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File contents

· Study Information/Contact Page

Section 1: General correspondence

· Copies of all correspondence relating to the study (excluding REC, MHRA and R&D)

· Records of all significant telephone conversations relating to the study

Section 2: Screening and recruitment record
· Patient screening and recruitment record documenting the number of patients screened and recruited (Appendix 2). 
· Original signed and dated informed consent forms from all patients
· Evidence that all patients have been provided with a copy of their signed ICF and PIS (Appendix 3)
· Evidence of ICF, PIS and GP letter filed in medical records (Appendix 3)
Section 3: Research Personnel

· Name and signature log for all personnel involved in the conduct of the study (Appendix 1)

· Evidence of training in study protocol and procedures

· CVs for all site staff showing evidence of GCP training

· Task delegation list (Appendix 1)

Section 4: Body fluid/tissue sample retention

· Record of retained body fluids/tissue samples detailing the types of samples retained, the duration for which they will be retained and their location (Appendix 4)

Section 5: Safety

· Un-blinding procedure for blinded trials if not in protocol

· Reporting arrangements for SAEs/SUSARs if not already in protocol

· Blank SAE/SUSAR report forms

· Copies of completed SAE/SUSAR report forms

· WAHT Research Related Adverse Event Reporting Policy

· Correspondence with MHRA, MREC, CI of any SUSARS at other Centres 

Section 6: Study specific documentation

· Current version of the protocol, version controlled, signed & dated

· Patient recruitment literature/advertisements, version controlled

· Copy of the Informed Consent Form (ICF), version controlled
· Copy of the Patient Information Sheet (PIS), version controlled 
· Copy of GP letter (if applicable), version controlled
· Previous versions of protocol, ICF, PIS, GP letter and patient recruitment literature scored through and marked as superseded
Section 7: Investigational Medicinal Product (IMP) information
· Investigators brochure and/or Summary of Product Characteristics (SmPC)

· Instructions for handling and dispensing of Investigational Medicinal Product(s) (IMPs) if not covered in protocol

· Any other reference information regarding the IMP(s) in use on the study
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Section 8: WAHT R&D Approval

· Copies of all correspondence with R&D relating to the study

· Records of all significant telephone conversations relating to the study

· Copy of complete WAHT R&D review form

· Trust approval letter for the study

· Trust approval letter for any substantial amendments to the protocol identifying version number of the documents                                                                               
· Copy of the annual report to the R&D office

· Copy of the final study report/lay summary

Section 9: Research Ethics Committee (REC) Approval

· Copies of all correspondence with the ethics committee relating to the study

· Record of all significant telephone conversations relating to the study

· Copy of ethics committee application

· If multi-centre study, copy of the ethics committee application for SSA

· Ethics committee approval letter listing approval for this site and identifying version number and date of all documents approved.

· Dated Ethics committee approval for any substantial amendments to study specific documentation identifying version number(s) of the document

· Copy of the annual report(s) to the main REC

· Copy of the final report to the main REC to document completion of the study

Section 10: Regulatory Agency Approval

· Copies of all correspondence with the Medicines and Healthcare products Regulatory Agency (MHRA) relating to the study

· Record of all significant telephone conversations regarding the study

· Copy of original CTA application (if completed locally)

· Clinical Trial Authorisation (CTA) from the MHRA (or copy) 

· Any amendments to the CTA

· Copy of any applications for amendments to the CTA or the documentation that accompanied the application for a CTA

· Copy of the annual report(s) to the MHRA

· Copy of the end of trial notification form sent to the MHRA

· ARSAC certificate (If applicable)

Section 11: Funding and Sponsorship arrangements

· Copy of the complete WAHT costing form

· Sponsorship letter from R&D Office/External Sponsor

· Grant details (if applicable)

· Commercial financial agreement (if applicable)

· Any other agreements

Section 12: Case Report form (CRF)/Data Collection form

· Sample copy of the CRF/Data collection form to be used (if applicable) detailing version number 

· Copies of all previous versions of the CRF/Data collection form scored through as superseded

· Copies of completed CRF/DCFs, or file note stating location

Section 13: Monitoring

· Letter of intent to monitor by the WAHT R&D Office (as applicable)

· Monitoring visit reports

Section 14:

	Study short title
	     

	R&D Study ref#
	     
	Principal Investigator
	     

	Sponsor
	     
	Site
	     


Appendix 1: Site Staff Signature log & Delegation of Site Tasks

	Name
	Initials
	Role in Study
	Start date
	End date
	Tasks performed*
	Signature
	Signature of PI

	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	
	


* Please list study tasks (e.g. taking informed consent, study drug administration, taking blood samples, CRF completion etc)
	1.       
	09.      

	2.       
	10.      

	3.       
	11.      

	4.       
	12.      

	5.       
	13.      

	6.       
	14.      

	7.       
	15.      

	8.       
	16.      
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	Study short title
	     

	R&D Study ref#
	     
	Principal Investigator
	     

	Sponsor
	     
	Site
	     


Appendix 2: Subject Screening and Recruitment Record

	Initials
	Gender
	Screening date

(dd/mm/yyyy)
	Patient hospital number
	Outcome -

Please tick
	1. Study / randomisation number if applicable, or

2. Reason for screen failure
	Withdrawal date

(dd/mm/yy)
	Completed study Y/N

	
	Male
	Female
	
	
	
	3. 
	
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	Recruited
	
	1.
	
	     
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	 Screening failure
	
	2.
	
	
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	Recruited
	
	1.
	
	     
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	 Screening failure
	
	2.
	
	
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	Recruited
	
	1.
	
	     
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	 Screening failure
	
	2.
	
	
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	Recruited
	
	1.
	
	     
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	 Screening failure
	
	2.
	
	
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	Recruited
	
	1.
	
	     
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	 Screening failure
	
	2.
	
	
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	Recruited
	
	1.
	
	     
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	 Screening failure
	
	2.
	
	
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	Recruited
	
	1.
	
	     
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	 Screening failure
	
	2.
	
	
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	Recruited
	
	1.
	
	     
	 FORMCHECKBOX 
Y   FORMCHECKBOX 
N

	
	
	
	
	
	 Screening failure
	
	2.
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	Study short title
	     

	R&D Study ref#
	     
	Principal Investigator
	     

	Sponsor
	     
	Site
	     


Appendix 3: Study Specific Document Log 

	Initials
	Patient hospital number
	Date consent given

(dd/mm/yyyy)
	Patient Information Sheet
	Signed Informed Consent Form
	GP letter 

	
	
	
	*Copy given to patient
	*Copy to medical records
	*Original to site file
	*Copy to patient
	*Copy to medical records
	*Sent to GP
	*Copy to medical records

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


* Please tick when complete
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	Study short title
	     

	R&D Study ref#
	     
	Principal investigator
	     

	Sponsor
	     
	Site
	     


Appendix 4: Record of retained body fluids / tissue samples

	Patient Initials
	Patient 

Study Number
	Patient consent provided?

Y / N
	Date sample collected

(dd/mon/yy)
	Sample Type
	Storage location*
	Storage period

	
	
	
	
	
	
	From


	To

(date sample destroyed)

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     

	     
	     
	 FORMCHECKBOX 
Y
 FORMCHECKBOX 
N
	     
	     
	     
	     
	     


*Please specify, Building, department, location and type of storage facility

Page       of      
Start date:                                        Projected end date:








Point of Contact PoC details (WAHT monitored studies)


Name:					Address:








						Telephone:





Chief Investigator (CI) details (if different from above)


Name:					Address:








						Telephone:





Principal investigator (PI) details


Name:					Address:








						Telephone:





Sponsor details


Name:					Address:








						Telephone:





EudraCT number:





LREC/MREC number:





WAHT R&D number:





Study  title:
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