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CDER/OPQ/OPMA/Division of Pharmaceutical Manufacturing FEI NUMBER
Assessment VI
10903 New Hampshire Avenue; White Oak Building 51, Room 2269 3015581066

Silver Spring, MD 20993
| E-mail: opmablainspection483responses@fda.hhs.gov

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED
Lauran Emerson, Vice President, Drug Product Quality

FIRM NAME STREET ADDRESS

Regeneron Pharmaceuticals, Inc. 350 Tempel Lane

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED

East Greenbush, NY 12061 Drug Product Manufacturer

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 lo 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|

0O the inspection was scheduled during planned

production ofg) @) on Filling Line@ however, we were unable to observe filling during the
7
inspection. Between December 11, 2025, and January lg\, 2026, the following occurred:

a. The Aseptic Process Simulation (APS), batcle) @ which ran on Filling Lineg was aborted on
December 12, 2025, due to an unexplained particle alert in@) @ of the Filling Linem) @
As a result, the® @ batch production ofe) @ scheduled for the week of
December 8, 2025 could not be carried out on time.
b. The APS batche) @ initiated on December 20, 2025, for Filling Linea’; was aborted on December
23, 2025, due to a malfunction of thew) @ which introduces stoppers into®) @
® of the gy @
c¢.  During the setup of Filling Line® for the production of batch®) @) on January 13-14, 2026, the
following occurred: @
o Misalignment of thew) @) led to an unplanned intervention resulting in the need to
perform another g e cycle.
o Insufficien )@ was being applied to the stoppers which required further troubleshooting and
delayed production.
e [nadequate®) @ of them) @ led to dosing errors resulting in overfill of thew) @)
Batchg,) was aborted thereafter.
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OBSERVATION 2

Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. Specifically,

a.

The operator's head and ubpber body were observed inside thew) @) of the Filling Line®) and
above them @) conveyor belt during the installation of sterile stopper bowl®
prior tc®®@ decontamination on January 12, 2026. Similarly, the operator’'s head and upper body were
observed inside theg) @ during the filling line setun as shown in the smoke study video (Timew) @
document name: 2025.10.09 ®@ Tablew) @Stepo) @ Sterile Parts Install Smoke Inside.mp4).
In both cases, the operators were observed wearing goggles with vent openings on the top, There is no
microbial monitoring of the operators who performgy@  setup prior togy@ decontamination.
The end of the batch surface monitoring is not adequate.
i.  Written instructions do not specifically address swabbing of thea,) of the gy @
ii.  There areg) e stopper tracks. Only one is swabbed.
iii.  Written instructions are unclear regarding the length of the stopper track that should be swabbed
to covere) @
iv.  Areas of the stopper bowl that appear to be below the sterilized stopper chute and the sanitized
® @ that is exposed togy@ are not swabbed.
v.  Thepy@ is above the stopper chute. Written instructions are not clear regarding the area of
the stopper chute that should be swabbed.

There is currently no alert limit for mold in Grade C. The action limit for mold in grade C is(:z CFU.
These limits are not adequate for Room®) @) whereg) operations occur, and the filling
room (background for thee) @
It is unclear from VV-10PS-173215, Environmental Monitoring of Controlled Filling Suites, Version
12.0, effective September 30, 2025, whether the mold action limit foie) @ ism@ CFU.

OBSERVATION 3

Standard operating procedures and protocols are not followed, established, or adequate. Specifically,
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i.  The surfaces of OO are not sanitized before the
(®) @) of theo,) @ prior to @
ii.  Contact time for the cleaning of floor surfaces in Grade C and Grade D is not tracked or documented.
iii.  There is no periodic observation of bulk raw material sampling activities in Support Area ) @) by
Quality Assurance other thanwy@  internal audits.
iv.  The Risk Assessment for Determination of@)@ Quality Oversight, VV-IOPS-164613, Version 4,
effective January 14, 2026, is not adequate.

a. The “Medium” risk associated withgy g  and the mitigating strategy of ) ) walkthrough
to observe general cleanroom behaviors are not adequate. The risk assessment did not adequately
address the potential risk associated with the introduction of particles into them@  Formulated
Drug Substance (FDS).

b. The “Medium” risk associated with the Fill EM Sampling (post EM) and the mitigating strategy
(CAPA25-2011 initiated to implement action for QA to sign off on Post-batch sampling in the
EBR) are not adequate. The mitigation strategy does not include observation of EM by OA.

v.  Anoperator was observed not moving slowly and deliberately in the Filling Room (Filling Line® on
January 13, 2026, during the Sterile Parts Install. @
vi.  Particles were observed below theg 4 conveyor belt ing) after installation of the sterile
® @ on January 14, 2026. The particles were attributed to chafing of the belt due to a damaged belt
guide.
vii.  Anunexplained discoloration was observed at the bottom of) @y of thegyey  onJanuary 14,
2026.
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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."
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