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Annex C  (normative)
Dry heat bioburden reduction report - DRD
C.1 DRD identification
C.1.1 Requirement identification and source document
This DRD is called from ECSS-Q-ST-70-57, requirements 5.1e.
C.1.2 Purpose and objective
The purpose of the report is to document the bioburden reduction of a product. It is written by the supplier of a bioburden reduction service.
C.2 Expected response
C.2.1 Scope and content

a. The dry heat bioburden reduction report shall include:

1. Description of the product.
2. Bioburden procedure and temperature used.

3. Description of bioburden reduction cycle, including records of raw and processed monitoring and control parameters of the cycle actually used on the product, heat-up time, bioburden reduction temperature and time as defined by the procedure used in conformance with requirements from the clause 5.3.1, cool-down time, and temperature set points for the control of the cycle.
4. Start and end bioburden levels.

5. The loading pattern of the equipment.
6. Loading pattern specific locations to measure process parameters to control the cycle.
7. Values for process parameters and their tolerances to control the bioburden reduction cycle.

8. The measured level of purity of the air or other gases used in the process.
9. Description of equipment used.

10. Description of the Installation qualification of the equipment to be used for bioburden reduction.
11. Record of the environmental conditions and control of the including any level of particulate or molecular contamination control, filtrations systems, use of forced air flow with direction and velocity, use of pumps, pressure level. 

12. Status of Operational qualification of the equipment.
13. Calibration/maintenance records for all the equipment used.

14. Particular or molecular contamination control used before, during and after the bioburden reduction process.

15. Bioburden recontamination control used before, during and after the bioburden reduction process. 

16. Documented installation qualification.

17. Documented operational qualification.

18. Documented maintenance records.

19. Documented performance qualification.
20. Description of nonconformance or deviations.

21. Applied quality standards.

22. Description and resolution of nonconformances.

C.2.2 Special remarks
None. 
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