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D1. Declaration by Chief Investigator

1.

10.

The information in this form is accurate to the best of my knowledge and belief and | take
full responsibility for it.

| undertake to fulfil the responsibilities of the chief investigator for this study as set out in
the UK Policy Framework for Health and Social Care Research.

I undertake to abide by the ethical principles underlying the Declaration of Helsinki and
good practice guidelines on the proper conduct of research.

If the research is approved, | undertake to adhere to the study protocol, the terms of the
full application as approved and any conditions set out by review bodies in giving
approval.

| undertake to notify review bodies of substantial amendments to the protocol or the terms
of the approved application, and to seek a favourable opinion from the main REC before
implementing the amendment.

| undertake to submit annual progress reports setting out the progress of the research, as
required by review bodies.

| am aware of my responsibility to be up to date and comply with the requirements of the
law and relevant guidelines relating to security and confidentiality of patient or other
personal data, including the need to register, when necessary, with the appropriate Data
Protection Officer. | understand that | am not permitted to disclose identifiable data to
third parties unless the disclosure has the consent of the data subject or, in the case of
patient data in England and Wales, the disclosure is covered by the terms of an approval
under Section 251 of the NHS Act 2006.

I understand that research records/data may be subject to inspection by review bodies for
audit purposes if required.

I understand that any personal data in this application will be held by review bodies and
their operational managers and that this will be managed according to the principles
established in the Data Protection Act 2018.

| understand that the information contained in this application, any supporting
documentation and all correspondence with review bodies or their operational managers
relating to the application:

o  Will be held by the REC (where applicable) until at least 3 years after the end of
the study; and by NHS R&D offices (where the research requires NHS
management permission) in accordance with the NHS Code of Practice on
Records Management.



o May be disclosed to the operational managers of review bodies, or the
appointing authority for the REC (where applicable), in order to check that the
application has been processed correctly or to investigate any complaint.

o May be seen by auditors appointed to undertake accreditation of RECs (where
applicable).

o  Will be subject to the provisions of the Freedom of Information Acts and may be
disclosed in response to requests made under the Acts except where statutory
exemptions apply.

o May be sent by email to REC members.

11. I understand that information relating to this research, including the contact details on this
application, may be held on national research information systems, and that this will be
managed according to the principles established in the Data Protection Act 2018.

12. I understand that the main REC or its operational managers may share information in this
application or supporting documentation with the Medicines and Healthcare products
Regulatory Agency (MHRA) where it is relevant to the Agency’s statutory responsibilities.

13. Where the research is reviewed by a REC within the UK Health Departments Research
Ethics Service, | understand that the summary of this study will be published on the
website of the Health Research Authority (HRA) together with the contact point for

enquiries named below. Publication will take place no earlier than 3 months after the
issue of the ethics committee’s final opinion or the withdrawal of the application.
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