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1 FOREWORD
1.1 The Academic & Clinical Central Office for Research & Development (ACCORD) is a joint office comprising clinical research management staff from NHS Lothian (NHSL) and the University of Edinburgh (UoE).
1.2 The table at section 2 is a checklist of essential documents required for the combined risk assessment meeting (SOP GS002) when reviewing a clinical investigation or performance evaluation of a medical device. The checklist is based on the MHRA validation checklist.
1.3 The table at section 3 is a checklist of essential documents required for the combined risk assessment meeting (SOP GS002) when reviewing a Clinical Trial of a Medicinal Product (CTIMP), or other invasive, experimental or complex research studies. The checklist is based on the Combined Review Checklist.
1.4 All documents should be version controlled following ACCORD SOP QA008 and labelled as separate attachments with titles reflecting the content. 
2 Clinical Investigation Documentation Checklist
	
	Risk Assessment
	Regulatory Submission

	Clinical Investigation Plan (CIP) or Performance Evaluation Plan (PEP)

	✓
	✓

	Investigator Brochure (‘IB’) – specific requirement for Medical Devices
The following is to be detailed in the IB;

· Information on the device and its accessories (if any) such as intended purpose, drawings etc.

· Summary of all bench testing and pre-clinical testing conducted

· Summary of all clinical experience with the device to date
	✓
	✓

	Essential requirements checklist


	X
	✓

	Risk analysis


	X
	✓

	Patient information and Informed consent form


	✓
	✓

	Instruction for Use

	✓
	✓

	Investigational device labelling


	✓
	✓

	End of study reports

Please provide an end of study report for any concluded clinical investigations that involved the same medical device under investigation, if there are any.


	X
	✓

	CVs and evidence of recent GCP training for UK clinical investigators


	✓
	✓


2.1 Supplementary Documentation

	
	Risk Assessment
	Regulatory Submission

	Sterilisation validation report.

Only applicable if the device is sterile. To include certificates and accreditations held by the manufacturer and sub-contractors for microbiological safety and sterilisations activities.


	X
	✓

	Biological safety assessment

Only applicable where the device is implanted, invasive or comes into contact with injured skin or substances for eventual infusion / reinfusion. 

	X
	✓

	Software Documents 
Only applicable if the device contains software, the following documents are required;
· Software Development Plan

· Risk Management Plan and Report – specifically including the software hazard analysis.

· Software Configuration Management Plan

· Software System Requirements Specification

· Software System Verification Plan and Report

· Documented Software Problem Resolution Process

· Evidence of review of completeness for software release


	X
	✓

	Electrical safety assessment
Only applicable if the device is electrical in any way i.e., is plugged in, uses batteries, etc.


	X
	✓


2.2 CTIMP (or other invasive, experimental or complex research studies)

Documentation Checklist

	
	Risk Assessment
	Regulatory Submission

	Protocol

	✓
	✓

	Investigator Brochure (‘IB’) or Summary SPC (or both, if more than one product)
	✓
	✓

	Participant information and Informed consent form


	✓
	✓

	Participant Questionnaires / Diary Cards
	✓
	✓

	GP letters
	✓
	✓

	Invitation letters
	✓
	✓

	CVs and evidence of recent GCP training for UK clinical investigators


	✓
	✓

	Promotional materials
	✓
	✓

	IMP or NIMP labelling


	✓
	✓

	IMPD*
	✓
	✓

	Certificate of Analysis*
	✓
	✓

	Authorisation of manufacturing and import/QP GMP Certification*
	✓
	✓

	DMC Charter*
	X
	✓

	PPI Input*

	X
	✓


*if relevant

2.3 Supplementary Documentation

	
	Risk Assessment
	Regulatory Submission

	Essential requirements checklist
	X
	✓

	Cover Letter
	X
	✓

	Proof of Insurance
	X
	✓

	Financial Arrangements
	X
	✓

	Letter from Funder
	X
	✓

	Local Information Pack template
	X
	✓

	mCTA
	X
	✓

	Organisation Information Document
	X
	✓

	Schedule of Events/SoCAT
	X
	✓
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