
ICFRM0107.04 (02Dec16)  rms  BCA ________________________  Date Processed _______________ 

EXTENSION OF DATING WORKSHEET 

     (9 CFR 114.14) 

TO BE COMPLETED BY THE BIOLOGICS COMPLIANCE ASSISTANT 

Firm ________________________________________ Est. No._____________________ 

Product Code _________________________________ Serial No.____________________ 

Original Expiration Date ________________________ Proposed New Date __________________ 

Information Reviewed 

POTENCY REQUIREMENTS 

Fraction ____________________________________Release______________ End of Dating_______________ 

Fraction ____________________________________Release______________ End of Dating________________ 

Fraction ____________________________________Release______________ End of Dating________________ 

MAXIMUM PERMITTED EXTENSION: 

Date Potency Test Started ____________________ + ____________________months = ____________________ 

MISCELLANEOUS:  (circle correct response) 
1. Is this the first request to extend the dating? YES  NO  

2. Has the original expiration date passed? YES  NO  

3. Location of containers: ON PREMISES OFF PREMISES 

4. Has stability been confirmed? YES NO 

5. Have new samples been submitted to CVB? YES NO 

PRELIMINARY CONCLUSION:  (check one) 

Return to firm with an audit (APHIS Form 2044) ________ 

Submit to the Biologics Specialist ___________ BCA _________________Date ________________ 

TO BE COMPLETED BY THE BIOLOGICS SPECIALIST 

Testing Requested? (circle one) YES NO 

Special Test Request Number_______________  

CONCLUSION (check one) 

□ Hold - Pending CVB Test

If test results are Satisfactory  Other – Extension of Dating Approved 

If test results are Unsatisfactory Extension of Dating DENIED 

□ Other – Extension of Dating DENIED

□ Other – Extension of Dating Approved

□ Release Criteria Required Potency Tests – Circle test interval(s) Mid-dating End of Dating 

Specialist ________________________________ Date ________________ 


