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Annex A  (normative)
Bioburden control formal system description - DRD

A.1 DRD identification

A.1.1 Requirement identification and source document

This DRD is called from ECSS-Q-ST-70-58, requirement 5.1.1.1a and 5.2.5.1a.

A.1.2 Purpose and objective

The bioburden control formal system is established to assess and control factors that can affect the microbiological quality of the process.

A.2 Expected response

A.2.1 Scope and content

a. The bioburden control formal system description shall include:

1. Limits established to ensure control, including alert and action level as established in conformance with requirement 5.1.2.1a.

2. Description of the monitoring scheme and schedule established.

3. Description of the validation procedures established in conformance with clause 5.1.1.2 to verify that the formal system is working properly.

4. Corrective actions established in conformance with requirement 5.1.2.2b.2 to be taken when a monitoring result indicates that a particular factor of the process is not under control.

5. Risk assessment for bioburden control. 

NOTE  For example: Process FMECA.

6. Description of the training procedures and access constraints established in conformance with clause 5.2.6.

7. Documentation to be established and maintained.
8. Process implementation documentation.
NOTE  For example: Logbooks.

9. Periodic reviews/audits to be performed.
10. Maintenance status of  equipment.
11. Cleanroom cleaning programme.
12. A training programme.
13. Description of the sampling plan, including at least:

(a) The cleanliness level of the cleanroom to be applied and the appropriate degree of bioburden control for the activity being conducted.

(b) The sampling location(s) identified in conformance with clause 5.2.5.3, including the location of the primary “risk zone”; i.e.; the work area immediately adjacent to any contamination-critical hardware and the work activities/personnel associated with this location.

(c) The minimum number of samples to be taken in order to ensure representative results.
NOTE  This number is dependant on the sample size/ volume. For small sample sizes, representativeness of the results cannot be guaranteed if this number is not significantly increased.

(d) Frequency of initial monitoring sampling, established in conformance with requirement 5.2.5.2b.1.
(e) Frequency of normal routine sampling, established in conformance with requirement 5.2.5.2b.2.
(f) Frequency of sampling for specific cases, established in conformance with requirement 5.2.5.2b.3, including at least the following cases:

· Suspected contamination events.
· Action levels are exceeded.
· Alert levels are exceeded (consecutively).
· A change in the biodiversity.
· After prolonged shut-down of activities.
· After any significant maintenance work has been undertaken on the cleanroom.
NOTE  1
For example: Maintenance on ventilation system, changes to furnishings or fittings, introduction of significant quantities of new hardware or equipment.

· After changes to the process that affect the cleanroom environment.
· After recording of unusual results.
· After non-routine changes to the cleaning or disinfection procedures.
· After unplanned incidents that could contribute to contamination.
· After any incidence of non-conformance to cleanroom operational specifications.

NOTE  2
For example: Breaches of personnel dress/conduct code; out of specification airborne particulate levels, out of specification temperature or humidity levels, exceeding maximum no. of personnel, or introduction of non-sterile items or hardware.

b. Sampling method(s), established in conformance with clause 5.2.5.5.

c. Analysis method(s), established in conformance with clause 5.2.5.6.

d. Factors pertinent to a particular situation that can affect results.

NOTE  Ambient temperature, lead-time to processing of samples.

e. The impact of operations, personnel and equipment, which contribute to contamination.

A.2.2 Special remarks

None. 
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