
1. P R O D U CT NAME (include generic name)

2. D O SAGE FORM (ta b l e t , 3. SIZE/TYPE OF CONTA I N E R 4. STRENGT H 5. NDC NUMBER
c a p s u l e, injecta b l e, etc . )

6. L OT NUMBER(S) 7. EXPIRATION DAT E ( S )

8. NAME AND ADDRESS OF THE MANUFACT U R E R 9. NAME AND ADDRESS OF LABELER (if different from manufa c t u re r )

10. PROBLEMS NOTED OR SUSPECTED (if more space is needed, please attach separate page)

11. YOUR NAME AND TITLE (please type or print)

12. YOUR PRACTICE LOCATION (include establishment name, addre s s, and Z I Pc o d e )

D ays and times ava i l a b l e_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

13. PHONE NUMBER AT PRACTICE LOCATION (include area code) 1 5 . If requested, will the actual product invo l ved 
be available for examination by the
m a n u fa c t u rer or FDA?     ❑ Yes    ❑ N o
(Do not send samples to USP)

1 5 a . This event has been reported to :
❑ M a n u fa c t u re r ❑ F DA
❑ O t h e r _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

1 5 b. Date problem occurred or observe d :_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

16. SIGNATURE OF REPORTER (as listed in question 11 ) 17. DAT E

USP PRACTITIONERS’ REPORTING NETWORKSM

An FDA MEDWATCH partner

14. A copy of your report is routinely sent to the manufa c t u rer/labeler and to the FDA. 
USP may release my identity to: (check boxes that apply)
❑ The manufa c t u rer and/or labeler as listed above.
❑ The Food and Drug Ad m i n i s t ra t i o n .
❑ Other persons requesting a copy of this re p o r t .
❑ None of the above.

File Access Number:

Date Received by USP:

Additional forms can be found in the USP DI Vol. I and Vol. III and in all monthly Updates.
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Return to the attention of: 
Diane D. Cousins, R.Ph.
USP PRN
1 2 6 01 Tw i n b rook Pa r k way 
R o c k v i l l e, MD 20852-1790

Call Toll Free: 800-4-USP PRN ( 8 0 0 - 4 8 7 - 7 7 7 6 )
or FAX 301 - 81 6 - 8 5 3 2
USP home page: http://www. u s p . o rg / p r n


