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Annex B  (normative)
Hydrogen peroxide bioburden reduction proposal - DRD
B.1 DRD identification
B.1.1 Requirement identification and source document
This DRD is called from ECSS-Q-ST-70-56, requirement 5.1c.
B.1.2 Purpose and objective

The purpose of the proposal is to describe a bioburden reduction process for a product. It is written by a supplier of a bioburden reduction service and is the response to a bioburden reduction specification.
B.2 Expected response

B.2.1 Scope and content
a. The proposal for hydrogen peroxide bioburden reduction shall include:
1. Bioburden reduction procedure planned to be used.
2. List and description of equipment planned to be used for applying and controlling the bioburden reduction process.

3. Product specific cycle development.

4. Pre-conditioning for the product.

5. Particular and molecular contamination control before, during and after the bioburden reduction process is applied.

6. Bioburden recontamination control for the product before, during and after the bioburden reduction process is applied.

7. The hydrogen peroxide bioburden reduction cycle, including conditioning, bioburden reduction Ct-value as specified by the procedure used in conformance with requirements from the clause 5.3.1, venting, and set points for the control of the cycle.

NOTE  To fulfil this requirement it can be necessary to perform some tests with a geometrically and material representative model, equipped with hydrogen peroxide sensors and BIs, under the same conditions as planned for the flight hardware bioburden reduction.

8. Locations on the product for which it is most difficult to achieve the conditions specified in the procedures in conformance with requirements from the clause 5.3.2.
9. The loading pattern of the equipment.
10. Loading pattern specific locations to measure process parameters.
NOTE  1
Typical process parameters to control the cycle are hydrogen peroxide vapour concentration, temperature, humidity, and pressure.

NOTE  2
Any copper or cellulose in the load can cause difficulties in maintaining the concentration.

11. Values for process parameters and their tolerances to control the bioburden reduction cycle.
NOTE  Proper monitoring and documentation is necessary to allow release of the product, see clause 5.2.4.

12. The equipment used for bioburden reduction.
13. The purity of the air or other gases used in the process.
14. Environmental conditions and control of the equipment.
NOTE  This includes any level of particulate or molecular contamination control, filtrations systems, use of forced air flow with direction and velocity, use of pumps, pressure level.
15. Deliverables.

16. Quality standards.

B.2.2 Special remarks

None. 
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