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Appendixes: 

1. Introduction

1.1 Purpose

The purpose of this document is to describe what activities are done in order to verify that the product operates as specified and that it is safe and effective in its intended use. This plan is based on System Requirements Specification [1].
This plan is intended to be used as a division tool for all the verification activities and the corresponding report will be the summarizing tool of performed activities. 
1.2 Definitions, acronyms and abbreviations

	Term / Acronym / Abbreviation
	Description

	
	

	
	


1.3 References

[1]

System Requirements Specification, Rev. x 

2. Verification Activities
List the planned verification tasks and responsibles e.g. according to the examples of the following table. 
The following verification tasks are performed:

	Test Plan / Report
	Responsible
	Features to be tested / verified

	Instrument Verification (Plan & Report)
	
	Instrument related specifications and functionality.

	Software Verification (Plan & Report)
	
	System functionality before system testing

	Chemistry Verification (Plan & Report)
	
	Detailed analyte specifications and chemistry development related specifications

	Electrical Safety Test (Report)
	
	Electrical safety related specifications

	EMC Test (Report)
	
	EMC related specifications

	Package Test (Report)
	
	Package related specifications

	Maintenance Test (Report)
	
	Maintenance and service related specifications

	Chemistry Development/Production Requirements (Report)
	
	Chemistry development and production related specifications

	Instrument Production Requirements (Report)
	
	Instrument production related specifications

	System Test (Plan & Report)
	
	System related specifications and all other end-user functionality not to be tested in other plans

	Performance Evaluation (Protocol & Report)
	
	Evaluation of analytical performance and clinical utility characteristics of the product and usability related specifications.  These evaluations will be done by external laboratories.

	Environmental Effects (Report)
	
	Analysis of products environmental effects.


A plan and/or a report is written for each tasks as indicated. 
3. Requirements vs. Verification Method Matrix
The specific requirements and their verification method are presented in the following tables where the columns are:
	ID of the requirement
	Description of the requirement
	Verification method
	
	


Copy here the Specific Requirements section from [1]. Expand the third column of the tables as shown in the column description and type in the used verification method (test, analysis, review,..). In case of a test, refer to the plan listed in chapter 2. 
4. Document change history

Before the Design Review, type in the revision number and description of made changes.  
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Notification of changed chapters is adequate for minor changes and updated proceeding or other information.

After the review and approval, type in the Approval date.
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	Approval date
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