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R&D/F67 – Study Audit Checklist



Study Audit Checklist 
(for Hosted Studies)

This Form must be used for Auditing CTIMPs /Non-CTIMP Hosted by the Trust, in conjunction with R&D/S71 Auditing Research Studies and Processes
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and R&D Newsletter for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.northyorksresearch.nhs.uk/sops.html

	Form Reference:
	R&D/F67

	Version Number:
	3.0

	Author:
	Mags Szewczyk

	Implementation date of current version:
	21st September 2015


	Approved by:
	Name/Position:
	Damon Foster, Head of R&D 

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	17th August 2015

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	17th August 2015


	This Form will normally be reviewed every 2 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Details of significant changes

	1.0
	
	New checklist created from the splitting of Interim Monitoring Report Form.

Additional checks added.

	2.0
	12th August 2014
	Removal and addition of new sections/checks relevant to Trust Hosted studies. 

	3.0
	21st September 2015
	Change of author. Removal and addition of new sections in line with R&D/F11 ISF Content List

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


STUDY AUDIT CHECKLIST 
	Study Title (short):     


	R&D Reference:     
	EUDRACT Number:    

	Site:   


	Principal Investigator at Site:     

	Date of visit:     


	Reason for visit: Routine (planned) / For cause   

	Teams / Departments visited (delete or add as required):    Investigator Team / Pharmacy / Laboratory   


	Name and job title of all personnel seen:     



	Section 1: Review of Trial Master File / Investigator Site File

This section is not applicable to this Audit visit (

	
	
	Document in Investigator Site File? (if elsewhere on Site state where)

	
	
	Yes
	No
	NA
	Comment (state version)

	1.
	Contact Information

	1.1
	Contact details of all personnel involved in trial at this Site
	
	
	
	

	1.2
	Daytime and ‘Out of Hours’ contact information as given to participants 
	
	
	
	

	1.3
	External personnel contacts (e.g. Sponsor representative, Trials Unit)
	
	
	
	

	2.
	Participant Logs and Consent Forms

	2.1
	Participant screening log (chronological list of all screened potential partic. with reasons for non-entry is appropriate)
	
	
	
	

	2.2
	Participant enrolment log (all enrolled in trial in trial ID number order)
	
	
	
	

	2.3

	Original signed consent forms with Participant Information Sheet filed in recruitment order
	   
	    
	  
	(Informed Consent checklist R&D/F99) 
    

	3.
	Source data

	3.1
	Source data location list
	
	
	
	

	4.
	Standard Operating Procedures

	4.1
	List of all Standard Operating Procedures (SOPs) used for trial other than York Foundation Trust R&D SOPs (i.e. sponsor or study specific SOPs 
	
	
	
	

	4.2
	When the sponsor does not provide study SOPs, R&D unit SOPs will apply to all studies conducted in the Trust (file note should be added to ISF identifying where R&D SOPs are kept.
	
	
	
	

	5.
	Protocol and associated documents

	5.1
	Current approved Protocol and amendments, signed by CI / PI
	
	
	
	

	5.2
	Current approved Participant Information Sheet (local headed paper)
	
	
	
	

	5.3
	Current approved Consent Form (local headed paper)
	
	
	
	

	5.4
	Current approved GP letter (if applicable)
	
	
	
	

	5.5
	Current approved advertisement (if applicable)
	
	
	
	

	5.8
	Sheets of labels for attachment to participants’ medical records noting fact of trial participation
	
	
	
	

	6.
	Data collection

	6.1
	Sample of current approved Case Report Form
	
	
	
	

	6.2
	Sample(s) of other current approved data collection instruments (e.g. questionnaires)
	
	
	
	

	6.3
	Signed, dated and completed Case Report Forms
	
	
	
	

	6.4
	Signed, dated and completed questionnaires etc.
	
	
	
	

	6.5
	Data queries
	
	
	
	

	6.6
	File notes documenting CRF corrections or data clarifications
	
	
	
	

	7.
	Site Personnel

	7.1
	Up to date, signed and dated CVs and Good Clinical Practice (GCP) training records
	
	
	
	

	7.2
	Staff Training Logs 
	
	
	
	

	7.3
	Delegation of Authority and Signature Log
	
	
	
	

	
	Pharmacy

	
	Is a study a CTIMP? (If yes please see R&D/F100 Pharmacy Checklist).

	
	       
	   
	   

	8.
	Ethics and Clinical Trial Authorisation

	8.1
	Favourable ethical opinion letter and committee composition
	
	
	
	

	8.2
	Clinical Trial Authorisation from MHRA (CTIMP only)
	
	
	
	

	9.
	Sponsorship

	9.1
	Letter of acceptance of sponsorship
	
	
	
	

	10.
	NHS Permission 

	10.1
	Final approval letter


	
	
	
	

	10.2
	Conditional or interim approval letter (if applicable)
	
	
	
	

	10.3
	Site Specific Information form (application)
	
	
	
	

	10.4
	Correspondence re NHS Permission 
	
	
	
	

	11.
	Contracts / Agreements / Finance / Indemnity

	11.1
	Clinical Trial Agreement


	
	
	
	

	11.2
	Indemnity and / or insurance policy evidence (if not covered in Clinical Trial Agreement)
	
	
	
	

	11.3
	Any other contracts relating to the trial (e.g. IMP supplier)
	
	
	
	

	11.4
	Financial records and invoices


	
	
	
	

	11.5
	Correspondence and any file notes re agreements, finance etc.
	
	
	
	

	11.6
	Any other approvals  e.g. IRMER, ARSAC 

	
	
	
	

	12.
	Pharmacovigilance

	12.1
	Current Investigator Brochure (IB) / Summary of Product Characteristics (SmPC) 
	
	
	
	

	12.2
	SAE Log
	  
	  
	  
	    

	12.2
	Serious Adverse Events (SAE) Reports
	
	
	
	

	12.3
	Suspected Unexpected Serious Adverse Event Reports
	
	
	
	

	12.4.
	Blank SAE Forms
	
	
	
	

	12.5
	Code Break envelopes (where applicable)
	
	
	
	

	13.
	Amendments

	13.1
	Chronological list of amendments with version numbers and dates
	
	
	
	

	13.2
	A separate bundle of documents for each amendment, filed in chronological order, comprising:

	
	Copy approval / notification for information – Ethics
	
	
	
	

	
	Copy approval / notification for information – MHRA
	
	
	
	

	
	Copy approval / notification for information – R&D
	
	
	
	

	
	Correspondence and any file notes on the amendment
	
	
	
	

	
	Completed Amendment Checklist (R&D/F18)
	
	
	
	

	14.
	Equipment (if applicable)

	14.1
	Calibration certificates
	
	
	
	

	14.2
	Correspondence and any file notes
	
	
	
	

	15.
	Monitoring/ Audit 

	15.1
	Monitoring Plan
	
	
	
	

	15.2
	Site Initiation Report
	
	
	
	

	15.3
	Monitoring/ Audit  Visit Reports, Summaries, Action Lists and Log
	
	
	
	

	15.4
	Correspondence and any file notes
	
	
	
	

	16.
	Pharmacy



	16.1
	File note to state that pharmacy documents will be stored in the pharmacy site file.


	  
	  
	  
	   

	17.
	Laboratory

	17.1
	Lab accreditation with date
	
	
	
	

	17.2
	Normal ranges with date
	
	
	
	

	17.3
	Record of retained body fluids / tissue samples
	
	
	
	

	17.4
	Laboratory correspondence and any file notes
	
	
	
	

	18.
	Other

	18.1
	File Note Log 
	
	
	
	

	18.2
	Copies of research related publications / reports
	
	
	
	

	18.3
	General correspondence and file notes not filed under sections above
	
	
	
	

	18.4
	Meeting Minutes
	
	
	
	

	19.
	Superseded documents

	
	Removed from sections above, marked ‘superseded by version …/ date and filed in date order

	19.1
	Superseded – Section 4 Standard Operating Procedures
	
	
	
	

	19.2
	Superseded - Section 5 Protocol and associated documents
	
	
	
	

	19.3
	Superseded – Section 6 Data Collection
	
	
	
	

	19.4
	Superseded – Section 7 Site Personnel
	
	
	
	

	19.5
	Superseded – Section 12 Pharmacovigiance 
	
	
	
	

	19.6
	 Superseded – Section 14 Equipment 
	
	
	
	

	19.7
	 Superseded – Section 16  Pharmacy
	
	
	
	

	19.8
	Superseded – Section 17 Laboratory 
	  
	  
	   
	  


	Section 2:  Laboratory                                        This section is not applicable to this monitoring visit (

	
	Satisfactory
	Unsatisfactory (specify under ‘comments’)
	Not Applicable 


	1. Shipment records (including delivery)

	
	
	

	2. Specimen handling 
· authorised procedures

· processed within required timeframes

· traceability maintained

· records of where samples are stored
· records of disposal/destruction

	
	
	

	3.  Temperature monitoring in operation for all fridges or freezers used for the study
	
	
	

	4.  Ranges and lab accreditation evidence; evidence that ‘out of range’ results are appropriately flagged
	
	
	

	SECTION 2: COMMENTS:     


	Section 3: Participant Recruitment                   This section is not applicable to this monitoring visit (

	1.  Number of subjects screened
	

	2.  Total participants consented
	

	3.  Total participants completed
	

	4.  Total participants withdrawn
	

	Section 3: Comments    


	Section 4. Medical Records 
	Yes 
	No 
	N/A

	Medical Records Check Completed 
	
	
	

	Section 4. Comments: (If yes to the above, see R&D/F98   Medical Records Checklist):  


	Signature of Auditor  completing Checklist
	   

	Date
	

	Name (printed)
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