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UNDERTAKING AND ACKNOWLEDGEMENTPRIVATE 

To: The Competent Authority on behalf of the Secretary of State for Health acting through its executive agency, The Medicines and Healthcare Products Regulatory Agency of 10 South Colonnade, London E14 4PU (the “Authority”).

From:



(Hereinafter referred to as the “Assessor")

WHEREAS the Authority has agreed to engage the Assessor to make clinical assessments for the purposes of the Medical Device Regulations 2002 (Statutory Instrument 0618) of certain medical devices as may be referred to the Assessor and/or to provide ad hoc clinical or technical advice on or relating to such medical devices (the “Assessments”).
AND WHEREAS various manufacturing companies (the “Applicants”) will disclose to the Authority certain diagrams, photographs, information and documentation relating to the said medical devices (the “Materials") on a confidential basis in connection with the Assessments, and it is incumbent upon the Authority to ensure that there is no conflict of interest between the Assessor and an Applicant, that confidentiality of the Materials is maintained, and that ownership of the Materials is acknowledged by the Assessor to belong to an Applicant, now therefore the Assessor accordingly undertakes and acknowledges as follows:
A.      UNDERTAKING

In consideration of the MHRA disclosing the Materials to the Assessor, the Assessor hereby undertakes and acknowledges:

 1.
      Prior to commencement of an Assessment to disclose to the Authority any fact or circumstance or personal interest in or relevant to the work which is the subject of the Assessment and which amounts to, or may lead to, a situation in which the Assessor has a direct or indirect interest in the Materials that conflicts or may conflict with a financial, personal and/or professional interest of the Assessor and the Applicant and/or the Authority (a “Conflict”).


2.
Where a Conflict arises during an Assessment, to promptly declare such Conflict to the Authority.
3.
To keep the Materials (and any information contained in the Materials) secret and confidential.

4.
To use the Materials (and any information contained in the Materials) only for the purposes of an Assessment.

5.
Not to disclose the Materials (or any information contained in the Materials) to any other person.

6.
To inform the Authority immediately on becoming aware, or suspecting, that the Materials (or any information contained in the Materials) has been disclosed to, or otherwise obtained by, an unauthorised third party.

7.
To return to the Authority all Materials released to the Assessor for the purposes of the Assessment for which they have been disclosed along with any information or documents containing, reflecting, incorporating or based on the Materials once that Assessment is complete.

8.
To destroy all copies made by the Assessor of the Materials once the Assessment is complete.

9.
To apply at least the same degree of care to avoid unauthorised dissemination of publication of the Materials (or any information contained in the Materials) as the Assessor applies to its own confidential or proprietary information, whether stored in hard copy or electronically. 

10.
That the Assessor has the necessary professional expertise, knowledge and experience in order to undertake an Assessment.
11.
To comply with all relevant law in relation to data protection held in accordance with the access to information regimes including but not limited to the GDPR, Freedom of Information Act 2000, the Data Protection Act 2018 and the Environmental Information Regulations 2004, 

12.
To provide all necessary assistance and co-operation as reasonably requested by the Authority to enable the Authority to comply with its obligations, as are described in more detail below, under the Freedom Information Act 2000 (“FOIA”).

B.      ACKNOWLEDGEMENT

The Assessor hereby specifically acknowledges:

1.
The Materials are the property of and belong to the Applicant and are being held by the Authority under obligations of confidentiality.
2.
The Materials are accepted by the Assessor as confidential to the Applicant and will only be made use of in accordance with this undertaking, and solely for the purposes of the Assessment.

For the purposes of this undertaking, the assessment of the Materials by the Assessor shall be deemed to be completed once the Assessor has decided that there are no grounds for objection to the Assessment, that the Assessment should be rejected or the Assessor ceases to be engaged by the Authority for the purposes of the Assessment.

The Assessor agrees and acknowledges that public bodies, including the Authority, may be required under the FOIA to disclose information, including the Assessor’s contact details (subject to any relevant exemptions under the FOIA), without consulting or obtaining consent from the Assessor. The Assessor acknowledges that the Authority shall be responsible for determining, in its absolute discretion, whether any information relating to the Assessor and/or any other information is exempt from disclosure in accordance with the FOIA. The Assessor further acknowledges that the Authority will take reasonable steps to notify the Assessor of a Request for Information (as defined in the FOIA) in accordance with the Secretary of State for Constitutional Affairs’ Code of Practice on the Discharge of the Functions of Public Authorities under Part 1 of the FOIA, to the extent that it is permissible and reasonably practicable for it to do so (notwithstanding any other provision in this undertaking).
An Assessor will not be liable in relation to its advice given in respect of an Assessment, provided that it acts honestly, in good faith and in accordance with its professional obligations and the terms of this undertaking at all times.

This undertaking is for the benefit of the parties to it and their successors and permitted assigns and is not intended to benefit, or be enforceable by, anyone else.

This undertaking and any dispute or claim arising out of or in connection with it or its subject matter or formation (including non-contractual disputes or claims) shall be governed by and construed in accordance with the law of England and Wales.

Dated this


day of



20
Signed by the Assessor



(Signed)


(PRINT FULL NAME)
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