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Document 8 - Specification



Framework Agreement for Low/Mid Tech Homecare Medicines Services



General
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
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.
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
[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) 
The Medicines Homecare Pathway(s) will be provided by Participating Authorities at point of Contract implementation.
[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.
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.
The Supplier's normal working hours (hours of service provision) must match or exceed Monday to Friday  09:00hrs - 17:30hrs excluding bank holidays.
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.
Deliveries should be arranged at times acceptable to the patients and with minimum disruption to the patient work/life balance.
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.
Suppliers must have KPI's in place with all subcontractors.  These should be regularly reviewed and available if requested by Authority or Participating Authority.
[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
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.
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.
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.
[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
[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.
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.  
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.
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.  
[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.
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.
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.  
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.
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.
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.
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.
[bookmark: _Toc75939195][bookmark: _Toc75944171][bookmark: _Toc75944237][bookmark: _Toc75944303][bookmark: _Toc75953709][bookmark: _Toc77259098][bookmark: _Hlk73694070][bookmark: _Hlk73694200]Communication with the Patient
Communication with the patient should be initiated by the Supplier only as needed to deliver the homecare service.
Good communication is needed between all parties.  Suppliers should be able to have effective and prompt communication with patient and Participating Authorities.
The Participating Authority will provide information of the service to the patient prior to referral to the Supplier.  
The Supplier will make the 1st attempt to contact the patient within 5 business days of receipt of valid registration and/or prescription.
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.
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
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
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. 
All contact between the Supplier and the patient must be logged and records made available to the Participating Authority on request.
[bookmark: _Toc77259099][bookmark: _Hlk73699166][bookmark: _Hlk73699187]Stock Management in the Home
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.
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.
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.  
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.
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.
[bookmark: _Toc77259100]Clinical Waste Management
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.
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.
[bookmark: _Toc77259101]Care Away from Home / Travel Service - General
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).
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.
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.
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.
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. 
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.
[bookmark: _Toc77259102]Amendment, Interruption and Termination of a Patients Homecare Service
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.
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.
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.
[bookmark: _Toc77259103][bookmark: _Hlk73702365]Communication with Participating Authority
The Supplier must ensure robust communication processes are in place to support the provision of the homecare service.
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.
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 
All contact between the Supplier and the Participating Authority must be logged and records made available to the Participating Authority on request.
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.
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.
[bookmark: _Toc77259104]Performance Monitoring and Management Information
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.
Monthly Management Information report templates should be completed for the previous calendar month by the 10th business day of the next calendar month. 
Current monthly report templates are provided in Appendix A 
· Activity Report  
· Key Performance Indicator Report
· Complaint and Incident Report
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.
Suppliers should use the national templates for monthly management reports where available. The Authority may share Participating Authority level information within the YHPPC members.
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.
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). 
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.
Supplier Review meetings will be held by the Participating Authority with the Supplier at agreed intervals.
Contract monitoring meetings/regional service review meetings will be held in addition to local service review meetings between the awarded Suppliers and the Authority.
 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.  
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.
[bookmark: _Toc77259105]Change Management
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. 
Where either Party requests approval for any change, approval is not to be unreasonably withheld or delayed by the other party.
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
Where a patient's homecare services is transferred between different Suppliers, the Supplier should follow the RPS guidance procedure for change management.
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.
[bookmark: _Toc77259106]Provision of Services Outside this Specification
[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.
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
[bookmark: _Toc77259108][bookmark: _Hlk73707279]The Prescribing Process
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.
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.
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.
The prescription template will be agreed by the Supplier and Participating Authority and will be based on the current National Template.


[bookmark: _Toc77259109][bookmark: _Hlk73709671]The Dispensing Process
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.
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).
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.
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.
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.
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.
The Supplier should dispense Commercial Medicines Unit, Yorkshire & Humber Regional, or other Authority contract lines wherever access is sought, see Section 46.
[bookmark: _Toc77259110]Outer Packaging
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.
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.
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.
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 
The Supplier must comply with all relevant packaging and labelling regulations and outer packaging must be sealed.
[bookmark: _Toc77259111][bookmark: _Hlk75847318][bookmark: _Hlk73714967]
Delivery
[bookmark: _Toc77259112][bookmark: _Hlk73710031]Routine Delivery Scheduling
Deliveries must be at the clinically appropriate frequency as specified in the Medicines Homecare Pathway, Individual Care Plan or on the prescription.
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.
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.
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.
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.
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.
Where required, the Parties shall agree compressed timescales for the provision of the Service. 
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.  
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.
[bookmark: _Toc77259113][bookmark: _Hlk73710179]Preparing for the Delivery
The delivery vehicle must not bear any markings which would indicate the nature of the delivery.
The Supplier must ensure that all product and/or medicine are stored, transported and delivered in a clean condition.
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"
[bookmark: _Toc77259114][bookmark: _Hlk73710459]Making the Delivery
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.
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.
No member of the Supplier’s delivery personnel is required nor expected to enter into the patient's home to provide the homecare service.
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.   
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.
The delivery personnel must remove all outer delivery packaging if requested to do so by the patient or carer.
[bookmark: _Toc77259115][bookmark: _Hlk73710645]Failed Deliveries, Collections and Returns
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.
Collections of returned items should be made at the same time as a scheduled product delivery. 
 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.  

[bookmark: _Toc77259116][bookmark: _Hlk75847423][bookmark: _Hlk75847803]Urgent and Out-of-Hours Deliveries
[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
[bookmark: _Toc77259118][bookmark: _Hlk73716077][bookmark: _Hlk75868791]General
Supply via Controlled Collection Model will be permitted subject to agreement from the Participating Authority in accordance the terms of the Agreement.
To the extent applicable, all provisions of this Specification will apply to supplies made via the Controlled Collection model.
The Supplier will maintain an up to date list of available collection points and provide to the Authority and Participating Authority.
The Supplier must remain responsible for Products until collected by the Patient.
[bookmark: _Toc77259119][bookmark: _Hlk75859041]Communicating with the patient
In addition to the provisions set out in "General Section - Communicating with the Patient".
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.
[bookmark: _Hlk75859607]Scheduling a delivery
In addition to the provisions set out in "Delivery Section - Routine Delivery Scheduling".
The Supplier must confirm the agreed pick up location and date/time pick up will be available from for each consignment.
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.
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.
[bookmark: _Hlk75861083][bookmark: _Hlk111215494]Enabling pick up
In addition to the provisions set out in "Delivery Section - Making the Delivery".
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.
Failed deliveries, collections and returns
In addition to "Delivery Section - Failed deliveries, collections and returns"
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.
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.
Finance
In addition to the provisions set out in "Finance Section". 
The Participating Authority will not be responsible for cost of Medicines, Ancillaries or Equipment from uncollected deliveries.
[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
Special Handling
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.  
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. 
Risk control measures to be implemented for specified categories of products are in the sections below.
cold chain 
controlled drugs  
hazardous medicines
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.
Cold chain medicines requiring storage between 2-8oC 
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.  
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.
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
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.
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).
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.
The Supplier operates a validated cold chain from receipt of deliveries or manufacture through to delivery to the patient.
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.
Where a temperature deviation may result in product being wasted and/or any interruption of treatment the Participating Authority will be notified without delay.
Cytotoxic and other hazardous medicines
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.
Controlled drugs
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
[bookmark: _Hlk73947352][bookmark: _Hlk73947438]Equipment
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.
All fridges will be supplied with a fridge monitoring chart or equivalent monitoring ability.
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.   
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.
The Supplier will provide an installation visit for equipment.
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.  
The Supplier must provide the patient with appropriate information and training regarding the use and maintenance of equipment.
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.
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.
The Supplier will inform the Participating Authority where latex is present in equipment.
Patients will be responsible for keeping refrigerators socially clean, but maintenance will be the responsibility of the Supplier (refer to Equipment and Ancillaries section).
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.
[bookmark: _Hlk73948506][bookmark: _Hlk75873071]Maintenance and Servicing
The Supplier must service and maintain all equipment supplied within the Homecare Service in accordance with the recommendations of the manufacturer of the equipment.
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.  
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.
Ancillaries
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.
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.
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.
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.
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.
The Supplier will inform the Participating Authority if a patient's ancillary usage deviates from the expected usage level.
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.
The Participating Authority will regularly review the ancillaries used for each patient to ensure they are appropriate and usage is within an acceptable range.
The Supplier will inform the Participating Authority where latex is present in an ancillary.

Home visits
Non-Clinical Home Visits for installation, maintenance and servicing of equipment
The Supplier will only undertake non-clinical Home visits where necessary to meet the terms of this specification.
[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.
All staff visiting a patient's home will carry photographic identification which will be shown on arrival. 
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.
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.  
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.
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.
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.
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
Clinical Services
The clinical services to be provided are as specified in the Clinical Service Pathway, Individual Patient Care Plan and/or Registration Form.   
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.
The Participating Authority is responsible for assessing the risks associated with clinical services. Also see Risk Management section on the Governance Section.
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
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.
The Participating Authority will specify the clinical services to be provided for each patient at point of registration.  
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.
The Supplier will provide 24 hour/365 days a year manned telephone or call-back helpline service to support patients receiving the Clinical Services.   
The Supplier must ensure that the Healthcare Professional providing the clinical service has visibility of the appropriate prescription at the point of product administration.
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.
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.
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.
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.
The Supplier must be able to provide a report to the Participating Authority within 2 business days of any episode of clinical service.
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.  
Training and Education of Patients
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. 
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.
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 or carer self-administering medicines will be held in the patient record and shared with the other party on request.
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.
The Supplier and Participating Authority will agree appropriate patient training materials prior to service commencement.
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
Governance Framework and Quality Systems
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.
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. 
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
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.
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.
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 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. 
Clinical Governance
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.
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.
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.
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.
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.
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.
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.
A separate instruction manual and training programme for children should be available from Suppliers if requested by Participating Authorities.

Complaints and Concerns - to include defects, recalls, patient safety incidents, Adverse Drug Events (ADE), Adverse Drug Reactions (ADR)
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.
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.  
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.
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.
The Supplier must operate a system of product and batch traceability to facilitate recall of medicines, sterile ancillaries and critical equipment to patient level
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.
Information Governance
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.
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.  
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.
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.
Risk Management
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.  
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.  
Business Continuity and Contingency Planning
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.  
Suppliers BCP should be available on request throughout the life of the Agreement.
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.
The Supplier will provide adequate facilities and resources to provide the services to the level described within the specification.
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.
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.
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.
Safe Guarding 
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.
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.
Training and Competence of all Supplier's staff including non-clinical staff
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.
The training plans and training programmes will be reviewed and updated on a regular basis to ensure they are based on current good practice.
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
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

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.
Where regional or national training is available this should be utilised unless otherwise agreed by Parties.
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.
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.
All Suppliers Nurse employees must be registered with the NMC.

Finance
Purchase Orders
The Participating Authority will generate a unique Purchase Order Number linked to each prescription and provide it to the Supplier.
Suppliers should be able to receive orders transmitted electronically in accordance with nationally approved standards.
Purchasing of medicines by the supplier
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.
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.
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.
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.
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.
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.
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.
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.
Invoicing
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.
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/
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.
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.
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. 
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.
[bookmark: _Hlk111220031]Statement of Accounts and Payments 
The Supplier will provide the statement of accounts to the Participating Authority on a monthly basis.
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).
Risk, Liability and Insurance
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
Digital Solution Requirement
Digital Solutions must not be offered to patients without prior approval from the Participating Authority for its use within their Patient cohort.
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.
Mobile Apps or other applicable Digital Solutions for patient’s access must be free of charge, without any in-app purchase.
Any patient facing Apps or other applicable Digital Solutions must undergo baseline assessment by NHSE Transformation Directorate as a minimum.
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.
The Supplier's proposed solution must be compatible with relevant national standards and interoperable with systems commonly used by the NHS.
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
 Net Zero and Social Value

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
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Expenditure Data Template.xlsx
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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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
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• 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

Supplier Instructions

				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%
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				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
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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
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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/

Version 1 — May 2022
Maintaining “the Cold Chain” in patients’ homes - Guidance for temperature control, storage & handling
of homecare medicines by patients



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/

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/



6.3.

6.4.

NHMC

National Homecare Medicines Committee

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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