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Use this form when

Records the pre-treatment tests, the pregnancy prevention plan, and each monitoring result.

1. How to complete

« Record the tests required before the first dose and their results.
* Record the pregnancy prevention plan and its review.
* Record each monitoring result and the action taken.

2. Items to check

# Item Standard or evidence Yes | No N/A Action if No
1 Baseline tests done (yes or no) Yes [] [] [] Action and who to
tell
2 Pregnancy prevention plan Yes [] [] [] Action and who to
recorded (yes or no) tell
3 Monitoring test and result Yes [1 [1 [1 Action and who to
tell
4 Action taken Yes [] [] [] Action and who to
tell
Completed by (name and role): Date/time: Signature:
3. Evidence
ID Source and status
E-006 ASF Policy Framework v1.2. Adapted.
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E-009

ASF Expert Committee consensus.

EC = ASF Expert Committee consensus.

4. Change history

Version Date What changed Approver and
signature
1.0 {{document.effec | First version Pending Expert
tive_date}} Committee approval
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