CHECKLIST COMPLETED IN RESPECT OF 
[Company Name]


[Device Description]


[Device Name]


[Device Code Number]

	MANUFACTURER’S CHECKLIST FOR CLINICAL INVESTIGATION APPLICATION UNDER THE MEDICAL DEVICES DIRECTIVE 93/42/EEC & ACTIVE IMPLANTABLE MEDICAL DEVICES DIRECTIVE 90/385/EEC

	Step


	Action
	Notes


	Rationale/Comments
	File ref.

	1.
	Decide whether the product is a medical device
	Document decision with rationale
	
	

	2.
	Decide to CE mark

a) a new medical device, or 

b) an existing device where there has been a change to the design, manufacture, labelling/instructions for use or intended use that may affect compliance with the Essential Requirements.
	
	
	

	3.
	Ensure procedures are in place for clinical data evaluation in line with standards and guidance (see Reference Documents list).
	
	
	

	4.
	4a
	Identify relevant Essential Requirements to demonstrate safety and performance
	
	
	

	
	4b
	Decide what information is required to demonstrate compliance with ERs
	
	
	

	5.
	Use an ER checklist to decide whether information to meet ERs can be demonstrated by non-clinical means
	If ‘Yes’ compile data and CE mark the product – data to be audited or reviewed by Notified Body (except for Class I non-sterile or non-measuring devices).  

Note: it is recommended that an ER checklist is completed that sets out the ERs and against each the basis for claiming compliance (e.g. reference to stand-alone procedures or test reports), this approach facilitates verification. 
	
	

	6.
	Decide whether there is a history of safe use of the device from existing markets over a number of years.
	6i.
	If ‘Yes’ compile data and CE mark the product – data to be audited or reviewed by Notified Body (except for Class I non-sterile or non-measuring devices).  
	
	

	
	
	6ii.
	Decide whether clinical data is required for marketing purposes or to meet post-marketing surveillance requirements.  

If ‘Yes’ set up clinical study to collect appropriate data, but no further regulatory action required under 93/42/EEC. 

 If ‘No’, no further action required.
	
	

	7.
	Decide whether scientific and clinical literature review sufficient
	If ‘Yes’, conduct a literature review including a critical evaluation in accordance with ISO 14155-1 and NB-MED/2.7/Rec3.
	
	

	CLINICAL INVESTIGATION REQUIRED IN ACCORDANCE WITH EN 540/14155 PARTS 1 & 2
	
	

	8.
	Decide on the overall clinical assessment strategy, i.e. what is to be done pre-marketing and what post-marketing.  Also, what ‘phases’ there may be.
	Agree with the Competent Authority what the phases are and when interim reports and approvals may be needed.
	
	

	9.
	9a
	Develop Clinical Investigation Plan and Case Report Forms.  
	Ensure objectives of clinical investigation correspond to those ERs to be addressed by clinical data (see ER checklist).
	
	

	
	9b
	Develop Informed Consent Documentation
	Include information on compliance with the Personal Data Directive and consider where data may be processed.  In the UK, have regard also to draft guidance document “Use and Disclosure of Medical Data” (see Reference Document list).
	
	

	
	9c
	Select target clinical investigators and countries
	
	
	

	
	9d
	Develop Clinical Investigator’s Brochure (if necessary)
	
	
	

	
	9e
	Select Clinical Investigation Monitor and make Data Quality Assurance Arrangements
	
	
	

	10.
	10a
	Prepare and obtain Investigator’s and Institution’s agreement to clinical investigation
	
	
	

	
	10b
	Prepare Clinical Investigation Files
	
	
	

	
	10c
	Organise Device Supply and Labelling (if necessary)
	
	
	

	11.
	Implement appropriate indemnity, subject compensation and clinical study insurance (Indemnity Form, Compensation Guidelines) 
	
	
	

	12.
	Finalise Clinical Investigation Documentation (www.corec.org.uk) 
	Check that you have included: ER checklist, justification for deciding that this is a medical device, 
	
	

	
	12a
	If >2LREC Boundaries (UK) proceed to Stages 12a i and 12a ii.
	
	
	

	
	12b
	If <2LREC Boundaries or non-UK clinical investigation proceed to Stages 12b i and 12a ii
	
	
	

	
	12a i
	Submit application to Multi-Centre Research Ethics Committee
	
	
	

	
	12b i
	Submit application to Local Research Ethics Committee
	
	
	

	
	12a ii
	Obtain Competent Authority(ies) approval of submission (UK – www.medical-devices.gov.uk) or notification (non-UK – Reference Documents)
	
	
	

	13.
	Visit each Investigation Site for Initiation
	
	
	

	14.
	Recruit subjects
	
	
	

	15.
	15a
	Undertake monitoring visits to subject
	
	
	

	
	15b
	Amend Clinical Investigation Plan (if necessary)
	Document details of Clinical Investigation Plan amendments with reasons for these, and record of supplementary Competent Authority and/or ethics notifications/approvals or justification for why these are not needed.
	
	

	
	15c
	Report changes to device during clinical investigation
	Document the review of the ER checklist and Clinical Investigation Plan to confirm that these are still appropriate.

Note: the changes may be sufficiently wide-ranging to necessitate a new Competent Authority and/or ethics notification.
	
	

	
	15d
	Report Adverse Events (if necessary)
	Ensure adverse events are reported to all other investigators, Competent Authorities and ethics committees (where required).  Ensure final report details adverse events, action taken and associated treatment of data.
	
	

	
	15e
	Terminate Clinical Investigation early (if necessary
	Ensure final report details the reasons for early termination.
	
	

	16.
	Close down Clinical Investigation
	
	
	

	17.
	Process Case Report Forms
	
	
	

	18.
	18a
	Tabulate final data and complete statistical analysis
	
	
	

	
	18b
	Archive Case Report Forms
	
	
	

	19.
	Complete Final Report
	
	
	

	20.
	Review and update Risk Analysis
	
	
	

	21.
	Decide on need for any changes to the device, manufacturing/ quality arrangements, labelling, user- or promotion information
	Document the decision with rationale on any changes needed and whether further clinical evaluation will be needed following these changes.
	
	

	22.
	CE mark medical device
	
	
	

	23.
	Decide on strategy for post-marketing follow up.
	Document the nature, extent and duration of post-marketing follow up with rationale on the basis of a risk assessment.  Post-marketing follow up may take the form, for example of a cohort of the pre-marketing clinical investigation, a specific post-marketing clinical study, sample follow up or passive vigilance.
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