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Annex C  (normative)
Sterilization compatibility test report - DRD

C.1 DRD identification

C.1.1 Requirement identification and source document

This DRD is called from ECSS-Q-ST-70-53, requirements 5.3.1b.
C.1.2 Purpose and objective

The purpose of the sterilization compatibility test report is to provide quantitative evidence that the items were tested according to the sterilization compatibility test specifications and procedures.

C.2 Expected response

C.2.1 Scope and content

a. The sterilization compatibility test report shall include or refer to the following information:

1. Description of the purpose, objective, content and the reason prompting its preparation.
2. Description of the sterilization test facility.
3. Description of the items to be tested or a reference to the document containing its identification characteristics.
NOTE  For example: request for sterilization compatibility testing.
4. Calibration tools.
5. The test procedure or a reference to the document containing the description of the test procedure.
NOTE  1
For example: sterilization compatibility test specifications and procedures DRD.
NOTE  2
It often consist in describing the as- run test procedure as well as any deviation from the initial test procedure (including a discussion of possible effect on test).

6. NCRs.
7. Sterilization process parameters.
8. The test results.
9. Discussion about the test s results.
10. Conclusion and recommendations.

b. Test records shall be made available in electronic form for incorporation in a database defined by the customer, and contain as a minimum the following:

1. Manufacturer.
2. Traceable identification numbers for sterilised items.
NOTE  For example: batch number, serial number.
3. Sample description (type of application, size, colour, number of samples).
4. Material name (trade name).
5. Chemical nature.
6. Thermal history / process parameters (for general materials property field).
7. Intended application.
8. Sterilization method, apparatus/facility, date.
9. Nominal/measured sterilization parameters (e.g. temperature, radiation dose, gas concentration).
10. Pre and post conditioning/storage parameters.
11. Pre- and post sterilization values of test parameters defined in 5.2 including date of tests.
12. Occurrence of NCRs.
13. Copy of the final inspection documentation (attached docs in new tab).
14. Copy of test reports (attached docs in new tab).
C.2.2 Special remarks

None.
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