
	[bookmark: _Toc417985673][bookmark: _Toc442369611][bookmark: _Toc444777654]


CLINICAL EVALUATION PLAN

	

	
<Manufacturer Name>
<Street Address>
<City, State, Zip>
<Country>

	

DEVICE

	<NAME>
















1	SUMMARY	4
2	SIGNATURE PAGE	5
3	INTRODUCTION	6
3.1	Background	6
3.2	Objective of the Clinical Evaluation	6
3.3	Clinical Evaluation regulations and Guidance	6
4	DESCRIPTION OF THE DEVICE(S)	7
4.1	Device Classification	7
4.2	Device Description	7
4.3	Indication – Intended purpose	7
4.4	Target Population	7
4.5	Complementary information from Instruction For Use	7
4.5.1	Precautions for use	8
4.5.2	Contraindications	8
4.5.3	Other sections	8
4.6	Medical Device Claims	8
4.6.1	Clinical Claims	8
4.6.2	Other Claims	8
5	METHODOLOGY	8
5.1	Equivalency Assessment	8
5.2	State-of-the-Art	9
5.3	Identification of relevant clinical data	10
5.3.1	Data retrieved from literature	10
During this initial screening (…).	12
5.4	Appraisal of each individual data set	12
5.5	Critical analysis of the data	14
6	CLINICAL EVALUATION REPORT	15
7	MODIFICATIONS TO CLINICAL EVALUATION PLAN	15
8	REFERENCES	15
9	APPENDIX – UNCOMPLETED DATA EXTRACTION FORM	16
9.1	Full text articles data extraction form	16
9.2	Full text retained article data extraction form	17
10	DECLARATION OF INTEREST OF THE EVALUATORS	18



[bookmark: _Toc523237107]SUMMARY
	Name of device(s)
	

	Device Indication(s) 
	

	Target population 
	

	Objective of this clinical evaluation
	This Clinical Evaluation Plan has been produced in order to   assess and analyse…

	Device Claims
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A manufacturer of a medical device is required to demonstrate that…
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This should be an expansion of the above but should include…
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Clinical Evaluation on DEVICE will be prepared according to:
(…)
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