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DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
550 W. Jackson Blvd, Ste 800 01/27-02/06/2026, 02/17-18/2026
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Mr. Steven R. Nowicki, Plant Manager

FIRM NAME STREET ADDRESS

Fresenius Kabi USA LLC 2085 N Hawthorne Ave
CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED

Melrose Park, IL 60160 Sterile Drug 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 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 (0)(4) 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-
PRIJ-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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B. You have documented recurring critical glass particulate defects in finished sterile drug products

since at least 2022. This issue was discussed during the 2022 inspection and persists. Despite
implementation of multiple CAPAs intended to address glass breakage, critical glass particulate
defects continue to occur. Since August 2024, approximately 204 deviations related to glass
defects have been documented, including approximately 171 AQL failures, 28 rejected batches,
and approximately 12 batches in which glass chips were identified during reserve inspection. In
addition, you received approximately 81 complaints related to glass defects including cracked or
leaking vials. You continue to use glass vials from the same supplier associated with the
recurring defects without demonstrating that implemented corrective actions have effectively
resolved the issue.

. You received two (2) complaints for (0)(4) to include Lot (D)(4)  via Complaint

1712034 received 11/8/2023 and Lot (B)(4) via complaint 1943013 on 9/23/2024. Complaint
1712034 resulted from chipped exterior about the rim from a retain unit. Complaint 1943013 was
received for a line of finish defect. No additional destructive retain evaluations were performed
nor was visual inspection data reviewed for the parent lot of glass. Complaint data was also
reviewed without appropriate scientific evaluation as the defect rate was at least 3x higher than
your correlated product codes.

. You received three (3) complaints from 2/14/2025 to 5/13/2025 where complaint 2111760 was

received 5/13/2025 regarding (D)(4) Injection, USP Lot (b)(4)  for seal
integrity failures and/or crimp defects. Your investigations for Lot (B)(4)  and root cause was
identified as an inappropriately setup sealing/crimping station. This root cause was supported by
a review of your sealing/crimping station audit trail demonstrating in-process changes as well as
approximately 4,500 rejects associated with your sealing/crimping vision system. This sublot
consists of approximately (b)(4) finished units whereby you identified approximately (b) (4)
affected units produced before the sealing/crimping station changes were made. Furthermore,
you have not implemented tracking and trending of your sealing/crimping station vision system
defect data to date and as such, could not scientifically assess this reject data even though the rate
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should have triggered a process deviation. This investigation was originally triaged as critical but
was subsequently downgraded due to major via their risk assessment model, at least in part, to a
low complaint defect rate of ~3/300,000 units or 10 complaints per million/CPM. However,
meaningful comparison of this complaint rate was not performed, for example, the CPM of the
product was 1.5 CPM. This was produced on (D)(4) line |

You received complaint 2050728 and 2094407 for (b)(4) Lot (b)(4) regarding a
cracked/broken vial on 2/18/2025 and 4/16/2025. This batch was visually inspected and resulted
in 1,690 ({PX4) defects for leaking/broken vial/loss in integrity and inspected a second time
resulting in 1,700 ((B)4)). Your limit is(B)(4) You subsequently passed your TAQL with a
sample size of (B)(#) which resulted in batch release. While you did review complaint rate(s) for
this lot you failed to scientifically analyze your complaint rate against any limit and your lot rate
1s 3x to 4x higher than comparable data sets. Your root cause was identified as special cause
event of operator/handler error causing breakage during movement in your facility.

Sterility failure 1915196 dated 8/13/2024 on line™“documents the root cause as operator error
whereby the operator coded the intervention as a (D)(4) sensor adjustment in
lieu of a(D)(4) adjustment intervention. (D)(4) adjustment requires full rejection of the

which was not performed, thus resulting in this routine/middle sterility sample positive.
Your root cause was confirmed via investigatory video review, and it was not expressly captured
via operator interviews.

()i4)

You observed three (3) or more media fill failures from 9/2/2024 to 10/2025 on lines| |and
with three documented as follows:

1. Deviation 1943779 dated 9/2/2024 documents failed media fill on line *“where multiple
failure modes occurred to include poor aseptic practice associated with critical
interventions tubing replacement, nozzle replacement, sharp aseptic movements and
opening and closing (b)(4) doors. These poor practices were not identified by your
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aseptic observer program but were only identified after investigatory video review and
your operator error was not expressly assessed real time. Furthermore, appropriate
corrections were not conducted real time as only (B)(4)  products were put on hold
when these practices could also impact liquid filled products made on lines(BD)(4)

2. Deviation 1966245 dated 10/23/2024 documents a media fill failure on line ®®wvhereby
three (3) separate interventions were performed approximately (B)(4)  before the
positive vial from tray 9 While a CAPA was implemented to correct and remove the
nozzle rinsing intervention, the other interventions (clear stoppers in bowl, clear stoppers
in rail/track) were not appropriately assessed. These two interventions, while coded as
low risk, are inherently risky as they are performed proximal to secondary product
contact surfaces and to stoppers without rejection requirements.

3. Deviation 2236846 dated 10/23/2025 documents media fill failure on line ™ as operator
error whereby your operator failed to turn on your (b)(4) . While you have
documented CAPA 2267051 to improve the visibility of the “on” state of your (B)(4)

as well as operator retraining, no other action had been taken to date to preclude
recurrence such as 2° person verification.

H. You detected approximately 3 Out-of-Specification events during 8/2023 to present period
regarding (D)(4) impurity of (0)(4) regarding finished product (bD)(4)

. Your established limit is ®)4) for this impurity. You identified the root cause as
oxidation due at least, in part, to cleaning and sanitizing agents used as a part of your normal
process. Your investigation(s) did not scientifically assess the rate of occurrence and
detectability to adequately assess potentially impacted batches to include intra-batch variability.
You have rejected approximately "’batches over this period with the last failure occurring,

12/2024. (b)(4) has a(D)(4)  expiry.
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I. You recalledbatches of (b)(4) upon receiving 3 complaints for adverse events

including non-serious ADEs or chills. Upon reserve endotoxin assay testing you tested ¢
additional and detected™“failing units for batch (B)(4) = Additional reserve samples were tested
for your (b)(4) other PPQ batches which resulted in zero/unreportable EUs. These (b)(4)

PPQ lots(b)(4) and (D)(4) were released in spite confluent growth observed
during (b)(4) bioburden testing which was speciated as B. cepacia. Your (D)(4)
bioburden limit is " CFUs.

This is a repeat observation from 2022.

OBSERVATION 2

Control procedures are not established which monitor the output and validate the performance of those
manufacturing processes that may be responsible for causing variability in the characteristics of in-
process material and the drug product.

Specifically,

A. Multiple visual inspection methods have been implemented without adequately qualifying
mspection sensitivity, defect detectability, or comparability between methods. For example:

1. Your threshold ((B)(4) studies failed to generate (D)(4)
across the full visible range of defects and failed to establish (D )(4) based on defect
size at which defects become reliably detectable. Without establishing(D)(4)
supported by (b)(4) , you have not demonstrated that inspection sensitivity has been
adequately qualified or that the visual inspection process is capable of consistently
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detecting and rejecting critical defects.

2. (b)(4) and (B)(4) )
methods have been implemented without performing comparability studies to
demonstrate that these inspection methods are equivalent to or more effective than

(b)(4)

3. You have failed to demonstrate that your ) process is capable of reliably detecting
each particulate defect type. Both the P)4) baseline and the (D)(4)
qualification studies were conducted using (B)(4)  “particulate”
defect categories that combined multiple particulate defect types (ex: glass, metal, rubber,
fibers). Review of your threshold studies supporting the manual baseline demonstrated
that certain particulate defect types, such as metal and fiber, exhibited low or negligible
probabilities of detection, however, you characterized particulate inspection performance

using an (D)(4) of (B)(4)

B. The visual inspection program is not adequately designed or implemented to ensure that in-
process control procedures provide consistent detection, classification, and evaluation of product
defects. For example:

1. All non-glass particulate related defects are categorized as Major " regardless of material
type (ex: rubber, metal, hair, fiber), and route of administration. Action limits are
established for each particulate type, and you do not initiate an investigation unless those
limits are exceeded. As a result, individual occurrences of non-glass particulate matter in
sterile drug products are not routinely evaluated to determine source, or assess potential
impact to product quality.

2. You have documented multiple deviation investigations in which initial 100% visual
mspection using(b)(4) ) identified defects, followed by
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AQL inspection that identified critical defects. In response, you performed additional
(B)(4) inspection using (B)(4)and identified comparable or greater numbers of defects
than were i1dentified during the initial 100% inspection. Despite these repeated instances
of increased defect counts during subsequent reinspection, you did not initiate
mnvestigations to determine the cause of the discrepancy, or to evaluate the sensitivity of
your(B)(4) process. In several instances, this occurred regardless of whether the affected
batch was ultimately rejected or released, and you relied on passing tightened AQL (t-
AQL) results or batch rejection without investigating the inconsistent inspection
outcomes.

Defect ® used for qualification are not representative of defects that occur under
normal manufacturing conditions. The ® include artificially generated glass particles
and do not reflect the full range, morphology, or presentation of glass defects during
routine production. In addition, certain particulate defect types routinely observed in
production, such as black fibers, are not included in qualification (b)4)

For example, there have been approximately 171 failed AQLs for the critical defect
Particulate — Glass, since August, 2024. Approximately ® batches have been rejected
due to glass particles detected during AQL and/or subsequent inspection activities.
However, there is no documented assessment demonstrating that the qualification *®
were evaluated or updated to ensure they are representative of glass defects and other
particulate types routinely observed in production.

C. During review of reserve samples for ( b)(4) batch

(b)(4)

, expiration date(D)(4) , on February 6, 2026 we observed apparent white

particulate matter in multiple reserve units. These units had previously undergone routine visual

mspection.
EMPLOYEE(S) SIGNATURE
SEE Joohi Castelvetere, Investigator X JOOHI  pgiaysignes | 2/18/2025
REVERSE OF | Robert J Ham, Investigator CASTEL ivoverere-
THIS PAGE Jean Claude Garay, Investigator VETERE -},.0 20260218
Angela C Welker, Investigator S 13:00:44 0600

FORM FDA 483 (09/08)

PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 7 OF 15 PAGES




DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
550 W. Jackson Blvd, Ste 800 01/27-02/06/2026, 02/17-18/2026
Chicago, IL 60661 312-715-2090 FEINUMBER

1450022

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED

Mr. Steven R. Nowicki, Plant Manager

FIRM NAME STREET ADDRESS

Fresenius Kabi USA LLC 2085 N Hawthorne Ave

Melrose Park, IL 60160 Sterile Drug Manufacturer
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) (B)(4) 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(0)(4) and (0)(4) 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.

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.

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.

During performance of routine / inherent manual intervention, loading stopper bowl,
operators were observed impeding first air. This gap affects open lines (b) (4)
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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
(B)(4)  and require (0)(4) of the forceps or first air violations during
each intervention. These interventions are assessed as low per your intervention risk
assessment. (19)(4) batch (B)(4) was processed under these conditions.

We observed operator(s) break first air during fallen vial removal interventions on (10)(4)
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.

During stopper loading on (0)(4) line " first air is broken over your stopper chute and/or
other critical surfaces. This design issue affects (10)(4) lines (0)(4)

We observed broken/chipped glass on (B)(4) line™%n 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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C.

D.

5. We observed infeed turntable movement of stalled vials whereby first air violations over
open vials were observed on 1/27/2026 during filling of (b)(4) at approximately
(b)(4) on line . This intervention only resulted result in approximately open vial
rejections which were not associated with 1* air violations, but rather fallen vials. This
mntervention was not documented in your batch record per your quality system. In addition, it
1s not performed as a part of your airflow visualization studies. This intervention is
performed as a part of your environmental monitoring activities as well as at other times
during filling.

6. During aseptic set up operations performed on Line . on 01/29/2026, I (JC) observed an
operator thread a(D)(4) over exposed tubing prior to completing an aseptic connection
within the ISO 5 area. Placement of the (B)(4) over the open tubing physically obstructed
unidirectional airflow to the exposed tubing during this manipulation.

You utilize open line designs for filling lines (0)(4) These lines are equipped and
designed with (b)(4) curtains to restrict personnel from interacting with your filling line(s).
These curtains do not act as a barrier as they vary in length from approximately shoulder height
to overhead height.

Media fills are not designed to ensure they provide a representative challenge to the aseptic
filling process.

1. Data used to calculate intervention ratios for media fills on all aseptic manufacturing lines |

are not comprehensive, as the firm derives these (0)(4)

. As aresult, the data do not provide an
accurate representation of intervention frequencies across all relevant batches and do not
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adequately simulate worst-case production conditions or capture process variability.
Examples include but are not limited to, clear stopper in rail/track with ™ corrective
interventions occurring vs. " lubricant application (B)(4) (b) (4) with
(B)(4) and stopper head adjustment with (B)(4) interventions.

2. Inherent interventions are not scientifically simulated in media fills over and above the
number of intewentions used to satisfy your media fills. Specifically, stopper loading occurs
app10x1mately ® times during ®X) production batches to include (D)(4) while 1t
only occurs * times during your media fill. Furthermore, your inherent intervention vial
removal is not documented in your batch record, thus not allowmg f01 appropriate inclusion
mnto your media fill program. We observed vial removal(s) on line™" at approximately 1:54
during production of (D)(4) just beyond your (D)(4) as well as during
( manipulations at (b)(4 resulting approximately ®*vial rejections.

This is a repeat observation from 2022.

OBSERVATION 4
Procedures designed to prevent microbiological contamination of drug products purporting to be sterile
are not established, written and followed.

Specifically,

A. Risk assessments and risk assessment procedures are inadequate including but not necessarily
limited to the following:

EMPLOYEE(S) SIGNATURE
SEE Joohi Castelvetere, Investigator XJOOHI E'g;ggﬁg"ed 2/18/2025
REVERSE OF Robert J Ham, Investigator CASTEL CAmLVF'T:RE-
THIS PAGE Jean Claude Garay, Investigator VETERE -Date:

Angela C Welker, Investigator S fgiﬁﬂ?’.ﬁm

FORM FDA 483 (09/08) PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 11 OF 15
PAGES




DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
550 W. Jackson Blvd, Ste 800 01/27-02/06/2026, 02/17-18/2026
Chicago, IL 60661 312-715-2090 FEINUMBER

1450022

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED

Mr. Steven R. Nowicki, Plant Manager

Fresenius Kabi USA LLC 2085 N Hawthorne Ave
Melrose Park, IL 60160 Sterile Drug Manufacturer

1. Investigation impact/risk analysis is inadequate as follows:

a. Visual inspection detection of biological contamination do not immediately
escalate risk, notification and/or appropriate responses by your quality system.

b. CCIT failure(s) may be risk assessed as major as your severity included
detectability at:

1. Customer level as a mitigation and your frequency assessment only
included mput data from your complaints for various investigations.

c. Risk assessments for aseptic interventions mischaracterized interventions as low
and moderate when subject interventions appear as high/critical interventions
given, in part, their proximity and inherent risk to first air. Subject interventions
include clear stopper track/rail, stopper head jam, stopper additions, etc.

B. Equipment (b)(4) requirements do not include filling zone equipment to include but not
necessarily limited to infeed/outfeed star wheels, rails/guides.

C. During observation of production activities, FDA investigators noted the following with regard
to aseptic behavior:

1. On aseptic filling line " during filling of (0)(4) , USP,
Batch #(D)(4)  on 01/29/2026, an operator retrieved a sterile ®) wipe stored behind the
HMI and tossed the wipe underneath the()(4) and inside the (D)(4) The operator
subsequently used forceps to clean the vial outfeed track where partially stoppered vials are
conveyed.
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2. On 1/27/2026, during aseptic filling of (0)(4) Batch #(b)(4) | used ®X \yipes

were observed being discarded form the ISO 7 area and into the ISO 5 area beneath the vial
loading location on aseptic filling line"

3. On 1/27/2026, during aseptic filling of (D)(4) Batch #(b)(4)  a cart containing
used and empty vial trays was observed to be pushed from an ISO 7 area through the ISO 5
filling area, and into an adjacent ISO 7 area.

This is a repeat observation from 2022.

OBSERVATION 5
Aseptic processing areas are deficient regarding the system for monitoring environmental conditions.

Specifically,

EM not always performed in response to higher risk interventions and / or higher risk locations. The
firm may perform various interventions to include but not limited to: filling head changes, filling head
washing/rinsing, filling head carriage/apparatus lubrication.

A. You do not sample all filling heads/nozzles. You only sample (B)(4) and you have
approximately (D)(4) per line. All lines are affected, (D)(4)

B. Upon performance of coded low risk interventions such as clear stopper track/rail and stopper
head jam you do not monitor these locations for microbial contamination via either surface
monitoring at the end of batch production nor via personnel monitoring. These interventions
were observed to violate first air over critical surfaces.
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C. Personnel monitoring is not performed following operations that require repeated or complex
aseptic manipulations (i.e., aseptic connections); governing procedures likewise do not require
personnel monitoring after these activities. Currently, following setup activities, operators’
gloves are monitored only after completion of the final aseptic connection (the last of (2)4)
During setup for manufacturing for Lines (B)(4) on 01/29/2026, T (JC) observed operators
perform aseptic connections without being plated upon completion of those activities.

D. During personnel monitoring performed following an aseptic connection, I (JC) observed the
operator press all five fingertips simultaneously onto the (D)(4) | plate rath than (bD)(4)
as required by US-PU-1020-SOP-QC-000161914, Building A: Personnel
Monitoring, Version 1.0.

OBSERVATION §
Laboratory records do not include complete data derived from all tests, examinations and assay
necessary to assure compliance with established specifications and standards.

Specifically,
On 1/30/2026, we observed inconsistencies with microbiological cell counting by your laboratory

personnel. Upon discussion, your process does not control nor remediate cell counting discrepancies per
your quality system.

OBSERVATION 6
Equipment and utensils are not cleaned or maintained at appropriate intervals to prevent contamination
that would alter the safety, identity, strength, quality or purity of the drug product.
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Specifically,

A. During setup of aseptic filling line" on 01/29/2026, apparent rust was observed on the top of the

stopper bowl platform.

On 02/03/2026, I (AC W) observed (b)(4) lot (b)(4) paused 1n-process in
Inspection Area' Batch record review confirmed that the(b)(4)
was initially set up according to SOP 01-05070010 (B)(4) Machine

Set Up prior to starting inspection. However, I observed that the (B)(4) was out of position, fully
obscuring inspection of the (B)(4) of vials as required by the SOP, while the lot inspection was
still in process. The batch record only documents verification of inspection machine setup
(b)(4) ) at the start of inspection. When inspection is paused between shifts or
between days, there is no documentation verifying that (0)(4) remain properly set up
when inspection resumes.

I (ACW) observed debris throughout Inspection Area” . including significant debris on vials
located on the inspection line and on vials that had passed inspection. Review of cleanmg records
showed that the two most recent scheduled (B)(4) cleanings for Inspection Area’  had not been
performed. Management stated that procedures allow cleaning activities to be skipped while
batches are held in-process.

Digitally signed by Digitally signed by
RObert J. Robert J. Ham -S ANGELA C.ANGELA C. WELKER
Date: 2026.02.18 S
Ham -S  150418-0600 WELKER -S Date:2026.02.18

Digitally signed by 13:06:45 -06'00'
JEAN JEAN CLAUDE GARAY
CLAUDE S

Date: 2026.02.18

GARAY -S  13:0535-0600"

EMPLOYEE(S) SIGNATURE
SEE Joohi Castelvetere, Investigator x JOOHI D'gjgc')'nls'gned 2/18/2025
REVERSE OF | Robert J Ham, Investigator CASTEL CASTELVI:TERE
THIS PAGE Jean Claude Garay, Investigator VETERE Date;

Angela C Welker, Investigator S 3%63%136'00'

FORM FDA 483 (09/08) PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 150F 15

PAGES




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."”






