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Non-NHS/HSC Site Assessment Form for CTIMPs and Clinical Investigations of Medical Devices 

The following template should be completed and submitted for CTIMPs or Clinical Investigations of Medical Devices when:
· you’re submitting an application that will involve non-NHS/HSC sites to detail the non-NHS/HSC sites (a separate form should be provided for each non-NHS/HSC site.)

· a new non-NHS/HSC site or Principal Investigator is being added to the study or trial via a substantial amendment. The completed template should be submitted in addition to the substantial amendment form – if the amendment is to change a Principal Investigator at an existing site then only questions 2 and 3 need to be completed in the template below

In your submission you should also provide:
· a short Curriculum Vitae for the Principal Investigator
· evidence of insurance or indemnity (not required for Phase 1 trials in healthy volunteers where the site is accredited by the MHRA)
· local versions of documentation (on headed paper) where they differ substantially from the documentation submitted as part of the main ethics review (if only the contact details for the site are different, local versions to do not need to be provided)

	IRAS Project ID: 
Study Title: 


	1. Please provide details of the suitability of the site which should include:

· the name and address of the non-NHS/HSC research site
· the suitability of the site adapted to the nature and use of the investigational medicinal product or medical device 
· the suitability of the facilities
· the suitability of the equipment
· a description of all study/trial procedures which will take place at the site
· details of any aspect of the study/trial which will be conducted differently to the current approved protocol 


	





































	2. Please give details of other members of the research team responsible to the Principal Investigator at this site (the details of the PI should have been provided in the application form or amendment tool).


	

















	3. Does the Principal Investigator or any other member of the site research team have any direct personal involvement (for example financial, share-holding, personal relationship) in the organisation sponsoring or funding the research that may give rise to a possible conflict of interest?


	
Yes ☐
No  ☐
(if yes, please provide further details below)
Click here to enter text.







	4. CTIMPs only: If the trial is a Phase 1 trial in healthy volunteers, does the site have accreditation from the MHRA? 


Yes ☐
No  ☐


	Issued by:
Name:  Click here to enter text.
Position: Click here to enter text.
On behalf of the site management organisation 

	Date:  Click here to enter a date.
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