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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any 
questions, please contact FDA at the phone number and address above. 
 
DURING AN INSPECTION OF YOUR FIRM, WE OBSERVED: 
 
OBSERVATION 1 
The responsibilities and procedures applicable to the quality control unit are not in writing and 
fully followed.  

Specifically,  
 

A. Your firm's procedure SOP-00013 ("Batch Review and Release Process," v. 5, effective 
10/31/2025) for shipping drug products under quarantine is inadequate. The procedure allows 
shipment of sterile injectable drug products to end customers before the completion of analytical 
tests and quality review of batch manufacturing records, but it does not specify the steps to be 
taken if the product fails to meet finished product quality specification(s). This procedure does 
not ensure the quality of products prior to distribution. 
 

B. Your firm lacked a procedure for recalls that details the steps to follow, within the shelf life of 
the products, in the case of batch failures due to analytical test failures or manufacturing 
deviations. 
 

C. Per SOP-00012 ("Corrective and Preventive Action (CAPA) Handling," v. 2, effective 
04/14/2025), Quality Assurance (QA) is responsible for tracking CAPA quality events, and 
CAPA due dates can be extended during the Implementation phase with appropriate justification. 
A review of the firm's list of CAPAs revealed that many remain open past their due dates without 
justification. For example: 
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Your firm attributed the failure in Room 1024 (ISO 7) to a temporary construction barrier but did 
not retest until the 12/10/2025 certification. For Rooms 1010, 1025, and 1026A, your firm used 
different, scientifically unsupported ISO acceptance criteria (as evidenced by the Investigation 
Report Dev-00207, initiated 07/07/2025) and claimed the values were acceptable without 
justification. 
Additionally, CAPA-00227 (initiated 08/21/2025) referenced USP <797> acceptance criteria and 
required updating SOP-00195 (version 0, effective 04/11/2025) with new criteria. However, 
SOP-00195 was not updated, and a scientifically unsupported ISO acceptance criteria were 
reused in the 12/10/2025 Cleanrooms Certification. 

 
D. Your firm failed to initially qualify the ISO 5 Biological Safety Cabinet (BSC, EQ-000664) that 

hosts all sterility testing performed by the firm in Room 1010. Additionally, the firm failed to 
perform certification for the BSC during June 2024 and December 2024 as required by the firm's 
procedure, SOP-00195, titled "Cleanroom Certification," v. 0, effective 04/11/2024. Your 
Principal Engineer confirmed that the firm relies mainly on the  monitoring that is 
performed during the conduct of sterility testing. 

 
 

OBSERVATION 4 
There is a failure to thoroughly review any unexplained discrepancy and the failure of a batch or 
any of its components to meet to any of its specifications  
 
Specifically, 
 

A. A review of the EMPQ (REC-00703, "Environmental Performance Qualification Summary 
Report," v0, approved 08/23/2024) showed that protocol deviations were inadequately 
investigated. Protocol Deviation Reports 11-16 identified 14 samples exceeding CFU action 
limits, totaling 315 CFUs. The Quality Unit failed to adequately investigate and implement 
corrective actions after identifying the CFUs, determine microorganism sources or trace them to 
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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 
judgment, 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." 

 
 




