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Appendixes: 
Highlighted fields (yellow) in this template are instructions.

Delete them when not required anymore!

· Save this file with name: Reagent Verification Report <project name> Rev <revision number>, e.g. Reagent Verification Report Techpro Rev 1. Abbreviation RVR may be used as well.

· Please do not change the Header or the Footer. The information in the Header is automaticly updated, when you select File/Properties and in the Subject –field write the name of the project and in the Keywords –field the version identification. Update takes place e.g. when you Print or Print Preview. 

· Information on the front page:

Project no. and name: Give the Evolve number and official project name.

Product no. and name: Give only if already confirmed.

Originator: the person who developed or edited and signed the original version, Rev. 1.

Signature: signature of the originator/modifier.

Changed by: the person who collected or edited the modified revision.

Date: the date the original or the modified revision was signed  by the originator or the modifier, format: DD. Month YY.

· Recommended identification of the versions:

Draft versions before the first approved one:
 
DRAFT 0.XX

First approved version, original:


1

Subsequent approved revisions:


2, 3, 4, … 

· When it is necessary from the practical point of view to keep track on the draft versions before the first approved one and between the subsequent approved revision, those should be numbered using decimal increments (e.g. 0.1, 0.2, …0.9, 0.91,,,,). 

· This plan is approved by the functions listed in the front page. The roles of the approvers may be selected as appropriate according the scope of the project. Appropriate roles are e.g.:

· R&D: Technology/Section Manager, Technical Reviewer or Development Director.

· In case this project is a part of a System Project, add a row for the approval of the System Project Manager.

1. Introduction

1.1 Purpose

The purpose of this document is to present the results of the performed activities in order to verify that the product fulfils the design input defined in the Reagent requirements Specification and that it is safe and effective in its intended use.  This also presents the design output developed in order to fulfil each requirement.
1.2 Definitions, acronyms and abbreviations

	Term / Acronym / Abbreviation
	Description

	
	

	
	


1.3 References

[1]
Reagent Requirements Specification <project number> Rev. < revision number>
2. Requirements vs. Verification Results Matrix
The specific requirements defined in the Reagent Requirements Specification [1] and their verification methods are presented in the following tables where the columns are:

- ID

ID of the requirement XXXNN, where XXX is an abbreviation referring to the topic or subtopic and NN is a running number within the same XXX. 

- Description of the…
Description of the requirement.

- Priority
The priority of each requirement is marked as follows:

((((

Essential
Essential for the safety or efficacy of the product.

(((

High

Very high sales value, a necessity for the business case.

((

Medium

Medium value, may be launched without.

(

Low

Low value, included in the product if reasonably achieveable.

- ID in the URS
The ID of a requirement in the User Requirements Specification, from which the RRS requirement was derived from. If not derived from an URS requirement, the column is left blank.

- Verification method…
A method (study, analysis, document, review,…) with which the requirements were verified. When the method is a study or a test, the colum refers to detailed study reports in the next chapter or to separate verification study reports. or protocols. The separate reports are approved separately.
-  Verification result
The results of the verification activities: Passed, Failed or Not verified. When referable to the requirement, the result value is presented as well. 
- Design Output
Shows the traceability between design input and design output. It is a reference to the product, part or a module item number, to a manufacturing or testing instruction number or to a any other document which are needed in order to fulfil the particular requirement.. 

Copy paste here the specific requirements table from chapter 6 in [1]. Upadate the Verification method to refer to the reports,  and fill in the Verification Result and Design output. 

Design output may in many cases be the whole product.
3. Verification Activities
Describe in detail the results of the performed studies listed in the table above. (Or write separate reports, present those to be  approved by R&D Technology/Section Manager or Technical Reviewer and refer to those in the table above). Description here or in each separate report must include:
-
Verification results

-
Identification of the design being verified

-
Verification methods or procedure

-
Date(s) of verifications

-
Individual(s) executing verifications

-
Description or list of deviations and assessment of potential impact of deviations on the results and validity of studies

-
Description of discrepancies and their resolutions 

-
Conclusions of the verification studies.
4. Assessment of Verification
4.1 Assessment of discrepancies and deviations
In the following are all the discrepancies and deviations, “Failed” and “Not verified” cases, assessed. For each case, a description of the failure and a justification for including the “Failed” or “Nor verified” result is presented, the potential impact on verification results or on the product is assessed and the resolution is concluded.

Multiply the headings below for each case. Copy the ID and the Description from the table and fill in the other entries. In the Resolution, conlude the issue. When applicable, use the text below if appropriate.
ID and Description of the requirement:

Failure and justification:
Impact on verification results or on the product:

Resolution: 

Based on the above, this does not prevent the approval of design verification.

4.2 Verification status
Conclude the overall status of verifications, e.g.:
As a result of the verification activities and the justifications for the “Failed” or “Not verified” considered, the product is regarded to fulfill the set requirements.

5. Document Change History

Focus on the significant changes in the product requirements. Justify always the changes of the essential ((((() requirements or intended use. When practical, leave the old information and the changed information in the text and refer in this table to the change.  

Notification of changed chapters is adequate for minor changes and for updated status information.

‘Change date’ is when the changed revision was signed  by the modifier, same as in the front page. 

	Rev. No.
	Change date
	Short description and justification of the changes or reference to other documents describing those.
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