
JRMO Audit Checklist and report template
a) Administrative information 

	Trial Name
	

	Chief Investigator
	

	ReDA Number 
	

	Sponsor
	

	IMP name 
	

	IMP status
	

	
	

	Number of Sites
	

	Number of subjects
	

	Withdraws/dropouts
	

	
	

	Final sponsorship Date
	

	First Patient consented
	

	
	

	Auditor
	

	
	

	
	


b) Background and General information

1. Reason and cause for audit

2. Reference texts

3. Grading of findings

4. List of persons involved in the trial and contacted during audit

i. List of personnel involved in the study

	Full Name
	Role

	
	

	
	


ii. List of personnel met during the audit (if different) 
	Full Name 
	Job title
	Role

	
	
	

	
	
	


c) Personnel, Facilities and Equipment

1. Personnel

2. Training

3. Delegation

4. Principal investigator oversight

5. Equipment

6. IMP

7. Laboratory  

	Finding Number
	 Finding description

	
	Grading: 

	
	Responsibility:


d) Administrative Aspects of the trial

1. Summary of approvals

2. Application /notification to competent Authority

3. Contacts with the research Ethics Committee

4. Contacts with other committees, or other validation or authorisation
5. Contacts

e) Trial Documents

Key trial documents contained in the TMF include:

	Document 
	Version
	Date

	
	
	

	
	
	

	
	
	


f) Conduct of the Trial

1. Informed consent

2. Subject eligibility

3. Protocol compliance
g) Source data, Data management and clinical study report

1. Source data

2. Data management

3. CSR 

h) Documentation and reporting of efficacy data

i) Documentation and Reporting of Safety Data

j) Investigational Medicinal products

k) Laboratories

l) Monitoring and Audits

m) GCP Compliance and Data Integrity

n) Summary, Discussion and Conclusions

Date and signature of Auditor

________________________



_____________

<< Insert printed name>>



Date

p) Appendices



1. Summary of activities inspected

	
	
	
	
	Finding
	Details

	
	YES
	Partial
	No
	Y/N
	(essential for n/partial)

	Personnel involved in Trial
	
	
	
	
	

	Protocol and GCP training &qualifications
	
	
	
	
	

	Interviews with key personnel
	
	
	
	
	

	Delegation of duties& signatures
	
	
	
	
	

	Facility Review
	
	
	
	
	

	Clinical areas
	
	
	
	
	

	Laboratories
	
	
	
	
	

	Technical Departments
	
	
	
	
	

	Pharmacy
	
	
	
	
	

	Archiving arrangements and facilities for archiving
	
	
	
	
	

	Investigator TMF Review
	
	
	
	
	

	Contacts &agreements
	
	
	
	
	

	Institutional correspondence/approval
	
	
	
	
	

	Protocol &amendments
	
	
	
	
	

	REC approval/Communication
	
	
	
	
	

	MHRA approvals/Communications
	
	
	
	
	

	IB/SMPC
	
	
	
	
	

	PIS/CF
	
	
	
	
	

	Insurance
	
	
	
	
	

	Screening and Enrolment log
	
	
	
	
	

	Contacts with other committees or other authorisations
	
	
	
	
	

	Informed Consent 
Process and Completed documentation 
	
	
	
	
	

	Conduct of the Trial

Protocol & GCP compliance
	
	
	
	
	

	Documentation and reporting of Data (Safety)
	
	
	
	
	

	SDV performed
	
	
	
	
	

	Documentation and reporting of data (efficacy data)
	
	
	
	
	

	SDV performed
	
	
	
	
	

	Investigational Medicinal product administration, compliance, handling, randomisation/IVRS, Breaking code systems
	
	
	
	
	

	Monitoring and Auditing
	
	
	
	
	


 Yes- this means an assessment of this area was undertaken that was considered sufficient by the auditor to make an assessment of compliance and identify any issues

Partial- this means a limited assessment of the area was undertaken- for example time restriction prevented the full assessment – there may be undetected issues.
No –this area was not looked at.  This could be because it wasn’t necessary to address the scope of the audit or answer any concerns/questions in the audit request . A comment should be provided, this could be because not applicable- for example there was no laboratory involvement  in the trial, no IVRS etc.
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