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Introduction

1.1 Purpose of the document

The purpose of this document is to define the stability testing program used in the project. This plan also includes the shelf life criteria to release the product for sale.
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.
Background information
Describe briefly the initial data achieved from preliminary stability studies. Particularly the conclusions which are used as source information for stability test planning. 
Kit stability 
Use the subtobics of 4.1.for topics 4.2 – 4.5 when applicable.
2.1 Accelerated stability test
Objective of the study

Materials
Test methodology and procedure
Acceptance criteria
Instructions for data analysis and statistical treatments (when appropriate)
Sampling plan (when appropriate)
2.2 Real-time stability test
2.3 In-use stability
2.4 Shipping stability

2.5 On-board stability

Use the subtobics of  5 .for topics 6 - 10 when applicable.
Components

2.6 Objective of the study

2.7 Materials

2.8 Test methodology and procedure

2.9 Acceptance criteria

2.10 Instruction for data analysis and statistical treatments (when appropriate)

2.11 Sampling plan (when appropriate)
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

Shelf life criteria for product release
Describe the shelf life criteria for product release (accelerated/real-time tests, trend chart analysis, 1390 4938)
Resources
Stability responsible of the project and resources outside R&D should be listed here.
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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