely to
still be within expected limits at the point of administration unless the product is known to
have exceptional thermal instability as noted in the SmPC.

Is there risk that the product has slightly less active ingredient than expected and is this
clinically significant?

Is there any toxicity or hazard associated with degradation products associated with thermal
decomposition of the product?

If the medicine is known to have been subject to a previous temperature excursion the
cumulative effect of the temperature excursions needs to be taken into account.

Whether the product may have been frozen, even for a short time. Temperatures below 2°C
are unlikely to result in any significant degradation of the medicine unless the SmPC or
manufacturer’s storage information states “Do not freeze”. Where this is the case, the risk
assessment should seek to establish the freezing point of the product, the effect of freezing
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on the product and its primary container and if there is a significant clinical risk arising if the
product has been frozen.

Seeking information from medicines manufacturers

If, from the information available, the preliminary judgement of the person undertaking the
investigation is that the product may not be safe to use, it may be helpful to contact the
manufacturer directly, via the local pharmacy medicines information service or to use the SPS
“Ask a question” service LNWH-tr.spsquestions@nhs.net before the final determination is
made.

Note that manufacturers cannot recommend use of a licensed product that may have been
stored outside its SmPC conditions, so simply asking whether a product can still be used is
unlikely to elicit any helpful information. The manufacturer can only answer the specific
guestion asked and cannot pro-actively provide additional information that they may have on file
and may be useful to the investigation. It is recommended that the person undertaking the
investigation should ask the manufacturer if they have any evidence of the product and/or
active ingredient thermal stability or thermal instability relating to the specific conditions of the
incident (or similar). A considered and structured direct question from a healthcare professional
should elicit any additional information they manufacturer has “on file” to support the person
undertaking the investigation to make their professional judgment. In some complex cases it
may be useful to contact the manufacturer’'s QA team in addition to their Medical Information
department.

If thermal instability is noted by the manufacturer the following information is important to aid
the final determination.

e the speed of deterioration of the active ingredients under the conditions noted
¢ whether there is any known hazard from degradation products

If there is no evidence of a significant clinical risk to the patient from using the product and the
person undertaking the investigation determines that the product is fit-for-use by the patient
continue from step Error! Reference source not found..

6.5. Remedial actions for a reported temperature excursion where the product can be used

In most cases, medicines will still be fit for use, with or without a reduced shelf life. In this case,
the following actions will be taken or considered:

e Reassure the patient that the medicines are safe to use, and check that they are content to
use the medicines.

e Ensure the patient understands they should use affected packs first either due to reduced
shelf life or as a precautionary measure.

e Arrange for repair or replacement of failed refrigerator or monitoring equipment, if
appropriate.

e Arrange additional patient support in storing cold chain medicines, if necessary.
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6.6. Remedial actions for a significant temperature excursion where the Investigation finds the
product is not safe to use

In some cases the investigation may conclude that some or all of the patient’s stocks of medicines

are not fit for the patient to use. In this case, the following actions will be taken or considered:

e Collect and/or arrange for destruction of affected medicines.

e Arrange for re-supply of replacement medicines unless clinically inappropriate to do so.
Replacement of wasted medicines at the Purchasing Authority’s expense may need prior
authorisation by the relevant Purchasing Authority.

¢ Arrange for repair or replacement of failed refrigerator or monitoring equipment, if applicable.

e Ensure the patient understands and will follow any remedial actions.

¢ Arrange additional patient support for storing cold chain medicines correctly and monitoring
storage temperatures.

¢ Record the wastage and report as agreed to the relevant Purchasing Authority.

6.7. Reporting and learning

Reporting and learning will be in accordance with Appendix 19 of the Homecare Handbook
(Further Guidance on Managing Complaints and Incidents)
https://www.rpharms.com/resources/professional-standards/professional-standards-for-
homecare-services/appendix-19 This will consider:

e The number of doses that have been/could have been missed

e The clinical impact of missing a dose on the patient’s clinical condition

e The impact of the incident on the patient’s confidence in their care and treatment, or their
ability to manage their homecare medicines

e Any previously unidentified risks

e The appropriateness of risk control measures in place for previously identified risks
associated with the homecare services

e Sharing of learning across all organisations involved in the incident and/or homecare service

¢ Monitoring and reporting of trends and repeated incidents for UK wide learning initiatives
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Product /Service List agreed (inc. pricing and specific product brand requirements) Prescription generated by Authority’s clinical team and sent to Authority’s pharmacy homecare team Pharmacy homecare team (or specialist clinical pharmacist) undertake clinical validation of prescription(Rx) and validate Rx against Product /service List Product /service list variation process Pharmacy homecare team raises a purchase order in accordance with the Rx, annotate the PO number on the prescription and send the Rx to the Supplier Supplier validates Rx against Product / Service List Rx processed by Supplier Product /service delivered Product/service list requires change Rx requires change 
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Goods (products) delivered /Service provided. Signature of receipt captured by Supplier Invoice and Proof of Delivery (PoD) generated and issued to Authority Authority’s Pharmacy homecare team validate invoice Invoice processed by Trust finance team  payment made to Supplier 12 weeks from date of product / service delivery to deadline for pass through payment to NHS commissioner Within 4 weeks  Within 7 days Invoice passed for payment by Authority’s pharmacy homecare team and sent to Authority’s finance team Query raised by Authority Query resolved  Within 30 days of receipt of valid invoice   Within 30 days of being query raised  


