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R&D/F100 Pharmacy Monitoring Checklist



Pharmacy Audit Checklist
Use this form in association with SOP R&D/S71 Auditing Research Studies and Processes

IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse 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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Template Reference:
	R&D/F100

	Version Number:
	4.0

	Author:
	Jonathan Hawker

	Implementation date of current version:
	9th October 2023


	Approved by:
	Name/Position:
	Monica Haritakis, Research QA Manager


	
	Date:
	11th September 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	11th September 2023


	This Template will normally be reviewed every 3 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
	Reviewers
	Details of significant changes

	1.0
	12th August 2014
	
	

	2.0
	21st September 2015
	
	Change of author. Updated in line with Pharm/S44 & Pharm/F52.

	3.0
	18th December 2017
	
	Change of author. General updates.

	4.0
	9th October 2023
	Jonathan Hawker
	Change of link to R&D website. Change of Trust name. 

	
	
	
	


PHARMACY AUDIT CHECKLIST
	Study Title (short):  



	R&D Reference:    
	EUDRACT Number:    

	Site:    



	Principal Investigator at Site:  

	Date of visit:   



	Reason for Visit: Routine/For cause  

	Date of previous visit:     



	Name and job title of all personnel seen:    



	Name / designation of anyone attending meetings apart from site personnel listed above and Auditor:    




	Pharmacy File – Review of Pharmacy Site File



	
	
	Yes
	No
	N/A
	Comment (State version) 

	Section:
	Pharmacy File 

	1.
	Pharmacy Trial Instructions (including procedure for randomisation and code break if applicable)
Site Study Specific SOPs (if applicable), including studies where IMP is stored outside pharmacy

	
	
	
	

	2.
	Labels to be used during dispensing and label accountability log

	
	
	
	

	3.
	Patient Log

	
	
	
	

	4.
	Sample Prescription 


	
	
	
	

	5.
	Pharmacy staff  Signature Log, training records, CVs and GCP certificates

	
	
	
	

	6.
	Up to date Delegation log 

	
	
	
	

	7.
	Patients prescriptions, subject specific Drug Accountability Logs and master Drug Accountability Logs 

	
	
	
	

	8.
	Drug request forms and Shipping Records 

	
	
	
	

	9. 
	Drug returns documentation / Drug destructions/ IMP recall 

	
	
	
	

	10. 
	Transfer documents and Pharmacy Monitoring Forms (if applicable, for studies where IMP is stored outside Pharmacy)
	
	
	
	

	11.
	Sponsor’s Monitoring Reports: 
· Monitoring Visit Log

· Site Initiation Report

· Monitoring Visit Reports/action lists

· Trial Close out report
	
	
	
	

	12.
	QP release documentation /Certificate of Analysis 

	
	
	
	

	13
	Correspondence (General)

	14.
	Current approved protocol 

	
	
	
	

	15. 
	Study approved Version of the Investigator Brochure/Summary of Product Characteristics  

	
	
	
	

	16.
	Pharmacy manual , sample of Sponsor approved labels and any IXRS reference documents 

	
	
	
	

	17. 
	Code break envelopes plus records of receipt/ retrieval/ use ( if applicable)

	
	
	
	

	18.
	Pharmacy assessment & Pharmacy Checklist 

	
	
	
	

	19. 
	Clinical Trial Agreement/ Technical Agreement/ financial Information & Invoices 

	
	
	
	

	20.
	Regulatory Approvals (HRA, MHRA & Ethics), Confirmation of Capacity and Capability, and Pharmacy Confirmation of Readiness 

	
	
	
	

	21.
	Temperature records, calibration certificates and relevant correspondence 

	
	
	
	

	22.
	File note log 

	
	
	
	

	23.
	Amendment documents 

	
	
	
	

	24. 
	Miscellaneous documents 

	
	
	
	

	25. 
	Superseded documents 

	
	
	
	


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

	
	Satisfactory
	Unsatisfactory (specify under ‘comments’)
	Not Applicable

	1.  Labels attached to IMP container (Good Manufacturing Practice compliant)

· Name, address, telephone number of Sponsor

· Dosage form, route of administration, quantity of dosage units, name/identifier  and strength/potency (open trials only)

· Batch number

· Trial reference code

· Trial subject ID number, visit number (where relevant)

· Name of Investigator

· Directions for use

· ‘For Clinical Trial Use Only’

· Storage conditions

· Expiry date

· ‘Keep out of reach of children’
	
	
	

	6.  Evidence that IMP is being dispensed only on authority of authorised personnel ( Delegation Log / filled prescriptions)
	
	
	

	8.  Patient randomisation codes and emergency code-breaks appropriately managed
	
	
	

	9.  Have emergency code-breaks been used?
	
	
	

	10.  Does participant administration match site accountability records?
	
	
	

	11.  Has unused medication been returned?
	
	
	

	12.  Is the amount of returned medication consistent with drug accountability records? 
	
	
	

	SECTION 2: COMMENTS:     

	Signature of Auditor completing Checklist
	

	Date
	

	Name (printed)
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