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Drug product manufacturer 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; ANO DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSE.RVATION. OR HAVE IMPLEME EO, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE 10 AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION IIVITH THE FDA REPRESENrATIVE(S} DURING THE INSPtCTION OR SUBMIT THIS IN!=ORMATION TO FOA AT THE ADDRESS A80Vt. IF 
YOU HA VE AfN QUESTIONS. PLEASE CONT ACT FDA AT THE PHONE NUMBER ANO ADDRESS ABOVE. 

OUR NG AN I SPECTIO OF' YOUR ARM (I) (WE) OBSERVED_ 

I. Inadequate procedures to document deci ions following an out-of-specification (00 ) (b) <4> test result. 

(bl ,i 

pecifically OP NLGE-922, Deviation Management (v 7.0), does not contain instructions to document decisions 
\ ith justification to con_tinue or al:tort manufacturing. Deviation 1144213 (0 for (b) <4l 011 

(b) (4) of batch (b) (4) was initiated following an 00 for the (bl <4l result 
s. spec. of <6l <4l . Manufacturing using this (bl <4> material was continued after the 00 (b) <4l result, 

with no documentation, either in the deviation report or the batch record, of the justification to proceed with batch 
manufacture. 

2. The process (equipment and procedures for the storage and shipment of commercial drug product (DP) has not 
been validated. SpecificalJy the proposed (bl <4l tiedicated to the r I ased (b) (:if) DP have 
not been installed and validated, the <6J 4> study for DP pack out has not been conducted, and the proposed 
commercial DP shipping validation study has not been performed. 

cf 

EMPLOYEE($) NAME ANO TITLE (Print or Type) OATEISSUEO 

SEE arl Perez, Lead In -pc tor, 
REVERSE Jie He, Lead CSOOF THIS 07/ 12/2024

PAGE Graeme Price, upcrvisory Biologist 
im<1lhy Kam ldinov, taff Fellow 

FORM FDA 483 (9/08) PREVIOUS EDITION 08$01:ETE INSPECTIONAL OBSERVATIONS Page 1 of 1 



The observations of objectionable conditions and practices listed on the front of this form 
are reported: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 

2. To assist firms inspected in complying with the Acts and regulations enforced by the 
Food and Drug Administration. 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides: 

"Upon completion of any such inspection of a factory, warehouse , consulting 
laboratory, or other establishment, and prior to leaving the premises, the officer or employee 
making the inspection shall give to the owner, operator, or agent in charge a report in 
writing setting forth any conditions or practices observed by him which, in his judgement, 
indicate that any food, drug, device, or cosmetic in such establishment (1) consists in whole 
or in part of any filthy, putrid, or decomposed substance, or (2) has been prepared, packed, 
or held under insanitary conditions whereby it may have become contaminated with filth , or 
whereby it may have been rendered injurious to health. A copy of such report shall be sent 
promptly to the Secretary." 
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