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RADICALS (MRC PR10) LOCAL InVESTIGATOR SITE FILE assessment form
Please complete this form and keep the original in the front of your site file to be used as part of the index.  Please send a copy to: RADICALS, MRC Clinical Trials Unit, 222 Euston Road, London, NW1 2DA, UK.
	Tick one box on each line
	Yes
	No
	Site File Section

	Provided by MRC CTU in SSA pack – no action required

	Summary of product characteristics

(Included in the SSA pack sent by MRC CTU.)
	(
	(
	1. Product Information

	All versions of the signed protocol and amendments

(Included in the SSA pack sent by MRC CTU. Version 3.0 October 2009 is the current version) 
	(
	(
	2. Protocol

	Sample case report forms (CRFs) and any revisions

 (Included in the SSA pack sent by MRC CTU for reference only. CRFs will be sent once centre is accredited then every time a patient is randomised.)
	(
	(
	3. Sample CRFs

	Insurance Statement
(MRC Statement on Indemnity which was included in the SSA pack sent by MRC CTU.) 
	(
	(
	4. Insurance Statement

	All appropriate Ethics Committee(s) documentation

(RADICALS received MREC approval on 23/04/2007 and all correspondence was included in the SSA pack sent by MRC CTU.  Please also include in this folder confirmation of your site’s SSA that will have been sent by MRC CTU.) 
	(
	(
	5. Ethics

	Relevant communications with sponsor (letter, meeting notes, notes of telephone calls) 
(Confirmation of the MRC as sponsor was included in the SSA Pack.  Please keep a copy of all other correspondence you receive from the MRC CTU in this folder also.) 
	(
	(
	6. Sponsor Correspondence

	Provided by MRC CTU in SSA pack – some action required

	Sample patient information sheets, consent forms and GP letter, and any revisions

(Included in the electronic SSA pack sent by MRC CTU. Version 3.0 is the current version of consent form and GP letters. Version 4.0 is the current version of the patient information sheet.  Please print 2 copies of all forms on your local headed paper sending one to the MRC CTU and filing the other here.) 
	(
	(
	7. Documents given to Patients

	Signed investigator statement

(Included in the electronic SSA pack sent by MRC CTU. Please print and sign 2 copies sending one to the MRC CTU and filing the other here.) 
	(
	(
	8. Site Staff

	Signature sheet and delegation list

(Included in the electronic SSA pack sent by MRC CTU. Please file the original copy here.  Please also send a copy to the MRC CTU. Remember to update when staff/responsibilities change.) 
	(
	(
	8. Site Staff

	Contact details sheet

(Included in the electronic SSA pack sent by MRC CTU. Please file the original copy here. Please also send a copy to the MRC CTU. Remember to update when staff change.)
	(
	(
	8. Site Staff

	To be Provided by MRC CTU 

	All appropriate Regulatory Authority(ies) authorisation/approvals documentation

(Please file a copy of the RADICALS CTA which was included in the SSA pack sent by MRC CTU and a copy of all correspondence between the MRC CTU and the MHRA regarding your site’s addition to the RADICALS CTA.) 
	(
	(
	9. Regulatory Authority Approval


	Provided by your centre

	CVs of Investigators and Sub-Investigators

(Please file a copy of all investigators CVs here.)
	(
	(
	8. Site Staff

	Drug accountability at site
(Drug accountability must be maintained by the lead pharmacist – this is just a reminder.)
	(
	(
	11. Drug Accountability

	Source documents 

(These need not be filed in the master file but must be made available in event of a monitoring visit.)
	(
	(
	12. Patient Records

	SAE notifications and safety information 
	(
	(
	13. Safety Reporting

	Subject screening log, identification code list and enrolment log
(Please keep a log of all patients screened identifying those patients who enrolled in the trial with the trial number we provide you with upon randomisation.)
	(
	(
	12. Patient Records

	To be collected as appropriate

	Monitoring log and report

(You won’t be able to file anything here until a monitoring visit has occurred.)
	(
	(
	15. Monitoring documents

	Signed informed consent forms and signed Randomisation Confirmations
(To be included in the master file as and when patients are consented into the trial, a copy of the Consent Form should also be faxed/sent to MRC CTU immediately after randomisation.) 
	(
	(
	16. Randomisation documents

	Supplementary Information 

(e.g. a copy of the Clinical Trial Agreement signed by the R&D department)
	(
	(
	17. Supplementary Information


	I confirm that the above documents are stored in the Local Investigator Site File

	Name of centre
	
	Date

	Signature
	
	

	Print Name & job title
	
	


