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[Greater Glasgow Health Board

Dalian House

350 St Vincent Street

Glasgow

G3 8UZ]
[The University Court of the University of Glasgow]

[University Avenue

Glasgow

G12 8QQ]
[Date]
Dear [Insert Name]
The University Court of the University of Glasgow (“University”)

[NHS Health Board] (“Board”)

[Insert name of the Chief Investigator] (“Chief Investigator”)
[Insert details of the Study] (“Study”)
The Study is a non-commercially funded clinical study which is being conducted by the University and the Board.  You are co-sponsors of the Study for the purposes of the Medicines for Human Use (Clinical Trial) Regulations 2004.  The Chief Investigator is employed by us.  This Letter sets out the arrangements for the Chief Investigator’s involvement in the Study.

1.
The Chief Investigator’s responsibilities for the Study are set out in the Appendix to this Letter.  As the Chief Investigator’s employer we will ensure that:
(a)
[he/she] complies with the Study Protocol and all applicable laws and regulations;
(b)
[he/she] and [his/her] team are suitably qualified and adequate facilities and support are available to enable [him/ her] to perform [his/her] responsibilities for the Study;  
(c)
on reasonable notice and at reasonable times, during and after the Study, you and any regulatory agencies are given access to all relevant records in our possession to monitor the Study and to verify compliance with the Study Protocol and relevant laws and regulations;  and 
(d)
on completion of the Study (or termination of our involvement, if earlier) the Chief Investigator delivers to you all information and documentation relating to the Study in [his/ her] possession.
2.
It is acknowledged that as the Chief Investigator is not employed by the University or the Board, the Chief Investigator’s participation in the Study will not be covered by the University’s insurance or the Board’s NHS Indemnity Scheme.  We acknowledge that as employer of the Chief Investigator, by law we are responsible for [his/her] acts and omissions in the Study and confirm that this liability is covered by appropriate insurance or equivalent protection (e.g. NHS Indemnity Scheme).  
3.
We hereby agree to hold you harmless from all claims, losses, liabilities and expenses (including but not limited to reasonable lawyers’ fees and other costs) arising from negligent acts or omissions of the Chief Investigator during the Study, including but not limited to any claims made by subjects involved in the Study regarding the Chief Investigator’s negligence in preparation of the Study Protocol, interactions with the ethics committee and/or the clinical trial authorisation process.
4.
The University will be entitled to publish the results of the Study (through the Chief Investigator).  We will not publish the results of the Study or make any announcement relating to the Study without your prior written consent.
5.
The Chief Investigator in performing [his/her] duties for the Study will comply with the Data Protection Act 1998 and adhere to the principles of medical confidentiality.  If the Chief Investigator or any of [his/her] team have access to personal data arising from the Study, they will act on the instructions of the Board, as data controller, and will take all appropriate steps to prevent unauthorised or unlawful processing, or accidental loss or destruction of such data.
7.
All information relating to the Study received by us and which is not publicly available will be treated as confidential both during and after the Study.  Only our employees who are directly involved in the Study will have access to such information and we will not disclose it to any third party or make any use of it except where required by a regulatory authority or by law or as necessary to perform the Study.  
The terms of this Letter and any dispute relating thereto will be governed by Scots law.  We hereby agree to submit to the exclusive jurisdiction of the Scottish Courts.

Please confirm your acceptance of the terms contained in this Letter by signing (where indicated below) and returning the enclosed copy to me.

Yours sincerely

……………………………………….

[Insert Name]

[Insert Job Title]
For and on behalf of [Employing Institution or Trust]
We hereby confirm our acceptance of the terms contained in the above Letter and agree to be legally bound by the above terms.

	………………………………………

[Insert Name]

[Insert Job Title]
For and on behalf of 

[The University Court of the University of Glasgow]
	………………………………………

[Insert Name]

[Insert Job Title]
For and on behalf of 

[NHS Board]


APPENDIX 
Training and Responsibilities of the Chief Investigator
[To be Reviewed and amended for each Side Letter/Trial]
Training Requirements for Chief Investigator and his/her team shall include the following:
· Training in Good Clinical Practice and SI2004:1031
Responsibilities of the Chief Investigator shall include the following:
· The CI will review, advise on and sign off the risk assessment for the study.

· The CI is responsible for the completion and submission of Parts A and B of the ethics application form to the Research Ethics Committee (REC)

· The CI is responsible for completing the CTA application form with the assistance of the Project Manager (PM), and for signing the completed application

· The CI, in collaboration with the Clinical Trials Unit, will ensure that a protocol has been written for the trial and amendments put in place where required 

· The CI will determine whether a SAE is a SUSAR and report this to the CTU and sponsor 

· The CI will provide advice and recommendations on medical issues that arise involving the management of patients on the study.
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