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· 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. 
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· 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.
Introduction

1.1 Purpose of the document

The purpose of this document is to present the summarized results and conclusions of the stability tests. This document states the stability test status of the product.
1.2 Definitions, Acronyms and Abbreviations

	Term / Acronym / Abbreviation
	Description

	
	


1.3 References
2. Stability requirements for the product

Copy here the stability part of the latest approved version of RRS (Reagent Requirements Specification) document.
Kit stability 
The three combination lots and the components used for stability testing should be listed below. At least one of these lots has to be an initial production batch and two other can be pilot scale or process validation batches. 
	Item number
	Item name
	Lot number
	Manuf. date

	
	
	
	

	
	
	
	

	
	
	
	


Use the subtopics of 3.1.for topics 3.2 – 3.5 when applicable.
2.1 Accelerated stability test
Materials (lot number and manuf. date)
Test methodology and procedure
Results
Conclusions
2.2 Real-time stability test
2.3 In-use stability
2.4 Shipping stability

2.5 On-board stability
Use the subtopics of 4 .for topics 5 - 9 when applicable.
Components
2.6 Materials (Lot number and manuf. date)
2.7 Test methodology and procedure

2.8 Results
2.9 Conclusions
Intermediate products
Raw materials
Sample stability

References from literature can be used to support the sample stability tests.
Microbiological testing
In-house calibrators and controls

Summary for product release
Summarize the stability results based on which the product can be released. (1390 4938)
Stability commitment
The unfinished real time stability tests (including: kit, components, intermediate products, raw materials, in-house calibrators & controls) are reported separately. The results are updated to the final stability report version. Responsible should be stated here.
Archiving of the raw data
Document change history

Focus on the significant changes in the plan.

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

When the approvers defined on the front page have approved and signed the original or the revision, add here the approval date and present to the Design Review. 

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