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Roche Diagnostics Ltd, 
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Burges Hill, 
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RH15 9RY, 
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26th of November 2020 

 

Dear Sir/ Madam 
 
Award of contract for the supply and maintenance of the Serology Analyser Reference ECM-7738 
(ITT-4375) 
 
Following your tender/ proposal for the supply and maintenance of Serology Analyser to the Medicines 
and Healthcare products Regulatory Agency, we are pleased to award this contract to you.
   
This letter (Award Letter) and its Annexes set out the terms of the contract between the Medicines and 
Healthcare products Regulatory Agency as the Customer and Roche Diagnostics Limited as the 
Supplier for the provision of this requirement Services. 
 
Unless the context otherwise requires, capitalised expressions used in this Award Letter have the same 
meanings as in the terms and conditions of contract set out in Annex 1 to this Award Letter (the 
Conditions ard Letter and the Conditions, this Award 

Letter shall prevail. Please do not attach any Supplier terms and conditions to this Award Letter as they 
will not be accepted by the Customer and may delay conclusion of the Agreement. 
 
For the purposes of the Agreement, the Customer and the Supplier agree as follows:   
1) The Goods shall be Delivered to the address set out on the Purchase Order 
2) The charges for the Services shall be as set out in Annex 3.  
3) The specification of the Services to be supplied is as set out in Annex 4. 
4) The Term shall commence on 15.04.2021 and the Expiry Date shall be 15.04.2026. The contract 

can be extended for up to five periods of 12 months at the agreement of both parties. 
5)  The address for notices of the Parties are: 

 
Customer 
Attention: Procurement 
 
c/o National Institute of Biological 
Standards and Control 

  
  Supplier 
  Attention: Sir/ Madam 
 

Roche Diagnostics Ltd, 
Charles Avenue, 
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Blanche Lane 
South Mimms, 
Potters Bar 
Hertfordshire 
EN6 3QG 
 
Email: procurement@nibsc.org 

Burges Hill, 
West Sussex, 
RH15 9RY 

 
  Email: burgesshill.bids@roche.com

 
  
  

6) The Customer may require the Supplier to ensure that any person employed in the supply of the 
Goods has undertaken a Disclosure and Barring Service check.  The Supplier shall ensure that 
no person who discloses that he/she has a conviction that is relevant to the nature of the 
Agreement, relevant to the work of the Customer, or is of a type otherwise advised by the 

Relevant Conviction
a Relevant Conviction (whether as a result of a police check, a Disclosure and Barring Service 
check or otherwise) is employed or engaged in the provision of any part of the supply of the 
Goods. 

 

7) Payment 

            All invoices must be sent, quoting a valid purchase order number (PO Number), to:  
 Accounts Payable 
 Medicines and Healthcare Products Regulatory Agency 
 10th Floor 

10 South Colonnade 
Canary Wharf 
London  
E14 4PU 
United Kingdom 

 Email: accounts.payable@mhra.gov.uk 
 
 
To avoid delay in payment it is important that the invoice is compliant and that it includes a valid PO 
Number, PO Number item number (if applicable) and the details (name and telephone number) of your 
Customer contact (i.e. Contract Manager).  Non-compliant invoices will be sent back to you, which may 
lead to a delay in payment. If you have a query regarding an outstanding payment, please contact our 
Accounts Payable section between 09:00-17:00 Monday to Friday. 
 
Liaison 
For general liaison your contact will be: 
 

ager 

  
We thank you for your co-operation to date and look forward to forging a successful working relationship 
resulting in a smooth and successful delivery of the contract.  Please confirm your acceptance of the 
award of this contract by signing and returning the enclosed copy of this letter to Procurement at the 
above address within 10 days from the date of this letter.  No other form of acknowledgement will be 
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accepted.  Please remember to quote the reference number above in any future communications 
relating to this contract. 
 
 
 Yours faithfully, 

Signed for and on behalf of the 
Medicines and Healthcare Products Regulatory Agency 
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Annex 1 

Terms and Conditions of Contract for Goods 
 

1 Interpretation 
1.1 In these terms and conditions: 

 means the contract between (i) the Customer acting as part of the Crown and (ii) 
countersignature of the Award Letter and 

includes the Award Letter and Annexes; 
 

 means the letter from the Customer to the Supplier printed above these terms and 
conditions; 
 

Government 
 

means a body listed in one of the following sub-categories of the Central 
Government classification of the Public Sector Classification Guide, as 
published and amended from time to time by the Office for National Statistics: 
(a) Government Department; 
(b) Non-Departmental Public Body or Assembly Sponsored Public Body 
(advisory, executive, or tribunal); 
(c) Non-Ministerial Department; or 
(d) Executive Agency; 
 

 means the charges for the Goods as specified in the Award Letter;  
 

 
means all information, whether written or oral (however recorded), provided by 
the disclosing Party to the receiving Party and which (i) is known by the receiving 
Party to be confidential; (ii) is marked as or stated to be confidential; or (iii) ought 
reasonably to be considered by the receiving Party to be confidential; 
 

 

 

means the person identified in the letterhead of the Award Letter; 
 
means that date by which the Goods must be Delivered to the Customer, as 
mutually agreed by the Parties. 
 

 means hand over the Goods to the Customer at the address and on the date 
specified in the Award Letter, which shall include unloading and any other specific 
arrangements agreed in accordance with Clause 6. Delivered and Delivery shall 
be construed accordingly. 
 

 means the Freedom of Information Act 2000; 

 the General Data Protection Regulation (Regulation (EU) 2016/679) 
 
GDPR CLAUSE DEFINITIONS 
Data Protection Legislation: (i) the GDPR, the LED and any applicable national 
implementing Laws as amended from time to time (ii) the DPA 2018 [subject to 
Royal Assent] to the extent that it relates to processing of personal data and 
privacy; (iiii) all applicable Law about the processing of personal data and privacy;
 
Data Protection Impact Assessment: An assessment by the Controller of the 
impact of the envisaged processing on the protection of Personal Data. 
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Controller, Processor, Data Subject, Personal Data, Personal Data Breach, 
Data Protection Officer: take the meaning given in the GDPR. 
 
Data Loss Event: Any event that results, or may result, in unauthorised access 
to Personal Data held by the Processor under this Agreement, and/or actual or 
potential loss and/or destruction of Personal Data in breach of this Agreement, 
including any Personal Data Breach. 
 
Data Subject Request: A request made by, or on behalf of, a Data Subject in 
accordance with rights granted pursuant to the Data Protection Legislation to 
accesshe General Data Protection Regulation (Regulation (EU) 2016/679)
 
Joint Controllers: Where two or more Controllers jointly determine the purposes 
and means of processing 
 
LED: Law Enforcement Directive (Directive (EU) 2016/680) 
 
Protective Measures: Appropriate technical and organisational measures which 
may include: pseudonymising and encrypting Personal Data, ensuring 
confidentiality, integrity, availability and resilience of systems and services, 
ensuring that availability of and access to Personal Data can be restored in a 
timely manner after an incident, and regularly assessing and evaluating the
Effectiveness of the such measures adopted by it including those outlined in 
Annex 2 (Security). 
 
Sub-processor: Any third Party appointed to process Personal Data on behalf of 
that Processor related to this Agreement 
 

 means the goods to be supplied by the Supplier to the Customer under the 
Agreement;   
 

 has the meaning given under section 84 of the FOIA;  
 

 
them;  
 

Order Number  
 unique number relating to the order for Goods to be 

supplied by the Supplier to the Customer in accordance with the terms of the 
Agreement;  
 

 
has the meaning set out in the FOIA or the Environmental Information Regulations 
2004 shall apply); 
 

 means the specification for the Goods to be supplied by the Supplier to the 
Customer (including as to quantity, description, and quality) as specified in the 
Award Letter;  
 

 means all directors, officers, employees, agents, consultants, and contractors of 
the Supplier and/or of any sub-contractor of the Supplier engaged in the 
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taff Vetting 
 

means vetting procedures that accord with good industry practice or, where 
provided to 

the Supplier from time to time;   
 

 means the person named as Supplier in the Award Letter; 
 

 means value added tax in accordance with the provisions of the Value Added Tax 
Act 1994; and 
 

 means a day (other than a Saturday or Sunday) on which banks are open for 
business in the City of London. 
 

1.2 In these terms and conditions, unless the context otherwise requires: 

1.2.1 references to numbered clauses are references to the relevant clause in these terms and 
conditions; 

1.2.2 any obligation on any Party not to do or omit to do anything shall include an obligation 
not to allow that thing to be done or omitted to be done; 

1.2.3 the headings to the clauses of these terms and conditions are for information only and 
do not affect the interpretation of the Agreement; 

1.2.4 any reference to an enactment includes reference to that enactment as amended or 
replaced from time to time and to any subordinate legislation or byelaw made under that 
enactment; and 

1.2.5   

2 Basis of Agreement  
2.1 The Award Letter constitutes an offer by the Customer to purchase the Goods subject to and in 

accordance with the terms and conditions of the Agreement. 

2.2 The offer comprised in the Award Letter shall be deemed to be accepted by the Supplier on receipt 
by the Customer of a copy of the Award Letter countersigned by the Supplier within [7] days of 
the date of the Award Letter. 

3 Supply of Goods 

3.1 supply the 
Goods to the Customer subject to and in accordance with the terms and conditions of the 
Agreement. 

3.2 In supplying the Goods, the Supplier shall co-operate with the Customer in all matters relating to 
. 

3.3 The Supplier shall supply the Goods in accordance with the Specification. The Supplier warrants, 
represents, undertakes and guarantees that the Goods supplied under the Agreement shall:

3.3.1 be free from defects (manifest or latent), in materials and workmanship and remain so 
for 12 months after Delivery; 

3.3.2 be of satisfactory quality (within the meaning of the Sale of Goods Act 1979) and comply 
with any applicable statutory and regulatory requirements relating to the manufacture, 
labelling, packaging, storage, handling and delivery of the Goods;  

3.3.3 conform with the specifications (including the Specification), drawings, descriptions given 
in quotations, estimates, brochures, sales, marketing and technical literature or material 
(in whatever format made available by the Supplier) supplied by, or on behalf of, the 
Supplier; 

3.3.4 be free from design defects; 
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3.3.5 be fit for any purpose held out by the Supplier or made known to the Supplier by the 
Customer expressly or by implication, and in this respect the Customer relies on the 

by the Customer of any designs provided by the Supplier shall not relieve the Supplier 
of any of its obligations under this sub-clause; and 

3.3.6 and the Supplier itself shall, comply with all applicable laws. 

 

4 Charges, Payment and Recovery of Sums Due 

4.1 The Charges for the Goods shall be as set out in the Award Letter and shall be the full and 
exclusive remuneration of the Supplier in respect of the supply of the Goods.  Unless otherwise 
agreed in writing by the Customer, the Charges shall include every cost and expense of the 
Supplier directly or indirectly incurred in connection with the supply of the Goods, including but 
not limited to the costs of packaging, insurance, delivery, unloading, stacking and carriage. 

4.2 All amounts stated are exclusive of VAT which shall be charged at the prevailing rate.  The 
Customer shall, following the receipt of a valid VAT invoice, pay to the Supplier a sum equal to 
the VAT chargeable in respect of the Goods.  

4.3 Following Delivery of the Goods, the Supplier shall invoice the Customer as specified in the 
Agreement.  Each invoice shall include such supporting information required by the Customer to 
verify the accuracy of the invoice, including the relevant Purchase Order Number and a 
breakdown of the Goods supplied in the invoice period.   

4.4 In consideration of the supply of the Goods by the Supplier, the Customer shall pay the Supplier 
the invoiced amounts no later than 30 days from the date of invoice providing that such invoice is 
valid, undisputed and includes a valid Purchase Order Number.   

4.5 For the purpose of paragraph 4.4 the customer shall notify the supplier of any invoice discrepancy 
within 14 days of receipt of the invoice after which time the invoice shall be deemed accepted by 
the customer.  

4.6 If there is a dispute between the Parties as to the amount invoiced, the Customer shall pay the 
undisputed amount. The Supplier shall not suspend the supply of the Goods unless the Supplier 
is entitled to terminate the Agreement for a failure to pay undisputed sums in accordance with 
clause 17.3. Any disputed amounts shall be resolved through the dispute resolution procedure 
detailed in clause 20.  

4.7 If a payment of an undisputed amount is not made by the Customer by the due date, then the 
Customer shall pay the Supplier interest at the interest rate specified in the Late Payment of 
Commercial Debts (Interest) Act 1998. 

4.8 Where the Supplier enters into a sub-contract, the Supplier shall include in that sub-contract:

4.8.1 provisions having the same effects as clauses 4.3 to 4.7 of this Agreement; and 

4.8.2 a provision requiring the counterparty to that sub-contract to include in any sub-
contract which it awards provisions having the same effects as 4.3 to 4.8 of this 
Agreement. 

4.8.3 In this clause 4.8 -
any stage of remoteness from the Authority in a subcontracting chain, made wholly 
or substantially for the purpose of performing (or contributing to the performance of) 
the whole or any part of this Agreement. 

4.9 If any sum of money is recoverable from or payable by the Supplier under the Agreement 
(including any sum which the Supplier is liable to pay to the Customer in respect of any breach of 
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the Agreement), that sum may be deducted unilaterally by the Customer from any sum then due, 
or which may come due, to the Supplier under the Agreement or under any other agreement or 
contract with the Customer.  The Supplier shall not be entitled to assert any credit, set-off or 
counterclaim against the Customer in order to justify withholding payment of any such amount in 
whole or in part.  

5 Cancellation 

5.1 The Customer shall have the right to cancel the order for the Goods, or any part of the Goods, 
which have not been Delivered to the Customer within the Date of Delivery, as mutually agreed 
between the Parties. The cancellation shall be made in writing. Without prejudice to the generality 
of the foregoing, the Customer shall pay such Charges or that part of the Charges for Goods 
which have been Delivered to the Customer or, on the deemed date of service of the notice of 
cancellation, are already in transit and the costs of materials which the Supplier has purchased to 
fulfil the order for the Goods and which cannot be used for other orders or be returned to the 
supplier of those materials for a refund. For the avoidance of doubt the Customer shall not be 
liable for any loss of anticipated profits or any consequential loss. 

6 Delivery 

6.1 The Supplier shall Deliver the Goods to the Customer on or by the Date of Delivery, as mutually 
agreed between the Parties. Unless otherwise agreed in writing by the Customer, Delivery shall 
be on the date and to the address specified in the Award Letter. Delivery of the Goods shall be 
completed once the completion of unloading the Goods from the transporting vehicle at the 
Delivery address has taken place and the Customer has signed for the Delivery. 

6.2 Any access to premises and any labour and equipment that may be provided by 
the Customer in connection with Delivery of the Goods shall be provided 

without acceptance by the Customer or the Crown of any liability in respect of  any actions, claims, 
costs and expenses incurred by third parties for any loss of damages to the extent that such loss 
or damage is not attributable to the negligence or other wrongful act of the Customer or its servant 
or agent.  The Supplier shall indemnify the Customer and the Crown in respect of any actions, 
suits, claims, demands, direct proven losses, charges, costs and expenses, which the Customer 
or the Crown may suffer or incur as a result of or in connection with any damage or injury (whether 
fatal or otherwise) occurring in the course of Delivery or installation to the extent that any such 
damage or injury is attributable to any act or omission of the Supplier or any of his sub-Suppliers. 

6.3 Delivery of the Goods shall be accompanied by a delivery note which shows the Purchase Order 
Number and the type and quantity of the Goods and, in the case of part Delivery, the outstanding 
balance remaining to be Delivered. 

6.4 Unless otherwise stipulated by the Customer in the Award Letter, Deliveries shall only be accepted 
by the Customer on Working Days and during normal business hours.  

6.5 Where (i) the Supplier fails to Deliver the Goods or part of the Goods or (ii)  the Goods or part of 
the Goods do not comply with the provisions of clause 3, then without limiting any of its other 
rights or remedies implied by statute or common law, the Customer shall be entitled: 

6.5.1 to terminate the Agreement;  

6.5.2 request the Supplier, free of charge, to deliver substitute Goods within the timescales 
specified by the Customer; 

6.5.3 to require the Supplier, free of charge, to repair or replace the rejected Goods, or to 
provide a full refund of the price of the rejected Goods (if paid); 

6.5.4 
own risk and expense and the Customer shall be entitled to a full refund on those Goods 
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or part of Goods duly returned;  

6.5.5 to buy the same or similar Goods from another supplier and 

to recover any expenses incurred in respect of buying the goods from another supplier 
which shall include but not be limited to administration costs, chargeable staff time and 
extra delivery costs. 

 

7 Property and Guarantee of Title 

7.1  Without prejudice to any other rights or remedies of the Customer, risk in the Goods shall pass to 
the Customer when Delivery of the Goods is complete (including off-loading and stacking) and 
title in the Goods pass at the point of full payment of the Goods and all other sums owed by the 
Customer to the Supplier under this Agreement. 

7.2 The Supplier warrants that: 

7.2.1 it has full clear and unencumbered title to all the Goods; 

7.2.2 at the date of Delivery of any of the Goods it shall have full and unrestricted right, power 
and authority to sell, transfer and deliver all of the Goods to the Customer.  

8 Staff 

8.1 If the Customer reasonably believes that any of the Staff are unsuitable to undertake work in 
respect of the Agreement, it may, by giving written notice to the Supplier: 

8.1.1 refuse admission to the relevant person(s) to the  premises;  
8.1.2 direct the Supplier to end the involvement in the provision of the Goods of the relevant 

person(s); and/or 
8.1.3 require that the Supplier replace any person removed under this clause with another 

suitably qualified person and procure that any security pass issued by the Customer to 
the person removed is surrendered, 

and the Supplier shall comply with any such notice.  

8.2 The Supplier shall:  

8.2.1 ensure that all Staff are vetted in accordance with the Staff Vetting Procedures and if 

to time; 
8.2.2 if requested, provide the Customer with a list of the names and addresses (and any other 

premises in connection with the Agreement; and 
8.2.3 procure that all Staff comply with any rules, regulations and requirements reasonably 

specified by the Customer. 

9 Assignment and Sub-Contracting 

9.1 The Supplier shall not without the written consent of the Customer assign, sub-contract, novate 
or in any way dispose of the benefit and/ or the burden of the Agreement or any part of the 
Agreement.  The Customer may, in the granting of such consent, provide for additional terms and 
conditions relating to such assignment, sub-contract, novation or disposal.  The Supplier shall be 
responsible for the acts and omissions of its sub-contractors as though those acts and omissions 
were its own.   

9.2 Where the Customer has consented to the placing of sub-contracts, the Supplier shall, at the 
request of the Customer, send copies of each sub-contract, to the Customer as soon as is 
reasonably practicable.   
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9.3 The Customer may assign, novate, or otherwise dispose of its rights and obligations under the 
Agreement without the consent of the Supplier provided that such assignment, novation or 
disposal shall r the Agreement. 

10 Intellectual Property and Indemnity 

10.1 The Supplier grants the Customer a perpetual, royalty-free, irrevocable, non-exclusive licence 
(with the right to sub-licence) to use all intellectual property rights in the Goods or in any materials 
accompanying the Goods to the extent that it is necessary to fulfil its obligations under this 
Agreement.  

10.2 The Supplier shall indemnify, and keep indemnified, the Customer in full against all cost, 
expenses, damages and proven direct losses , including any interest, penalties, and reasonable 
legal and other professional fees awarded against or incurred or paid by the Customer as a result 
of or in connection with any claim made against the Customer for actual or alleged infringement 

he supply or use of the 
Goods, to the extent that the claim is attributable to the acts or omission of the Supplier or any 
Staff. 

10.3 The Customer shall promptly notify the Supplier of any infringement claim made against it relating 
to any Goods and, subject to any statutory obligation requiring the Customer to respond, shall 
permit the Supplier to have the right, at its sole discretion to assume, defend, settle or otherwise 
dispose of such claim.  The Customer shall give the Supplier such assistance as it may 
reasonably require to dispose of the claim and shall not make any statement which might be 
prejudicial to the settlement or defence of the claim. 

11 Governance and Records 

11.1 The Supplier shall: 

11.1.1 attend progress meetings with the Customer at the frequency and times specified by the 
Customer and shall ensure that its representatives are suitably qualified to attend such 
meetings; and 

11.1.2 submit progress reports to the Customer at the times and in the format specified by the 
Customer. 

11.2 The Supplier shall keep and maintain until 6 years after the end of the Agreement, or as long a 
period as may be agreed between the Parties, full and accurate records of the Agreement 
including the Goods supplied under it, and all payments made by the Customer.  The Supplier 
shall on 
records as may be reasonably requested by the Customer in connection with the Agreement.  

12 Confidentiality, Transparency and Publicity 

12.1 Subject to clause 12.2, each Party shall: 

12.1.1 treat all Confidential Information it receives as confidential, safeguard it accordingly and 
not disclose it to any other person without the prior written permission of the disclosing 
Party; and 

12.1.2 
purposes anticipated under the Agreement. 

12.2 Notwithstanding clause 12.1, a Party may disclose Confidential Information which it receives from 
the other Party: 

12.2.1 where disclosure is required by applicable law or by a court of competent jurisdiction;  

12.2.2 to its auditors or for the purposes of regulatory requirements;  
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12.2.3 on a confidential basis, to its professional advisers;  

12.2.4 to the Serious Fraud Office where the Party has reasonable grounds to believe that the 
other Party is involved in activity that may constitute a criminal offence under the Bribery 
Act 2010;  

12.2.5 where the receiving Party is the Supplier, to the Staff on a need to know basis to enable 
at the Supplier 

shall procure that any Staff to whom it discloses Confidential Information pursuant to this 

and 

12.2.6 where the receiving Party is the Customer: 

(a) on a confidential basis to the employees, agents, consultants and contractors of 
the Customer; 

(b) on a confidential basis to any other Central Government Body, any successor body 
to a Central Government Body or any company to which the Customer transfers or 
proposes to transfer all or any part of its business; 

(c) to the extent that the Customer (acting reasonably) deems disclosure necessary 
or appropriate in the course of carrying out its public functions; or 

(d) in accordance with clause 13.   

and for the purposes of the foregoing, references to disclosure on a confidential basis 
shall mean disclosure subject to a confidentiality agreement or arrangement containing 
terms no less stringent than those placed on the Customer under this clause 12.

12.3 The Parties acknowledge that, except for any Information which is exempt from disclosure in 
accordance with the provisions of the FOIA, the content of the Agreement is not Confidential 
Information and the Supplier hereby gives its consent for the Customer to publish the Agreement 
in its entirety to the general public (but with any Information that is exempt from disclosure in 
accordance with the FOIA redacted) including any changes to the Agreement agreed from time 
to time.  The Customer may consult with the Supplier to inform its decision regarding any 
redactions but shall have the final decision in its absolute discretion whether any of the content of 
the Agreement is exempt from disclosure in accordance with the provisions of the FOIA.

12.4 The Supplier shall not and shall take reasonable steps to ensure that the Staff shall not, make 
any press announcement or publicise the Agreement or any part of the Agreement in any way, 
except with the prior written consent of the Customer. 

13 Freedom of Information 

13.1 The Supplier acknowledges that the Customer is subject to the requirements of the FOIA and the 
Environmental Information Regulations 2004 and shall: 

13.1.1 provide all necessary assistance and cooperation as reasonably requested by the 
Customer to enable the Customer to comply with its obligations under the FOIA and the 
Environmental Information Regulations 2004; 

13.1.2 transfer to the Customer all Requests for Information relating to the Agreement that it 
receives as soon as practicable and in any event within 2 Working Days of receipt; 

13.1.3 provide the Customer with a copy of all Information belonging to the Customer requested 
in the Request for Information which is in its possession or control in the form that the 
Customer requires within 5 Working Days (or such other period as the Customer may 
reasonably specify) of the Customer's request for such Information; and 
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13.1.4 not respond directly to a Request for Information unless authorised in writing to do so by 
the Customer. 

13.2 The Supplier acknowledges that the Customer may be required under the FOIA and the 
Environmental Information Regulations 2004 to disclose Information concerning the Supplier or 
the Goods (including commercially sensitive information) without consulting or obtaining consent 
from the Supplier. In these circumstances the Customer shall, in accordance with any relevant 
guidance issued under the FOIA, take reasonable steps, where appropriate, to give the Supplier 

disclosure 

13.3 Notwithstanding any other provision in the Agreement, the Customer shall be responsible for 
determining in its absolute discretion whether any Information relating to the Supplier or the Goods 
is exempt from disclosure in accordance with the FOIA and/or the Environmental Information 
Regulations 2004. 

14 DATA PROTECTION 

14.1 The Parties acknowledge that for the purposes of the Data Protection Legislation, the Customer 
is the Controller and the Contractor is the Processor unless otherwise specified in Annex 2. The 
only processing that the Processor is authorised to do is listed in Annex 2 by the Controller and 
may not be determined by the Processor. 

 
14.2 The Processor shall notify the Controller immediately if it considers that any of the Controller's 

instructions infringe the Data Protection Legislation. 
 
14.3 The Processor shall provide all reasonable assistance to the Controller in the preparation of any 

Data Protection Impact Assessment prior to commencing any processing. Such assistance may, 
at the discretion of the Controller, include: 
14.3.1 a systematic description of the envisaged processing operations and the purpose of the 

processing; 
14.3.2 an assessment of the necessity and proportionality of the processing operations in 

relation to the Services; 
14.3.3 an assessment of the risks to the rights and freedoms of Data Subjects; and 
14.3.4 the measures envisaged to address the risks, including safeguards, security measures 

and mechanisms to ensure the protection of Personal Data. 
 

14.4 The Processor shall, in relation to any Personal Data processed in connection with its obligations 
under this Agreement: 
14.4.1 process that Personal Data only in accordance with Annex 2, unless the Processor is 

required to do otherwise by Law. If it is so required the Processor shall promptly notify 
the Controller before processing the Personal Data unless prohibited by Law; 

14.4.2 ensure that it has in place Protective Measures, which are appropriate to protect against 
a Data Loss Event, which the Controller may reasonably reject (but failure to reject shall 
not amount to approval by the Controller of the adequacy of the Protective Measures), 
having taken account of the: 
14.4.2.1 nature of the data to be protected; 
14.4.2.2 harm that might result from a Data Loss Event; 
14.4.2.3 state of technological development; and 
14.4.2.4 cost of implementing any measures; 

14.4.3 ensure that: 
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14.4.3.1 the Processor Personnel do not process Personal Data except in accordance 
with this Agreement (and in particular Annex 2); 

14.4.3.2 it takes all reasonable steps to ensure the reliability and integrity of any 
Processor Personnel who have access to the Personal Data and ensure that 
they:  

(a) are aware of and comply with the  
(b) are subject to appropriate confidentiality undertakings with the Processor or any 

Sub-processor; 
(c) are informed of the confidential nature of the Personal Data and do not publish, 

disclose or divulge any of the Personal Data to any third Party unless directed 
in writing to do so by the Controller or as otherwise permitted by this Agreement; 
and 

(d) have undergone adequate training in the use, care, protection and handling of 
Personal Data; and 

14.4.3.3 not transfer Personal Data outside of the EU unless the prior written consent of 
the Controller has been obtained and the following conditions are fulfilled: 

(a) the Controller or the Processor has provided appropriate safeguards in relation 
to the transfer (whether in accordance with GDPR Article 46 or LED Article 37) 
as determined by the Controller; 

(b) the Data Subject has enforceable rights and effective legal remedies;
(c) the Processor complies with its obligations under the Data Protection 

Legislation by providing an adequate level of protection to any Personal Data 
that is transferred (or, if it is not so bound, uses its best endeavours to assist 
the Controller in meeting its obligations); and 

(d) the Processor complies with any reasonable instructions notified to it in advance 
by the Controller with respect to the processing of the Personal Data; 

14.4.3.4 at the written direction of the Controller, delete or return Personal Data (and any 
copies of it) to the Controller on termination of the Agreement unless the 
Processor is required by Law to retain the Personal Data. 

 
14.5 Subject to clause 14.6, the Processor shall notify the Controller immediately if it: 

14.5.1 receives a Data Subject Request (or purported Data Subject Request); 
14.5.2 receives a request to rectify, block or erase any Personal Data; 
14.5.3 receives any other request, complaint or communication relating to either Party's 

obligations under the Data Protection Legislation; 
14.5.4 receives any communication from the Information Commissioner or any other regulatory 

authority in connection with Personal Data processed under this Agreement; 
14.5.5 receives a request from any third Party for disclosure of Personal Data where 

compliance with such request is required or purported to be required by Law; or 
14.5.6 becomes aware of a Data Loss Event. 

 
14.6  clause 14.5 shall include the provision of further 

information to the Controller in phases, as details become available. 
 
14.7 Taking into account the nature of the processing, the Processor shall provide the Controller with 

full assistance in relation to either Party's obligations under Data Protection Legislation and any 
complaint, communication or request made under clause 14.5 (and insofar as possible within the 
timescales reasonably required by the Controller) including by promptly providing: 
14.7.1 the Controller with full details and copies of the complaint, communication or request; 
14.7.2 such assistance as is reasonably requested by the Controller to enable the Controller to 

comply with a Data Subject Request within the relevant timescales set out in the Data 
Protection Legislation; 
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14.7.3 the Controller, at its request, with any Personal Data it holds in relation to a Data Subject; 
14.7.4 assistance as requested by the Controller following any Data Loss Event; 
14.7.5 assistance as requested by the Controller with respect to any request from the 

Information Commissioner's Office. 
 

14.8 The Processor shall maintain complete and accurate records and information to demonstrate its 
compliance with this clause. This requirement does not apply where the Processor employs fewer 
than 250 staff, unless: 
14.8.1 the Controller determines that the processing is not occasional; 
14.8.2 the Controller determines the processing includes special categories of data as referred 

to in Article 9(1) of the GDPR or Personal Data relating to criminal convictions and 
offences referred to in Article 10 of the GDPR; or 

14.8.3 the Controller determines that the processing is likely to result in a risk to the rights and 
freedoms of Data Subjects. 

 
14.9 The Processor shall allow for audits of its Data Processing activity by the Controller or the 

 
 
14.10 Each Party shall designate its own data protection officer if required by the Data Protection 

Legislation. 
 
14.11 Before allowing any Sub-processor to process any Personal Data related to this Agreement, the 

Processor must: 
14.11.1 notify the Controller in writing of the intended Sub-processor and processing;
14.11.2 obtain the written consent of the Controller; 
14.11.3 enter into a written agreement with the Sub-processor which give effect to the terms set 

out in this clause 14.11 such that they apply to the Sub-processor; and 
14.11.4 provide the Controller with such information regarding the Sub-processor as the 

Controller may reasonably require.  
 

14.12 The Processor shall remain fully liable for all acts or omissions of any of its Sub-processors. 
 
14.13 

replacing it with any applicable controller to processor standard clauses or similar terms forming 
part of an applicable certification scheme (which shall apply when incorporated by attachment to 
this Agreement). 

 
14.14 

Office. The Controller may on not less tha

Office. 
 
14.15 Where the Parties include two or more Joint Controllers as identified in Annex 2 in accordance 

with GDPR Article 26, those Parties shall enter into a Joint Controller Agreement based on the 
terms outlined in Annex 2 in replacement of Clauses 14.1-14.14 for the Personal Data under Joint 
Control. 

 

15 Liability  

15.1 The Supplier shall not be responsible for any injury, loss, damage, cost or expense suffered by 
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the Customer if and to the extent that it is caused by the negligence or wilful misconduct of the 
Customer or by breach by the Customer of its obligations under the Agreement.  

15.2 Subject always to clause 15.3 

15.2.1 the aggregate liability of the Supplier in respect of all defaults, claims, losses or damages 
howsoever caused, whether arising from breach of the Agreement, the supply or failure to 
supply of the Goods, misrepresentation (whether tortuous or statutory), tort (including 
negligence), breach of statutory duty or otherwise shall in no event exceed a sum equal 
to 125% of the Charges paid or payable to the Supplier; and 

15.2.2 except in the case of claims arising under clauses 10.1.2 and 19.3, in no event shall either 
Party be liable to the other Party for any:  

(a) loss of profits; 

(b) loss of business;  

(c) loss of revenue;  

(d) loss of or damage to goodwill; 

(e) loss of savings (whether anticipated or otherwise); and/or 

(f) any indirect, special or consequential loss or damage. 

15.3 Nothing in the Agreement shall be construed to limit or exclude either Party's liability for:

15.3.1 death or personal injury caused by its negligence or that of its Staff; 

15.3.2 fraud or fraudulent misrepresentation by it or that of its Staff;  

15.3.3  breach of any obligation as to title implied by section 12 of the Sale of  
 Goods Act 1979 or section 2 of the Supply of Goods and Services Act 1982; or 

15.3.4 any other matter which, by law, may not be excluded or limited. 

15.4 under the indemnity in clauses 10.2 and 19.3 shall be unlimited. 

16 Force Majeure 

Neither Party shall have any liability under or be deemed to be in breach of the Agreement for 
any delays or failures in performance of the Agreement which result from circumstances beyond 
the reasonable control of the Party affected. Each Party shall promptly notify the other Party in 
writing when such circumstances cause a delay or failure in performance and when they cease 
to do so. If such circumstances continue for a continuous period of more than 30 days, either 
Party may terminate the Agreement by written notice to the other Party. 

17 Termination 

17.1 Without prejudice to any other right or remedy it might have, the Customer may terminate the 
Agreement in whole or in part before Delivery or after Delivery (where only part of Goods have 
been Delivered) by written notice to the Supplier with immediate effect if the Supplier:

17.1.1 (without prejudice to clause 17.1.5), is in material breach of any obligation under the 
Agreement which is not capable of remedy;  

17.1.2 repeatedly breaches any of the terms and conditions of the Agreement in such a manner 
as to reasonably justify the opinion that its conduct is inconsistent with it having the 
intention or ability to give effect to the terms and conditions of the Agreement; 

17.1.3 is in material breach of any obligation which is capable of remedy, and that breach is not 
remedied within 30 days of the Supplier receiving notice specifying the breach and 
requiring it to be remedied;  
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17.1.4 undergoes a change of control within the meaning of section 416 of the Income and 
Corporation Taxes Act 1988;  

17.1.5 breaches the provisions of clauses 8.2, 12, 13, 14 and 18;  
17.1.6 becomes insolvent, or if an order is made or a resolution is passed for the winding up of 

the Supplier (other than voluntarily for the purpose of solvent amalgamation or 
reconstruction), or if an administrator or administrative receiver is appointed in respect 

any composition with its creditors or takes or suffers any similar or analogous action (to 
any of the actions detailed in this clause 17.1.6) in consequence of debt in any 
jurisdiction; or 

17.1.7 fails to comply with legal obligations in the fields of environmental, social or labour law. 

17.2 The Supplier shall notify the Customer as soon as practicable of any change of control as referred 
to in clause 17.1.4 or any potential such change of control. 

17.3 he Supplier may terminate the Agreement by written 
notice to the Customer if the Customer has not paid any undisputed amounts within 90 days of 
them falling due.   

17.4 Termination or expiry of the Agreement shall be without prejudice to the rights of either Party 
accrued prior to termination or expiry and shall not affect the continuing rights of the Parties under 
clauses 2, 3.2, 3.3, 8, 10, 11.2, 12, 13, 14, 15, 17.5, 18.4, 19.3, 20 and 21.7 and any other term 
or condition of the Agreement that either expressly or by implication has effect after termination. 

17.5 Upon termination or expiry of the Agreement, the Supplier shall: 

17.5.1 give all reasonable assistance to the Customer and any incoming supplier of Goods; and 
17.5.2 return all requested documents, information and data to the Customer as soon as 

reasonably practicable.  

18 Compliance 

18.1 The Supplier shall promptly notify the Customer of any health and safety hazards which may arise 
in connection with the performance of its obligations under the Agreement.  The Customer shall 
promptly notify the Supplier of any health and safety hazards which may exist or arise at the 

remises and which may affect the Supplier in the performance of its obligations under 
the Agreement. 

18.2 The Supplier shall: 

18.2.1 comply with the reasonable requirements of the Customer's security arrangements; 

18.2.2  

18.2.3 notify the Customer immediately in the event of any incident occurring in the performance 
of its 
causes any personal injury or damage to property which could give rise to personal injury; 

18.2.4 perform its obligations under the Agreement in accordance with all applicable equality Law 
and the Customer
time; 

18.2.5 take all reasonable steps to secure the observance of clause 18.2.4 by all Staff; and

18.2.6 
policy as provided from time to time. 

18.3 The Goods shall be packed and marked in a proper manner and in accordance with any 
instructions specified in the Award Letter, any statutory requirements, and any requirements of 
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the carriers. All packaging materials shall be considered non-returnable. The Supplier shall 
indemnify the Customer against all actions, suits, claims, demands, losses, charges, costs, and 
expenses which the Customer may suffer or incur as a result of, or in connection with, any breach 
of this clause 18.3. 

18.4 The Supplier shall comply with, and shall ensure that its Staff shall comply with, the provisions of: 

18.4.1 the Official Secrets Acts 1911 to 1989; and 

18.4.2 section 182 of the Finance Act 1989. 

19 Prevention of Fraud and Corruption 

19.1 The Supplier shall not offer, give, or agree to give anything, to any person an inducement or 
reward for doing, refraining from doing, or for having done or refrained from doing, any act in 
relation to the obtaining or execution of the Agreement or for showing or refraining from showing 
favour or disfavour to any person in relation to the Agreement. 

19.2 The Supplier shall take all reasonable steps, in accordance with good industry practice, to prevent 
fraud by the Staff and the Supplier (including its shareholders, members, and directors) in 
connection with the Agreement and shall notify the Customer immediately if it has reason to 
suspect that any fraud has occurred or is occurring or is likely to occur. 

19.3 If the Supplier or the Staff engages in conduct prohibited by clause 19.1 or commits fraud in 
relation to the Agreement or any other contract with the Crown (including the Customer) the 
Customer may: 

19.3.1 terminate the Agreement and recover from the Supplier the amount of any loss suffered 
by the Customer resulting from the termination, including the cost reasonably incurred 
by the Customer of making other arrangements for the supply of the Goods and any 
additional expenditure incurred by the Customer throughout the remainder of the 
Agreement; or 

19.3.2 recover in full from the Supplier any other loss sustained by the Customer in 
consequence of any breach of this clause. 

20 Dispute Resolution 

20.1 The Parties shall attempt in good faith to negotiate a settlement to any dispute between them 
arising out of or in connection with the Agreement and such efforts shall involve the escalation of 
the dispute to an appropriately senior representative of each Party. 

20.2 If the dispute cannot be resolved by the Parties within one month of being escalated as referred 
to in clause 20.1, the dispute may by agreement between the Parties be referred to a neutral 

Mediator
connected with the dispute shall be conducted in confidence and without prejudice to the rights of 
the Parties in any further proceedings.   

20.3 If the Parties fail to appoint a Mediator within one month, or fail to enter into a written agreement 
resolving the dispute within one month of the Mediator being appointed, either Party may exercise 
any remedy it has under applicable law. 

21 General 

21.1 Each of the Parties represents and warrants to the other that it has full capacity and authority, and 
all necessary consents, licences and permissions to enter into and perform its obligations under 
the Agreement, and that the Agreement is executed by its duly authorised representative.  

21.2 A person who is not a party to the Agreement shall have no right to enforce any of its provisions 
which, expressly or by implication, confer a benefit on him, without the prior written agreement of 
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the Parties.  

21.3 The Agreement cannot be varied except in writing signed by a duly authorised representative of 
both the Parties.  

21.4 The Agreement contains the whole agreement between the Parties and supersedes and replaces 
any prior written or oral agreements, representations or understandings between them. The 
Parties confirm that they have not entered into the Agreement on the basis of any representation 
that is not expressly incorporated into the Agreement. Nothing in this clause shall exclude liability 
for fraud or fraudulent misrepresentation. 

21.5 Any waiver or relaxation either partly, or wholly of any of the terms and conditions of the 
Agreement shall be valid only if it is communicated to the other Party in writing and expressly 
stated to be a waiver.  A waiver of any right or remedy arising from a breach of contract shall not 
constitute a waiver of any right or remedy arising from any other breach of the Agreement.

21.6 The Agreement shall not constitute or imply any partnership, joint venture, agency, fiduciary 
relationship or other relationship between the Parties other than the contractual relationship 
expressly provided for in the Agreement. Neither Party shall have, nor represent that it has, any 

 

21.7 Except as otherwise expressly provided by the Agreement, all remedies available to either Party 
for breach of the Agreement (whether under the Agreement, statute or common law) are 
cumulative and may be exercised concurrently or separately, and the exercise of one remedy 
shall not be deemed an election of such remedy to the exclusion of other remedies. 

21.8 If any provision of the Agreement is prohibited by law or judged by a court to be unlawful, void or 
unenforceable, the provision shall, to the extent required, be severed from the Agreement and 
rendered ineffective as far as possible without modifying the remaining provisions of the 
Agreement, and shall not in any way affect any other circumstances of or the validity or 
enforcement of the Agreement. 

22 Notices 

22.1 Any notice to be given under the Agreement shall be in writing and may be served by personal 
delivery, first class recorded or, subject to clause 22.3, e-mail to the address of the relevant Party 
set out in the Award Letter, or such other address as that Party may from time to time notify to the 
other Party in accordance with this clause. 

22.2 Notices served as above shall be deemed served on the Working Day of delivery provided delivery 
is before 5.00pm on a Working Day.  Otherwise delivery shall be deemed to occur on the next 
Working Day. An email shall be deemed delivered when sent unless an error message is received. 

22.3 Notices under clauses 16 (Force Majeure) and 17 (Termination) may be served by email only if 
the original notice is then sent to the recipient by personal delivery or recorded delivery in the 
manner set out in clause 22.1. 

23 Governing Law and Jurisdiction 

23.1 The validity, construction and performance of the Agreement, and all contractual and non 
contractual matters arising out of it, shall be governed by English law and shall be subject to the 
exclusive jurisdiction of the English courts to which the Parties submit. 
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Annex 2 

Schedule of Processing, Personal Data and Data Subjects 

 

Description Details 

Identity of the Controller and 
Processor 

The Parties acknowledge that for the purposes of the Data 
Protection Legislation, the Customer is the Controller and the
Contractor is the Processor in accordance with Clause 1.1.
 
 

Subject matter of the 
processing 

The processing is needed in order to ensure that the 
Processor can effectively deliver the contract to provide a
service to the agency. 
 
 

Duration of the processing The duration is for the life of the contract.  
 

Nature and purposes of the 
processing 

Recording and storage of work contact details.  
 

Type of Personal Data being 
Processed 

Staff name and department, address of Agency, work telephone 
numbers and emails. 
 

Categories of Data Subject Staff  
Plan for return and 
destruction of the data 
once the processing is 
complete 

UNLESS requirement under 
union or member state law to 
preserve that type of data 

Data does not need to be returned. Staff lists need to be deleted 
from Processor database at end of contract.  
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Annex 3 

Charges 

 
 

 This proposal reflects costs based on the menu and environment submitted to us. It includes costs 
associated with quality control checks, re-runs, and on-board stability. 

 Actual laboratory costs may be different based on efficiency of laboratory operation. 
 

The prices below are subject to contract. All prices are without VAT. 
 
Total Costs years 
 

 

 
 
Instrument costs 
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Service costs 
 

                  

   

      

 
  

 
Consumption costs 
 

       
        

  

 

 

 

   

 
 

 

Cost per kit Lab 1 
 

Material Parameter Material 
number 

Instr
umen

t 
Package 
content 

Numb
er of 

report
ables/ 
year 

Qua
lity 
Con
trol
s 

Calibr
ations 

R
e-
ru
n
s 

Numb
er of 

quanti
ficated 
tests/ 
year 

Calc
ulate

d 
num
ber 
of 

pack
ages/ 
year 

Deli
vere

d 
Test

s 
Per 

Year 

Pric
e/kit 

Pri
ce/ 
kit 
tes
t

Calcu
lated 
costs/ 
year 
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Main 
Reagents 

 



 
Contract ECM_7738 v1.0 26/11/2020 

Page 23 of 34 
 



 
Contract ECM_7738 v1.0 26/11/2020 

Page 24 of 34 
 



 
Contract ECM_7738 v1.0 26/11/2020 

Page 25 of 34 
 



 
Contract ECM_7738 v1.0 26/11/2020 

Page 26 of 34 
 



 
Contract ECM_7738 v1.0 26/11/2020 

Page 27 of 34 
 



 
Contract ECM_7738 v1.0 26/11/2020 

Page 28 of 34 
 

  

Total 
Reagents 

 

    

  

Consumables  

Activator for cobas 
c,Integra,c111 

 

Assay Tip/Cup 
Elecsys 
ModularE170 

 

CalSet Vials 
Elecsys,cobas e 

 

CleanCell M 2x2 L 
Elecsys,cobas e 

 

ControlSet Vials 
Elecsys,cobas e 

 

Diluent Universal 2 
2x36ml Elecsys 

 

Internal Standard 
Insert, ISE 

 

ISE cleaning 
solution Sys Clean 

 

ISE Diluent Gen.2, 
cobas c, Hitachi 

 

ISE Int.Stand. 
Gen.2,  cobas c, 
Hitachi 

 



 
Contract ECM_7738 v1.0 26/11/2020 

Page 29 of 34 
 

ISE Reference 
Electrolyte 300ML 

 

ISE Standard high 
10x3ML 

 

ISE Standard low 
10x3ML 

 

NACl 9% Dil, 
cobas c 

 

PC/CC-CUPS  

PreClean M 
Elecsys,cobas e 

 

ProCell M 2x2 L 
Elecsys,cobas e 

 

REFERENCE 
ELECTRODE 

 

TG G2 
Confirmatory Test 
Elecsys cobas e 

 

Activator for cobas 
c,Integra,c111 

 

Assay Tip/Cup 
Elecsys 
ModularE170 

 

CalSet Vials 
Elecsys,cobas e 

 

CleanCell M 2x2 L 
Elecsys,cobas e 

 

ControlSet Vials 
Elecsys,cobas e 

 

Diluent Universal 2 
2x36ml Elecsys 

 

  

Total 
Consumables 

 

  

Calibrators  

ACTH CS 
Elecsys 

 

AFP G2 CS 
Elecsys V2.1 

 

Anti-TG CS 
Elecsys 
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Anti-TPO CS 
Elecsys 

 

C-Peptide 
CS Elecsys 

 

C.f.a.s. PUC  

CEA CS 
Elecsys V2 

 

Cfas 12x3ML  

Cfas Lipids 
3x1ML 

 

Cfas PAC 
3x1ML 

 

Cfas Proteins  

CK-MB CS 
Elecsys V4 

 

Cortisol G2 
CS Elecsys 

 

DHEA-S CS 
Elecsys 

 

Estradiol G3 
CS Elecsys 

 

Ferritin CS 
Elecsys V2 

 

FSH CS 
Elecsys V2 

 

FT3 G3 CS 
Elecsys 

 

FT4 G3 CS 
Elecsys 

 

HCG+beta 
CS Elecsys 
V2 

 

hGH CS 
Elecsys 

 

Homocystein
e Calibrator 
Kit 2x3ml 

 

IgE CS 
Elecsys 

 

IGF-1 CS 
Elecsys 
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Insulin CS 
Elecsys 

 

LH G2 CS 
Elecsys 

 

Myoglobin 
CS Elecsys 

 

PRECIMAT 
FRUC 3x1ML 

 

PRECISET 
RF 

 

proBNP 
STAT CS 
Elecsys V2 

 

Progesterone 
G3 CS 
Elecsys 

 

Prolactin G2 
CS Elecsys 

 

PTH CS 
Elecsys V2 

 

SHBG CS 
Elecsys 

 

T-Uptake CS 
Elecsys V2 

 

T3 CS 
Elecsys 

 

T4 CS 
Elecsys V2 

 

Testosterone 
G2 CS G2 
Elecsys V2.1 

 

TG G2 CS 
Elecsys 

 

Total PSA 
G2 CS 
Elecsys V3 

 

Troponin T 
hs CS 
Elecsys 

 

TSH CS 
Elecsys V3 

 

Vitamin B12 
G2 CS 
Elecsys V2 

 

Vitamin D 
total CS 
Elecsys 
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Total 
Calibrators 

    

      

Total Costs     

      
The cost of the reagents and calibration material will differ as no workload figures were provided as part 
of the tender submission. This is purely to show the cost per kit. 
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Annex 4 
Specification 

 
 
 

 
 

This file will also be sent separately. 
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Annex 5 
(ITT-4375) 

 
 
 

 
 

This file will also be sent separately. 
 




