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Academic and Clinical Central Office for Research and Development

Lothian

ACCORD, The Queen’s Medical Research Institute, 47 Little France Crescent, Edinburgh EH16 4T)





Formal delegation of responsibility for maintaining the Trial Master File (TMF) between NHS Lothian and/or The University of Edinburgh and [INDIVIDUAL(S) NAME(S)] for the [TRIAL NAME] study (R&D reference _______ )

1.
Background:


1.1
To reduce unnecessary duplication of administration and to allow study teams to exercise greater control of their own studies the ACCORD office, on behalf of the study sponsor(s), has delegated responsibility for the maintenance of the TMF pertaining to the above to study to the individual(s) listed below. 
1.2
The TMF must be maintained in accordance with ACCORD SOP CR001 and is highly likely to be audited by the sponsor in order to demonstrate oversight of the study and provide guidance where appropriate. 

1.3
The TMF may also be audited by external authorities. The study team will be given adequate notice, as defined by the sponsor(s), of all planned and triggered audits as the sponsor(s) become aware of them.

1.4 The ACCORD office will be available to address any queries relating to the maintenance and inspection/audit of the TMF. 

2.
Key Responsibilities of designee:

2.1
Trial Master File will be maintained in compliance with SOP CR001.

2.2
The sponsor(s) will be advised of any significant changes to the location or storage arrangements of the TMF.

2.3
The sponsor(s) will be advised of any required changes to the designee below. 
3.
Information to be completed by designee

	3.1        Location of the Trial Master File:



	


Please sign to confirm you understand the above and agree to undertake the responsibilities outlined in section 2. 

	Name
	Designation
	Signature
	Date



	
	
	
	


Upon completion please post this form to the top address for the attention of the Clinical Trial Monitors.
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