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Annex A  (normative)
Dry heat bioburden reduction specification - DRD
A.1 DRD identification

A.1.1 Requirement identification and source document

This DRD is called from ECSS-Q-ST-70-57, requirement 5.1b.

A.1.2 Purpose and objective

The purpose of the specification is to request a service to reduce the bioburden of a product. This specification describes the product, constraints to be met during the processing of the product and the bioburden levels that need to be achieved at the end of the bioburden reduction process. The specification is written by the customer.
A.2 Expected response

A.2.1 Scope and content

a. The dry heat bioburden reduction specification shall include:
1. Objective of the bioburden reduction.
2. Identification and description of the product that has to undergo a bioburden reduction, including thermal model.
3. Expected start and end bioburden levels.
4. Identification of selected bioburden reduction procedure in conformance with requirements from the clause 5.3.1 and the temperature to be used.
5. Identification of any pre-conditioning necessary for the product.
6. Identification of any particular or molecular contamination control necessary before, during and after the bioburden reduction process is applied.
7. Identification of any bioburden recontamination control necessary for the product before, during and after the bioburden reduction process is applied, including packaging.
8. Target(s) on the product for which a bioburden reduction is intended.
NOTE  Targets on the product can be on exposed surfaces, mated surfaces or encapsulated in materials.
9. Locations to measure the temperature on the product.
10. Expected release of volatiles from the product during the bioburden reduction process application.
11. Specification of the packaging materials and related procedures.
NOTE  Pay attention to ESD issues.

12. Deliverables.
13. Quality standards.
A.2.2 Special remarks

None. 
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