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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 
Written records of investigations into the failure of a batch or any of its components to meet 
specifications do not always include the conclusions and follow-up. 
 

A. During 100% visual inspection, you identified free-floating hair within filled sterile drug vials 
from approximately  finished drug batches since August of 2024. Approximately  of 
these batches were subsequently released for distribution and are still within expiry. Despite the 
presence of foreign biological material within sterile drug products, no investigations were 
initiated to determine the source, assess potential impact on product quality or sterility, or 
implement corrective actions. Senior management was aware of these occurrences and discussed 
them during Particulate RPN meetings held as recently as 12/10/2025. 
 
You stated that the hair is defined as a “Major  defect in accordance with SOP US-PU-1020-
PRJ-PRO-000104986, Defect Catalogue, Version 3.0, and that investigations are not required 
unless established action limits are exceeded. However, you acknowledged during the inspection 
that the presence of hair meets your definition of “Critical” defect; however, no investigations 
have been initiated. 
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OBSERVATION 3 
Procedures designed to prevent microbiological contamination of drug products purporting to be sterile 
did not include adequate validation of the aseptic and sterilization processes.  
 
Specifically,  
 

A. Smoke studies performed on aseptic filling line(s)  do not adequately demonstrate 
unidirectional airflow over critical exposure points during routine and intervention operations.  

 
1. The smoke generated for airflow visualization studies for all aseptic filling lines uses a 

mixture of  and  There is no documentation 
demonstrating that the resulting vapor is neutrally buoyant or otherwise qualified to 
accurately represent airflow patterns within the aseptic processing area.  
 

2. Airflow visualization studies did not include all routine and worst-case aseptic activities, 
including, but not limited to interventions such as movement of stalled vials and removal 
of fallen vials. As a result, airflow patterns during these activities were not evaluated. 
 

3. In multiple instances, smoke was not visualized at the critical exposure point where 
interventions were performed. Smoke was introduced in close proximity to the 
intervention site rather than at or near the HEPA filter face, and airflow from the HEPA 
filter to the critical exposure point was not visualized, limiting the ability to evaluate 
unidirectional airflow during these activities.  
 

4. During performance of routine / inherent manual intervention, loading stopper bowl, 
operators were observed impeding first air. This gap affects open lines   
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B. First air violations during observed during filling operations include but are not limited to the 
following: 
 
1. On 1/27/2026, at approximately 2:23, 2:30, 3:02 and 3:04 on line Operators were observed 

performing clear stopper track/rail and stopper head jam interventions whereby first air 
violations were observed over the stopper track/rail and stopper head critical surfaces. During 
performance of clear stopper track/rail, operators used forceps to dislodge stoppers and did 
not reject stoppers contacted nor other stoppers likely affected. These forceps are stored 

 and require  of the forceps or first air violations during 
each intervention. These interventions are assessed as low per your intervention risk 
assessment.  batch  was processed under these conditions. 
 

2. We observed operator(s) break first air during fallen vial removal interventions on  
line on 1/29/2026, 10:05 to 10:20 at the infeed turntable. Your manager reported design 
limi tion(s) could not preclude first air violations from occurring during performance of this 
corrective intervention.  
 

3. During stopper loading on  line first air is broken over your stopper chute and/or 
other critical surfaces. This design issue affects  lines . 
 

4. We observed broken/chipped glass on  line on 1/29/2026 proximal to and above 
your filling zone. Your Production Manager reported this intervention is coded as removal of 
fallen vial which does not include if there was broken glass during this intervention type. 
Furthermore, you reported the filling zone should have been wiped clean during this 
intervention, thus removing this apparent broken glass. In addition, if you have broken glass 
proximal to your stopper bowl, your documented intervention is also coded as removal of 
fallen vial. While you annotate your batch records and assess impact, comprehensive CAPA 
to include tracking and trending is not performed commensurate with this risk.  
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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." 

 
 




