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Regulator Findings Relevant to Microbiological Issues
The purpose of this service is to provide helpful information related to recalls/citations/warning letters related to microbiological 
issues. It in not intended to replace the information provided by the regulators, nor is it guaranteed to be complete. The contents of 
this report are for educational purposes only. 

Text in the Reason for Citation/Recall/Warning Letter column  is from the indicated regulator. The regulators used are: CDSCO 
[https://cdsco.gov.in/opencms/opencms/en/Notifications/Alerts/],   EMA [https://www.ema.europa.eu/en/human-regulatory-
overview/compliance-overview], and   FDA [https://datadashboard.fda.gov/ora/index.htm], [https://www.fda.gov/inspections-
compliance-enforcement-and-criminal-investigations/compliance-actions-and-activities/warning-letters], [https://
www.accessdata.fda.gov/scripts/ires/index.cfm], [https://datadashboard.fda.gov/ora/cd/inspections.htm], and [https://
www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-references/inspection-observations].
There may be some redactions to remove information identifying specific companies. 
An “X” in the Sidecar column indicates that there is a YouTube video associated with the item. “Sidecars” videos are designed to be 
thought provoking, as per the white paper “Critical Scientific Thinking, SOPs and “Sidecars” at https://microbiologyforum.org/
Articles_White_Papers/Critical_Scientific_Thinking_and_SOPs.pdf. Sidecars will be added periodically and listed here, at the PMF 
web site Training Tab [https://microbiologyforum.org/Training.html], and via online PMF Forum postings [https://
microbiologyforum.org/Forum.html]. 

Sponsors of the PMF are indicated at the bottom.


CDSCO Product Name

CDSCO 
NSQ 
Alert 
[CA], 

State 
NSQ 

Alert [SA]

Report for the 
Month of: NSQ Result Sidecar

CDSCO

Gutwell 
Suspension, 
Bacillus clausii 2 
billion 
spores/5ml

SA May 2025 Total viable count found

Less than 2 billion

spores/5ml.

CDSCO

Bacillus clausii 
Bakteriya 
shtammining 
polireist 
Suspension, 
Bacillus 
clausii Bakteriya 
shtammining 
polirezistent 
2mlrd. Tirik 
bakteriyalar/5ml

SA May 2025 Total viable count found

Less than 2 billion

spores/5ml.

CDSCO

Compound 
Sodium 
Lactate Injection 
IP 
(Ringer-Lactate 
Solution 
for Injection)

SA May 2025 Test for Sterility 

CDSCO

Compound 
Sodium 
Lactate Injection 
I.P 
(Ringer's Lactate 
Solution 
Injection 
I.P)R

SA May 2025 Test for Sterility 

CDSCO

Sodium Chloride 
Injection IP 0.9% 
w/v 
(NS)

SA May 2025 Test for Sterility 

CDSCO

Compound 
Sodium 
Lactate Injection 
I.P 
(Ringer Lactate 
Solution 
for injectionI.P) 
RL

SA May 2025 Test for Sterility 

CDSCO

Frusemide 
Injection I.P. 2 
ml (Rasix 
Injection)

SA June 2025 pH” and Sterility 

CDSCO

Methotrexate 
Injection IP 
15 mg/ml 
(Folitrax-15)

SA June 2025 Sterility 

CDSCO

Dexamethasone 
Sodium 
Phosphate 
Injection I.P 
(Dexasun-For IM 
& IV use 
only)

SA June 2025 Sterility and Assay for

Dexamethasone Phosphate

CDSCO
Dextrose 
Injection I.P 5% 
w/v (D5)

SA June 2025 Sterility 

CDSCO
Sodium Chloride 
Injection 
I.P (0.9%w/v)NS

SA June 2025 Sterility 

CDSCO

Methotrexate 
Injection IP 
15 mg/ml 
(Folitrax-15)

SA June 2025 Sterility 

CDSCO

Atropine 
Sulphate 
Injection I.P 
(Curopine)

SA June 2025 Sterility 

CDSCO
Sodium Chloride 
Injection 
I.P (NS)

SA June 2025 Sterility 

CDSCO
Sodium Chloride 
Injection 
IP 0.9% w/v (NS)

SA June 2025 Sterility 

CDSCO

Pheniramine 
Maleate 
Injection IP (Care 
Vil)

SA June 2025 Sterility 

CDSCO

Cyanocobalamin 
I.P.- 
Cynoder 
Injection I.P. 
(VITAMIN B12 
INJ)

SA June 2025 Sterility” and “Assay for

Anhydrous

Cyanocobalamin

CDSCO

Ofloxacin and 
Dexamethasone 
Ophthalmic 
Solution

SA June 2025 Sterility 

CDSCO

Pantoprazole 
Sodium for 
Injection 
(Petalife-40)

SA June 2025 Sterility 

CDSCO

Bupivacaine 
Hydrochloride in 
Dextrose 
Injection USP 4 
ml

CA May 2025 pH, Bacterial

Endotoxins Test,

Particulate Matter

in Injections and 

Description

CDSCO

Sodium Chloride 
Injection 
I.P. (0.9% w/v).. 
(NS)

CA May 2025 Sterility &

Description

CDSCO
Disposable 
Syringes (5ml) 
(SUI)

CA May 2025 Sterility 

CDSCO
Injection 
Oxytocin Vet. 
100 ml Vial

CA May 2025 pH and Sterility 

CDSCO
Injection 
Oxytocin Vet. 50 
ml Vial

CA May 2025 pH and Sterility 

CDSCO

SPORLAC 
Tablets 
(Tablets of 
Probiotics)

CA May 2025 "Identification of

Bacillus clausii"

CDSCO
Haematinic 
Capsules 
(R.B. TONE)

CA May 2025 "Microbial limit test

(Total combined

yeasts/molds

count)"

CDSCO
Gentamicin 
Injection IP 
(Gentacos)

CA June 2025

CDSCO

Pantoprazole 
Sodium for 
Injection (K Pan-
IV 
Injection)

CA June 2025 Sterility 

CDSCO Infusion Set-NV CA June 2025 Sterility 

CDSCO

0.45 % w/v 
Sodium 
Chloride and 5 % 
w/v 
Dextrose 
Injection I.P. 
(0.45 % DNS), 
500 ml

CA June 2025 Test for Sterility 

EMA Product Type

Non-
complia-
nce with 

GMP 
[NC]

Report # Reason for Regulatory Action Sidecar

EMA

Human 
medicinal 
products

NC MT/002NCR/
2025

1.6.2  Microbiological: non-sterility

1.6.3  Chemical/Physical

Nature of non-compliance:Following an on-site inspection at Vinlab Pharma 
(Pty) Ltd. in South Africa (10–13th April 2025) for the analytical testing (chemical 
and microbiological) of non-sterile dosage forms, specifically for Cannabis 
medical products (inflorescence), the draft post-inspection letter’s critical and 
major deficiencies were reviewed by the Inspectors' Review Group (IRG). The 
inspection aimed to evaluate the company's eligibility for EU GMP certification. 
The inspection resulted in the identification of four critical and three major 
deficiencies. The critical findings were concerned with Validation and 
Qualification activities and QC Chemistry and Micro analytical operations, 
whilst the major deficiencies were concerned with risk considerations and risk 
assessments, deviation management and IT systems and their back-ups with 
serious data integrity implications, amongst others. During the inspection it was 
confirmed that the company does not currently perform any analytical testing 
for products on the EU/EEA market. Based on these findings, the IRG 
concluded that EU GMP certification could not be granted, and a statement of 
non-compliance with GMP will be issued as per the Compilation of Union 
Procedures.

EMA

Human 
medicinal 
products

NC PE010-4837 Nature of non-compliance:During inspection, 28 deficiencies were identified, 4 
of them has been classified as critical and 3 as major. The critical deficiencies 
are related to Quality Assurance management, aseptic operations in relation to 
compliance with Annex I of the GMP, maintenance and cleaning of equipment 
and facilities, and computerised systems. And the major deficiencies were 
observed in the areas to validation of analytical methods, staff training and 
batch release. Since the deficiencies found transversally affect both the 
manufacturing of non-sterile APIs (some of whose manufacturing facilities were 
also inspected) as well as sterile API facilities, it has been decided to issue an 
statement of Non-compliance with GMP that affects both types of products. 
The most relevant or critical deficiencies observed during the inspection are 
described below : - A number of severe violations of EU GMP Part II, EU GMP 
Annex 1 and Annex 11, potentially posing a risk to the quality of manufactured 
products and therefore to public health, demonstrated a lack of Quality 
Assurance oversight and understanding of core requirements. Significant 
shortcomings were observed across the GMP spectrum, documented as part 
of this inspection such as sterility assurance of APIs, cross contamination 
control, maintenance of facilities and equipment, computerised systems and 
training. - The company failed to implement core principles of EU GMP Annex 1 
“Manufacture of Sterile Medicinal Products”. Consequently, the sterility of the 
Active Pharmaceutical Ingredients (API) manufactured in Block SE, Nectar Life 
Science Unit II, cannot be guaranteed, posing a risk to human and/or veterinary 
health. Abundant and important shortcomings were found among the site 
related to but not limited to site design, materials management, personnel 
behavior in aseptic areas, quality of exposed surfaces and failure to identify 
applicable requirements, risks and risk mitigation measures regarding revised 
Annex and general GMP requirements. -There is a significant risk of 
contamination/cross contamination of non-sterile APIs/intermediates 
manufactured based on the cleaning and/or maintenance status of the facility 
and the equipment used. Several observations made during the inspection of 
Oral Block F conclude that the manufacturing facilities and equipment for 
active ingredients have not been adequately maintained over the years, 
resulting in a significant deterioration of their condition and therefore posing a 
risk to the quality of APIs and ultimately to the patient. These observations 
include lack of maintenance, cleaning, presence of corrosion, concrete cracks, 
signs of liquid leakages, lack of hand-washing facilities, and other significant 
signs of poor maintenance, management and hygiene. - Several potential 
breaches on data integrity were found. Main aspects related to computerised 
systems were not addressed. The firm failed to implement basic requirements 
with regard to computerised systems as outlined in EU GMP Annex 11 and EU 
GMP Part II section 5.4ff. The flaws detected could potentially lead to failures in 
analytical testing and/or breaches in data integrity. The following shortcomings, 
among others, were observed: outdated operating systems on HPLC systems 
(Windows XP, Windows 7), no traceability (e.g. audit trail) or approval of the 
change of some HPLC sequences, problems with operators’ privileges and 
lack of computerised systems validation. - The Company also disregards 
pivotal aspects of GMP rules such as training (for instance, on the reviewed 
Annex I or failure to fulfill training requirements of the personnel), analytical 
method validation (not even planned to be done), or batch release verifications.

Additional comments: Substances (APIs) affected are listed below: 1. 
Substances covered by CEP(s) or CEP application(s): a. CEP 2009-045, 
Cefuroxime axetil, amorphous b. CEP 2010-342, Ceftriaxone sodium, sterile c. 
CEP 2011-062, Cefuroxime sodium, sterile d. CEP 2011-226, Cefotaxime 
sodium, sterile e. CEP 2011-239, Cefixime f. CEP 2012-242, Cefepime 
dihydrochloride monohydrate, sterile g. CEP 2015-354, Cefpodoxime proxetil 
h. CEP 2016-170, Cefuroxime axetil, amorphous, Process-II i. CEP 2017-042, 
Cefixime, Process II a.j. CEP 2019-231, Ceftazidime pentahydrate with sodium 
carbonate for injection, sterile. 2. Other substances (not covered by CEP 
applications): Cefazolin sodium Sterile, Cefepime for Injection Sterile, Cefepime 
Hydrochloride Sterile, Ceftazidime for injection Sterile, Cefoxitin Sodium Sterile, 
Cephalotin Sodium Sterile, Cephalotin for Injection Sterile, Cefdinir, Cefuroxime 
axetil Coated, Cefuroxime axetil Crystalline, Cefditoren Pivoxil Amorphous, 
Ceftibuten Hydrate.

FDA

Product Type

Citation 
[C], 


Recall 
[R],


Warning 
Letter 

[W]

Recall Details 
[R]


FEI Number 
[C]


MARCS-CMS 
[W]

Reason for Regulatory Action Sidecar

FDA Food/Cosmetics R 3000956985 Potential to be contaminated with Listeria monocytogenes.

FDA Food/Cosmetics R 3017860822 Product may be contaminated with spoilage organisms.

FDA Food/Cosmetics R 2925203 Salmonella. The firm was notified by the FDA that the product may be 
contaminated with Salmonella.

FDA Devices R 2150138 Affected products contain Staphylococcus epidermidis instead of the expected 
Brevundimonas diminuta. This may cause the user's quality control to fail and 
delayed diagnosis for the patient.

FDA Food/Cosmetics R 1011807 Potential Listeria Monocytogenes Contamination.

FDA Veterinary R 3006117352 Lack of assurance of Sterility.

FDA Food/Cosmetics R 3034735171 Potential to be contaminated with Listeria monocytogenes.

FDA Food/Cosmetics R 3026411260 Product may be contaminated with Listeria monocytogenes.

FDA Food/Cosmetics R 3009214952 Listeria monocytogenes. The firm was notified by their supplier that the product 
is contaminated with Listeria monocytogenes.

FDA Biologics R 3004548776 In this situation, [redacted] is initiating a voluntary recall for one lot of 
[redacted]Blood-Pack Unit due to an elevated presence of bacteria that was 
found in pre-sterilization in-process testing during the manufacture of this BPU 
lot.

FDA Devicces R 2025816 Due to a manufacturing issue, disinfecting cap for needle-free connectors may 
have an incomplete seal between the foil lid and plastic container, which may 
result in isopropyl alcohol evaporation from the sponge, which may result in 
inadequate disinfection.

FDA Food/Cosmetics R 3010282778 contaminated with Bacillus cereus and may be spoiled

FDA Devices R 1610287 Due to the potential that some units within specific lots were damaged during 
the manufacturing process. The area of damage is within the same area of the 
lidding. While the damage in the lidding is visibly noticeable, due to risk of 
sterility being compromised.

FDA Devices R 2124215 Potential for hole in the Tyvek layer of the sterile barrier pouch, which may 
compromise device sterility. Issue could potentially lead to systemic infection 
and sepsis in worst case scenario. Potential punctures may go undetected in 
clinical settings due to small size and variable location.

FDA Food/Cosmetics R 2919838 Potential contamination with Salmonella.

FDA Food/Cosmetics R 3013419413 Cucumbers have the potential to be contaminated with Salmonella

FDA Food/Cosmetics R 3012337333 Potential to be contaminated with Listeria monocytogenes

FDA Drugs R 2280705 Microbial Contamination of Non-Sterile Products: Fungal contamination of 
nasal swabs

Microbial Contamination of Non-Sterile Products: Fungal contamination of 
infant oral swabs.

FDA Food/Cosmetics R 3004329504 Potential contamination with Salmonella.

FDA Food/Cosmetics R 3012884379 Cucumbers have the potential to be contaminated with Salmonella.

FDA Food/Cosmetics R 3004390157 Listeria monocytogenes. During routine testing the firm received positive test 
results of Listeria monocytogenes on their finished product.

FDA Drugs R 3022483154 Lack of Assurance of Sterility: A recent FDA inspection revealed concerns with 
the sterile manufacturing process.

FDA Food/Cosmetics R 3002960793 Salmonella. The firm received cucumbers which were recalled due to possible 
Salmonella. The cucumbers were used to make Sushi.

FDA Food/Cosmetics R 2925189 Potential contamination with Salmonella.

FDA Food/Cosmetics R 3003846055 Potential contamination with Listeria monocytogenes X

FDA Food/Cosmetics R 3002861103 Product has Salmonella contamination

FDA Drugs R 3006727872 Lack of Assurance of Sterility X

FDA Food/Cosmetics R 3001558718 Clostridium botulinum (uneviscerated fish)

FDA Drugs R 3013764800 Lack of assurance of sterility: pinholes, within the finger boxes used during 
Form Fill Seal process resulting in leaks.

FDA Drugs R 3012625281 Microbial contamination of non-sterile products: tablets may exhibit black 
spots due to microbial contamination.

FDA Drugs R 3001451489 Lack of Assurance of Sterility

FDA Devices R 3003418325 Devices contain potentially out-of-specification levels of endotoxins and lack of 
sterility assurance.

FDA Devices R 3003418325 Lack of sterility assurance.

FDA Food/Cosmetics R 3004613289 Cucumber in salad may be contaminated with Salmonella

FDA Food/Cosmetics R 3012106669 Potential Salmonella contamination

FDA Drugs R 3033176989 Lack of Assurance of Sterility

FDA Food/Cosmetics R 3011841393 Potential contamination with Salmonella.

FDA Biologics R 3001451955 Apheresis Red Blood Cells, Leukocytes Reduced, collected in a manner that 
compromises the sterility of the collection system, were distributed.

Red Blood Cells, Leukocytes Reduced, Irradiated, collected in a manner that 
compromises the sterility of the collection system, were distributed.

Red Blood Cells, Leukocytes Reduced, collected in a manner that 
compromises the sterility of the collection system, were distributed.

Cryoprecipitated AHF, collected in a manner that compromises the sterility of 
the collection system, were distributed.

PF24 Plasma, collected in a manner that compromises the sterility of the 
collection system, were distributed.

Pooled Cryoprecipitated AHF, collected in a manner that compromises the 
sterility of the collection system, were distributed.

FDA Biologics R 1573019 Leukoreduced Apheresis Red Blood Cells, collected in a manner that 
compromises the sterility of the collection system, were distributed.

FDA Food/Cosmetics R 3012221339 Potential to be contaminated with Salmonella

FDA Food/Cosmetics R 1000126716 Potential contamination with Pseudomonas aeruginosa.

FDA Food/Cosmetics R 1053492 Pseudomonas in Mineral Water. The firm was notified by their distributor that 
product placed on hold was released and shipped to customers.

FDA Food/Cosmetics R 1000135693 Salmonella. Greek Salad Kit made with recalled cucumbers sourced from 
Bedner Grower's Company which may be contaminated with Salmonella and 
implicated in an ongoing outbreak.

FDA Food/Cosmetics R 1000135693 Contains cucumber contaminated with Salmonella recalled by Bedner Growers 
Inc.

FDA Devices R 3013401749 Due to non-sterile products being labeled as sterile

FDA Devices R 3016114779 Contact lens insertion solution may lack sterility.

FDA Devices R 3010487482 Sterility assurance for Ophthalmic knives.

FDA Food/Cosmetics R 1219987 Contaminated with Salmonella

FDA Food/Cosmetics R 1000138473 Cucumbers have the potential to be contaminated with Salmonella

FDA Food/Cosmetics R 3016901197 Potential Salmonella Contamination

FDA Food/Cosmetics R 3010352930 Product has Salmonella contamination

FDA Food/Cosmetics R 1018694 Product has potential contamination with Salmonella

FDA Devices R 2429304 Recent post-market surveillance data suggests a possible association of higher 
microbial contamination levels from TJF duodenoscopes when manual cleaning 
was delayed beyond one hour and a presoak was performed, compared to 
those TJF duodenoscopes where manual cleaning began within one hour after 
patient procedure.

FDA Biologics R 3016004 Salmonella. Greek Salad products were made with recalled cucumbers from 
Bedner Grower's Company which are contaminated with Salmonella and 
implicated in an ongoing outbreak.

FDA Food/Cosmetics R 1052268 Cucumbers may be potentially contaminated with Salmonella

FDA Food/Cosmetics R 3003328123 Listeria Monocytogenes detected on food contact surfaces in Ready To Eat 
sandwich manufacturer facility.

FDA Food/Cosmetics R 3012633930 Due to potential Salmonella Contamination

FDA Food/Cosmetics R 1120556 Salmonella. The firm received cucumbers produced by Bedner Farms.

FDA Food/Cosmetics R 2316750 Potential Salmonella contamination. X

FDA Foods C 1000113630 You did not clean and sanitize your utensils or equipment as frequently as 
necessary to protect against contamination of food.

FDA Foods C 3020106020 You did not maintain your plant in a clean and sanitary condition.

FDA Foods C 3022530474 You did not conduct operations under conditions and controls necessary to 
minimize the potential for growth or survival of microorganisms.

FDA Devices C 1000139867 A process whose results cannot be fully verified by subsequent inspection and 
test has not been adequately validated according to established procedures.

FDA Foods C 3003455128 You did not conduct operations under conditions and controls necessary to 
minimize the potential for growth or survival of microorganisms and 
contamination of food.

FDA Foods C 3011873192 You did not ensure that raw materials, other ingredients, or rework were not 
contaminated with undesirable microorganisms and extraneous materials.

FDA Foods C 3011873192 You did not conduct operations under conditions and controls necessary to 
minimize the potential for growth or survival of microorganisms.

FDA Devices C 3013973539 Procedures to control environmental conditions have not been adequately 
established.

FDA Foods C 3011495229 You did not ensure that your cleaning compounds and sanitizing agents are 
safe and adequate under the conditions of use.

FDA Foods C 3011495229 You did not conduct operations under conditions and controls necessary to 
minimize the potential for growth or survival of microorganisms. X

FDA Foods C 3021178060 You did not conduct operations under conditions and controls necessary to 
minimize the potential for growth or survival of microorganisms and 
contamination of food.

FDA Foods C 3006584791 You did not ensure individuals were qualified to perform their assigned duties 
and have records documenting food hygiene and food safety training.

FDA Foods C 3012083412 You did not ensure that the tests or examinations that you used to determine 
whether the specifications are met are appropriate, scientifically valid methods.

FDA Foods C 3009027330 You did not conduct operations under conditions and controls necessary to 
minimize the potential for growth or survival of microorganisms and 
deterioration of food.

FDA Drugs C 3002807001 Procedures designed to prevent microbiological contamination of drug 
products purporting to be sterile did not include validation of the process. X

FDA Drugs C 3003855180 Employees are not given training in the particular operations they perform as 
part of their function.

Laboratory controls do not include the establishment of scientifically sound and 
appropriate specifications designed to assure that components and drug 
products conform to appropriate standards of identity, strength, quality and 
purity.

FDA Foods C 3011088355 You did not conduct operations under conditions and controls necessary to 
minimize the potential for growth or survival of microorganisms and 
contamination of food.

FDA Drugs W 706007 2. Your firm failed to establish adequate written procedures for production and 
process control designed to assure that the drug products you manufacture 
have the identity, strength, quality, and purity they purport or are represented to 
possess (21 CFR 211.100(a)).

Furthermore, test methods must be validated to show they are suitable for their 
intended use, and equivalent or better than applicable USP compendial 
methods. The reproducibility of your test methods is essential to determine if 
your drug products meet established specifications for microbial attributes. The 
ability of microbial testing methods to detect objectionable microorganisms in 
the presence of each drug product must be established.

• 	The current action/alert limits for total counts and objectionable 

organisms used for your (b)(4) water system. Ensure that the total count 
limits for your (b)(4) water are appropriately stringent in view of the 
intended use of each of the products produced by your firm. Total 
microbial count limits for (b)(4) water systems are generally tighter than 
your proposed action limits for the topical liquid dosage forms produced 
by your firm.


• 	A procedure governing your program for ongoing control, maintenance, 
and monitoring that ensures the system consistently produces water that 
meets (b)(4) Water, USP monograph specifications and appropriate 
microbial limits.


• 	Validation of your microbiological test methods, including growth 
promotion testing, demonstrating they are equivalent to, or better than 
USP compendial methods, and suitable for their intended use.

FDA Drugs W 707024 3. Your firm failed to have, for each batch of drug product, appropriate 
laboratory determination of satisfactory conformance to final specifications for 
the drug product, including the identity and strength of each active ingredient, 
prior to release. Your firm also failed to conduct, for each batch of drug 
product, appropriate laboratory testing, as necessary, required to be free of 
objectionable microorganisms (21 CFR 211.165(a) and 211.165(b)).


You failed to conduct adequate finished product release testing for each batch 
of your drug product, including but not limited to, testing the identity and 
strength of the active ingredient, isopropyl alcohol and testing for objectionable 
microorganisms. For example, your COA for (b)(4) indicates that you calculated 
the assay value instead of performing testing, and that you only performed 
organoleptic evaluation for appearance, color, and odor.


In response to this letter, provide:


A list of chemical and microbial specifications, including test methods, used to 
analyze each lot of your drug products before a batch disposition decision.

o An action plan and timelines for conducting full chemical and microbiological 
testing of reserve samples to determine the quality of all batches of drug 
product distributed to the United States that are within expiry as of the date of 
this letter.

o A summary of all results obtained from testing reserve samples from each 
batch. If such testing reveals substandard quality drug products, take rapid 
corrective actions, such as notifying customers and product recalls.


4. Your firm failed to establish written procedures for production and process 
control designed to assure that the drug products you manufacture have the 
identity, strength, quality, and purity they purport or are represented to possess. 
(21 CFR 211.100(a)).


You used water as a component to manufacture your OTC drug products. You 
were unable to provide adequate documentation demonstrating that your water 
system is validated. You failed to routinely monitor your (b)(4) water system for 
all required quality attributes to ensure that your water, at a minimum, meets 
the (b)(4) Water USP monograph and appropriate microbial limits. You lacked 
conductivity and total organic carbon limits and testing and did not test for 
specific objectionable microorganisms.


Your total microbial specification limit is (b)(4). This is above the appropriate 
limits for water intended for pharmaceutical manufacturing. Our inspection 
revealed at least one instance of elevated bioburden in 2024 (b)(4). These 
microorganisms were not further isolated to determine the identification of the 
bacterial species. Furthermore, your current schedule of quarterly 
microbiological testing is also insufficient.


The lack of data regarding the state of control of your water system poses a 
potential risk for objectionable microbiological contamination into your drug 
products. Pharmaceutical water must be suitable for its intended use and 
routinely tested to ensure ongoing conformance with appropriate chemical and 
microbiological attributes.


In response to this letter, provide:


A comprehensive, independent remediation plan for the design, control, and 
maintenance of the water system.

o A (b)(4) water system validation report specific for each water system in each 
building. Also include the summary of any improvements made to system 
design and to the program for ongoing control and maintenance for each water 
system.

A detailed risk assessment addressing the potential effects of the observed 
water system failures on the quality of all drug product lots currently in U.S. 
distribution or within expiry. Specify actions that you will take in response to the 
risk assessment, such as customer notifications and product recalls.

A procedure for your water system monitoring that specifies routine microbial 
testing of water to ensure its acceptability for use in each batch of drug 
products produced by your firm.

The current action/alert limits for total counts and objectionable organisms 
used for your (b)(4) water system.

A procedure governing your program for ongoing control, maintenance, and 
monitoring that ensures the system consistently produces water that meets (b)
(4) Water, USP monograph specifications and appropriate microbial limits.

FDA Drugs W 706371 1. Your firm failed to establish and follow appropriate written procedures that 
are designed to prevent microbiological contamination of drug products 
purporting to be sterile, and that include validation of all aseptic and 
sterilization processes (21 CFR 211.113(b)).


Inadequate Smoke Studies


Smoke studies showed a lack of unidirectional airflow in your ISO 5 aseptic 
processing operation. Multiple instances of turbulent airflow in critical areas of 
filling line (b)(4) were noted, including above the (b)(4). In addition, smoke study 
videos did not include set-up of the aseptic processing line or filling line 
interventions that sufficiently represent your commercial manufacturing 
process.


In your response, you commit to repeat smoke studies with defined set-up and 
interventions. Your response is inadequate as you do not provide details, such 
as how you will address line deficiencies, when you will perform the smoke 
studies, and what interventions will be included.


Inadequate Media Fill Program


Your media fills failed to accurately simulate commercial operations. Our 
inspection found that the aseptic operations simulated during your media fills 
were not sufficiently representative of aseptic manufacturing operations. We 
observed significantly more interventions performed during routine batch 
manufacturing that were either not simulated or reduced in quantity in media 
fills, as compared to what was observed during production. Notably, a 
substantial number of these interventions during routine production were 
unplanned.


In addition, the type, frequency, and time of interventions are not routinely 
documented in production batch records.


Your firm also did not require operators to participate in a media fill prior to 
working in the aseptic processing operation.


Your response is inadequate. You commit to documenting routine interventions 
during manufacturing but fail to evaluate the interventions used in your media 
fill program and their inadequate representation of routine production. Your 
operators performed numerous, manually intensive interventions during aseptic 
operations. As such, the quantity of process simulation interventions and the 
duration of the media fill should closely resemble the actual manufacturing 
process. If a media fill program fails to incorporate contamination risk factors 
and closely simulate actual drug product exposure, the state of process control 
and assurance of sterility cannot be accurately assessed.


Poor Practices in the Aseptic Processing Areas


During the inspection of your facility, we observed poor practices in ISO 5 
areas during the aseptic processing of sterile drug products. These poor 
practices included, but are not limited to:


Exposed skin in the ISO 5 area (e.g., forehead).

Use of non-sterile tape on the filling line.

Storage of machine tools and spare parts, for use on the filling line, in a (b)(4) of 
the ISO 5 area.

Your response is inadequate because it does not address the lack of oversight 
of the operators’ aseptic practices and evaluate the insufficiencies in their 
training. Further, these poor aseptic practices were not evaluated to determine 
the impact to aseptic processing operations.


Insufficient Personnel Monitoring


The personnel monitoring for operators working in the ISO 5 area was not 
sufficient to assure sterility. For example, the locations chosen for personnel 
monitoring were not scientifically justified, nor was the practice of using (b)(4) 
plates for one hand and (b)(4) for the other. In addition, there was no written 
procedure for gowning qualification.


Your response is inadequate, as you fail to conduct a retrospective review of 
your aseptic personnel monitoring practices.


In response to this letter, provide the following:


Comprehensive risk assessment of all contamination hazards with respect to 
your aseptic processes, equipment, and facilities, including an independent 
assessment that includes, but is not limited to:

o All human interactions within the ISO 5 area

o Equipment placement and ergonomics

o Air quality in the ISO 5 area and surrounding room

o Facility layout

o Personnel Flows and Material Flows (throughout all rooms used to conduct 
and support sterile operations)

A detailed remediation plan with timelines to address the findings of the 
contamination hazards risk assessment. Describe specific tangible 
improvements to be made to aseptic processing operation design and control.

Your plan to ensure appropriate aseptic practices and cleanroom behavior 
during production. Include steps to ensure routine and effective supervisory 
oversight for all production batches. Also describe the frequency of quality unit 
(QU) oversight (e.g., audit) during aseptic processing and its support-
operations.

A thorough retrospective review and risk assessment that evaluates how poor 
aseptic technique and cleanroom behavior may have affected the quality and 
sterility of your drugs.

Smoke studies under dynamic conditions, with thorough and complete 
evaluations of aseptic interventions and operator positioning within the critical 
filling areas. After you remediate your aseptic operation, provide smoke studies 
that visualize airflow and critically evaluate unidirectional airflow. Include a 
video of your dynamic smoke studies.

A comprehensive summary of your remediated media fill program that ensures 
appropriate simulations of worst-case conditions in commercial manufacturing.


2. Your firm failed to perform operations within specifically defined areas of 
adequate size and to have separate or defined areas or such other control 
systems necessary to prevent contamination or mix-ups in aseptic processing 
areas (21 CFR 211.42(c)(10)).


Equipment as a Route of Contamination


The design of the aseptic processing line used to manufacture over-the-
counter (b)(4) drug products was inadequate. Line (b)(4) is a traditional filling 
line consisting of an ISO 5 area (b)(4) and a surrounding ISO 7 area. The line 
involves manually intensive (b)(4) interventions, and the HEPA filter layout 
leaves approximately 10-centimeter gaps due to overhead lights in between the 
filters that appear to affect unidirectional airflow.


Furthermore, you did not sterilize direct product contact equipment that holds 
primary container and closure components for your sterile drug products. 
These equipment were disinfected with (b)(4), which are not sterilants. You also 
use (b)(4) approximately (b)(4), which is a decontaminating agent.


Your response is inadequate. You commit to turning Line (b)(4) into an (b)(4) 
restricted access barrier ((b)(4)RAB) filling line. However, you did not provide 
detailed plans for how you will redesign your filling line and conduct a risk 
assessment for products currently released to the U.S. Market.


Environmental Monitoring (EM)


The EM of your aseptic processing operations was inadequate. The locations 
identified for EM in ISO 5 and ISO 7 areas lacked scientific justification and 
were not sufficiently located where the aseptic operations are taking place.


The consistent and meaningful contamination level in ISO 7, along with 
frequent manually intensive interventions, posed a high risk to sterile products 
on your aseptic processing line.


Your response is inadequate. You commit to repeating the EM risk assessment 
and trending EM data but fail to include plans for how you will assess your line 
after redesign.


A vigilant, ongoing EM program is essential to detect and respond to potential 
product contamination hazards in your manufacturing environment in a timely 
manner. Loss of environmental control in an aseptic manufacturing facility can 
ultimately pose a serious hazard to patients.


In response to this letter, provide the following:


Your corrective action and preventive action (CAPA) plan to implement routine, 
vigilant operations management oversight of facilities and equipment. This plan 
should ensure, among other things, prompt detection of equipment/facilities 
performance issues, effective execution of repairs, adherence to appropriate 
preventive maintenance schedules, timely technological upgrades to the 
equipment/facility infrastructure, and improved systems for ongoing 
management review.

An independent assessment of your EM program including, but not limited to, 
establishing appropriate limits, sampling locations and frequencies, 
investigating deviations, and trend analysis. Also, ensure the implementation of 
a comprehensive CAPA plan.


5. Your firm failed to establish and follow adequate written procedures for 
cleaning and maintenance of equipment (21 CFR 211.67(b)).


Your cleaning procedures lack sufficient detail to ensure repeatability between 
operators. We observed cleaning deficiencies and variability between 
operators, including wiping technique, using the same cleaning cloths for 
multiple areas, and failure to clean on top of the overhead light casings of the 
filling line.


Further, the disinfection efficacy studies for (b)(4) did not adequately address all 
materials of the filling line, including but not limited to, (b)(4) (filling equipment), 
(b)(4) and (b)(4), and (b)(4) hose).


In addition, your (b)(4) room decontamination validation is deficient (e.g., 
biological indicator locations are not adequately justified).


Your response is inadequate. You commit to conduct a comprehensive review 
and assessment of cleaning and disinfection practices; however, you fail to 
investigate the impact on the products in the U.S. Market. In addition, a 
retrospective review for only extraneous chromatographic peaks is not 
sufficient to determine if deficient cleaning practices contribute to finished 
product that does not meet established specifications.


In response to this letter, provide the following:


A CAPA plan, based on the retrospective assessment of your cleaning and 
disinfection program, that includes appropriate remediations to your cleaning 
and disinfection processes and practices, and timelines for completion. Provide 
a detailed summary of vulnerabilities in your process for lifecycle management 
of equipment cleaning and disinfection. Describe improvements to your 
cleaning and disinfection program, including enhancements to cleaning and 
disinfection effectiveness; improved ongoing verification of proper cleaning and 
disinfection execution for all products and equipment; and all other needed 
remediations.


Additional Guidance on Aseptic Processing


See FDA’s guidance document Sterile Drug Products Produced by Aseptic 
Processing—Current Good Manufacturing Practice to help you meet the CGMP 
requirements when manufacturing sterile drugs using aseptic processing at 
https://www.fda.gov/media/71026/download.


Quality Systems


Your firm’s quality systems are inadequate. For guidance on establishing and 
maintaining CGMP-compliant quality systems, see FDA’s guidances: Q9 
Quality Risk Management at https://www.fda.gov/media/167721/download and 
Q10 Pharmaceutical Quality System at https://www.fda.gov/media/71553/
download.

FDA Drugs W 701278 2. Your firm failed to establish laboratory controls that include scientifically 
sound and appropriate specifications, standards, sampling plans, and test 
procedures designed to assure that components, drug product containers, 
closures, in-process materials, labeling, and drug products conform to 
appropriate standards of identity, strength, quality, and purity (21 CFR 
211.160(b)).


In addition, you were unable to provide documentation to demonstrate that 
your (b)(4) water system is adequately monitored and tested for conductivity or 
microbiology. (b)(4) water from this system was used as a component in the 
drug products you manufacture and distribute. In your response, you state that 
the justification for product sampling is being evaluated. You also state that the 
SOP governing the frequency, methods, and responsibility for performing water 
sampling would be reviewed. Your response is inadequate. You did not provide 
or commit to provide any justification for your drug product sampling plans. 
Additionally, you did not provide or describe a specific plan or timeline for 
monitoring to ensure the suitability of your (b)(4) water. Further you did not 
consider testing retains or a retrospective review of distributed batches where 
there was incomplete or inadequate water testing.


Without appropriate sampling plans, you do not have scientific evidence to 
support whether your drug products meet their established finished product 
chemical and microbiological specifications. Product released without 
adequate determination of homogeneity or microbiological evaluation poses a 
risk to patients.


In response to this letter, provide:

• A comprehensive, independent assessment of your in-process 

monitoring and sampling operations, focusing on each upstream process 
step that can introduce variability. Provide your remediation plan to 
improve: (1) in-process detection of variation; (2) upstream controls; and 
(3) sampling plans.


• A list of chemical and microbial specifications, including test methods, 
used to analyze each batch of your drug products before a batch 
disposition decision. 
o An action plan and timelines for conducting full chemical and 
microbiological testing of retain samples to determine the quality of all 
batches of drug product distributed to the United States that are within 
expiry as of the date of this letter. 
o A summary of all results obtained from testing retain samples from 
each batch. If such testing reveals substandard quality drug products, 
take rapid corrective actions, such as notifying customers and product 
recalls.


• A procedure for your water system monitoring that specifies routine 
microbial testing of water to ensure its acceptability for use in each batch 
of drug products produced by your firm.


• The current action/alert limits for total counts and objectionable 
organisms used for your (b)(4) Water system. Ensure that the total count 
limits for your (b)(4) water are appropriately stringent in view of the 
intended use of each of the products produced by your firm.


• A procedure governing your program for ongoing control, maintenance, 
and monitoring that ensures the system consistently produces water that 
meets (b)(4) Water, (b)(4) monograph specifications and appropriate 
microbial limits.

FDA Animal and 
Veterinary

W 694680 Undesirable Microorganisms in Your Pet Food and Your Processing 
Environment

You manufacture raw pet food and the practices described above are ways in 
which the pet food you manufacture could become contaminated by 
undesirable microorganisms. Undesirable microorganisms include 
microorganisms that are pathogens, that subject animal food to decomposition, 
that indicate that animal food is contaminated with filth, or that otherwise may 
cause animal food to be adulterated.5


As described above, FDA analysis of four lots of your pet food purchased at 
retail revealed that these lots contained undesirable microorganisms, 
specifically, Salmonella Newport, L. monocytogenes, Salmonella Kentucky, and 
Salmonella Typhimurium. In addition, described above are environmental 
samples that FDA collected during the inspection that revealed the presence of 
L. monocytogenes on seven surfaces in your facility, including Zone (b)(4) food-
contact surfaces. FDA’s WGS analysis determined two environmental 
subsamples are a genetic match to the L. monocytogenes isolate found in one 
of the pet foods FDA sampled.


The presence of undesirable microorganisms in your finished product and 
processing environment, including food-contact surfaces, is further evidence of 
the significance of your violations of the animal food Current Good 
Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls 
requirements and demonstrates that your practices are not adequate to prevent 
or mitigate biological hazards. We encourage you to pursue corrective actions 
and will verify their adequacy during a future inspection.

FDA Drugs W 706053 2. Your firm failed to have, for each batch of drug product, appropriate 
laboratory determination of satisfactory conformance to final specifications for 
the drug product, including the identity and strength of each active ingredient, 
prior to release. Your firm also failed to conduct, for each batch of drug 
product, appropriate laboratory testing, as necessary, required to be free of 
objectionable microorganisms (21 CFR 211.165(a) and 211.165(b)).


Your firm failed to conduct adequate finished product release testing for each 
batch of your drug products, including but not limited to, testing the identity 
and strength of the active ingredients, and testing for objectionable 
microorganisms.


Without adequate finished product release testing, you do not have scientific 
evidence that each batch of drug product conforms to appropriate 
specifications before release.

FDA Drugs W 708259 1. Your firm failed to conduct for each batch of drug product, appropriate 
laboratory testing, as necessary, required to be free of objectionable 
microorganisms (21 CFR 211.165(b)).


You manufacture over-the-counter (OTC) sunscreen and (b)(4) drug products. 
Your (b)(4) antiseptic is labeled for hospital use only and used to prepare skin 
prior to surgery. You released your (b)(4) drug product batches without testing 
for microbiological quality. For example, the batch record for finished product 
batch (b)(4), manufactured in September 2024 and distributed to a children’s 
hospital, only lists finished drug product tests for (b)(4) assay, color, odor, 
appearance, and percentage of (b)(4).


Without testing each batch prior to release, you did not have scientific evidence 
that all drug product batches were free of microbial contamination that is 
objectionable in view of its intended use.


In your response, you state that your (b)(4) product contains (b)(4) and (b)(4), 
which are bactericidal. You indicate that you “think that the requirement to have 
finished product tested for presence of objectionable microorganisms is not 
necessary.” You commit to testing your finished drug product for objectionable 
microorganisms prior to releasing any future batches.


Your response is inadequate. You did not provide an appropriate scientific 
basis to support that your finished drug products are free from microbial growth 
or survival. Additionally, you did not provide any retrospective testing to 
support the quality of your drug products currently on the market.


In response to this letter, provide the following:


A list of chemical and microbiological specifications, including test methods, 
used to analyze each batch of your drug products before batch disposition 
decisions.

o An action plan and timelines for conducting full chemical and microbiological 
testing of retain samples to determine the quality of all batches of drug 
products distributed in the United States that are within expiry as of the date of 
this letter.

o A summary of all results obtained from retain samples from each batch. If 
such testing reveals substandard quality drug products, take rapid corrective 
actions, such as notifying customers and product recalls.


In response to this letter, provide the following:

[…]

The chemical and microbiological quality control specifications you use to test 
and release each incoming lot of components for use in manufacturing.

FDA Food & 
Beverages

W 698230 During our inspection of your farm, FDA investigators observed serious 
violations of the Prevention of Salmonella Enteritidis in Shell Eggs During 
Production, Storage, and Transportation regulation (the Shell Egg regulation), 
Title 21, Code of Federal Regulations, Part 118 (21 CFR Part 118).

FDA Drugs W 709859 2. Your firm failed to ensure that laboratory records included complete data 
derived from all tests necessary to ensure compliance with established 
specifications and standards (21 CFR 211.194(a)).


You failed to accurately document microbiology testing results. In addition, test 
results are not verified by a second person for accuracy. Specifically, on 
November 6, 2024, your analyst recorded fewer colony forming units for active 
air environmental monitoring samples than what was observed by our 
investigator during the examination. An independent review of the plate count 
by a second analyst to assure accuracy of the data was not conducted.


Reliability of data is fundamentally compromised when there is a failure to 
record or maintain complete and accurate records of test results. Furthermore, 
the lack of reliable data compromises the quality unit’s ability to exercise its 
function of ensuring compliance to applicable standards.


Your initial response acknowledged “a secondary, contemporaneous 
verification of environmental monitoring samples is fundamental to maintaining 
the integrity of such data.” You also committed to revise your procedures to 
require a second person review for all tests and to perform a retrospective 
review of “microbiology laboratory activities to identify activities that are not 
currently recorded electronically or contemporaneously.”


Your initial response was inadequate because it failed to address the misread 
plate counts observed during the inspection for viable air and identify 
corrective and preventative actions for this failure. Moreover, your response 
lacks an assessment of potential data integrity concerns associated with one-
person verification.


In response to this letter, provide:


A comprehensive assessment of your laboratory practices, procedures, 
methods, equipment, documentation, and analyst competencies. Based on this 
review, provide a detailed plan to remediate and evaluate the effectiveness of 
your laboratory system.

[…]

In your responses, you state that section 6.8.7.5 of your SOP-000189 “Use, 
Preparation, and Storage of QC – Microbiology Laboratory Media” has been 
revised. However, the revision does not clearly define when or how the second 
verifier will “…visually verify the presence or absence of microbiological 
growth….” Nor does the SOP address required timeframes as to when the 
second person will verify growth and ensure data is entered timely and 
correctly in the (b)(4) system. As written, the SOP fails to ensure 
contemporaneous QC review of plate counts and data accuracy.

FDA Drugs W 699291 C. Violations of the FDCA


Adulterated Drug Products

The FDA investigator noted that drug products intended or expected to be 
sterile were prepared, packed, or held under insanitary conditions, whereby 
they may have become contaminated with filth or rendered injurious to health, 
causing your drug products to be adulterated under section 501(a)(2)(A) of the 
FDCA. For example, the investigator noted:


1. Aseptic operators reaching into the ISO 5 laminar flow hood past their 
elbows during aseptic production. However, microbial contamination action 
limit for personnel monitoring of the elbows is (b)(4). This practice may 
introduce contamination into the ISO 5 work area.


2. Your media fills were not performed under the most challenging or stressful 
conditions. Therefore, there is a lack of assurance that your firm can aseptically 
produce drug products within your facility.


3. Your firm failed to perform adequate smoke studies under dynamic 
conditions to demonstrate unidirectional airflow within the ISO 5 area. 
Therefore, your products intended to be sterile are produced in an environment 
that may not provide adequate protection against the risk of contamination.


The FDA investigator also noted CGMP violations at your facility, that caused 
your drug product(s) to be adulterated within the meaning of section 501(a)(2)
(B) of the FDCA. The violations include, for example:


1. Your firm failed to thoroughly investigate any unexplained discrepancy or 
failure of a batch or any of its components to meet any of its specifications, 
whether or not the batch has already been distributed (21 CFR 211.192).


2. Your firm failed to establish adequate written procedures for production and 
process control designed to assure that the drug products you manufacture 
have the identity, strength, quality, and purity they purport or are represented to 
possess (21 CFR 211.100(a)).


3. Your firm failed to ensure that each person engaged in the manufacture, 
processing, packing, or holding of a drug product has the education, training, 
and experience, or any combination thereof, to enable that person to perform 
his or her assigned functions (21 CFR 211.25(a)).


4. Your firm failed to establish an adequate system for monitoring 
environmental conditions in aseptic processing areas (21 CFR 211.42(c)(10)(iv)).


5. Your firm failed to clean, maintain, and, as appropriate for the nature of the 
drug, sanitize and/or sterilize equipment and utensils at appropriate intervals to 
prevent malfunctions or contamination that would alter the safety, identity, 
strength, quality, or purity of the drug product beyond the official or other 
established requirements (21 CFR 211.67(a)).


6. Your firm failed to establish and follow appropriate written procedures that 
are designed to prevent microbiological contamination of drug products 
purporting to be sterile, and that include validation of all aseptic and 
sterilization processes (21 CFR 211.113(b)).


Outsourcing facilities must comply with CGMP requirements under section 
501(a)(2)(B) of the FDCA. FDA’s regulations regarding CGMP requirements for 
the preparation of drug products have been established in 21 CFR parts 210 
and 211. FDA intends to promulgate more specific CGMP regulations for 
outsourcing facilities. FDA has issued a revised draft guidance, Current Good 
Manufacturing Practice — Guidance for Human Drug Compounding 
Outsourcing Facilities under Section 503B of the FD&C Act. This draft 
guidance, when finalized, will describe FDA’s expectations regarding 
outsourcing facilities and the CGMP requirements in 21 CFR parts 210 and 211 
until more specific CGMP regulations for outsourcing facilities are promulgated.


Under section 301(a) of the FDCA [21 U.S.C. § 331(a)], the introduction or 
delivery for introduction into interstate commerce of any drug that is 
adulterated is a prohibited act. Further, it is a prohibited act under section 
301(k) of the FDCA [21 U.S.C. § 331(k)] to do any act with respect to a drug, if 
such act is done while the drug is held for sale after shipment in interstate 
commerce and results in the drug being adulterated

FDA Drugs W 706206 At a minimum, you must use (b)(4) (refer to USP General Chapter (b)(4)) to 
manufacture your non-sterile drug products. (b)(4) must be suitable for its 
intended use and routinely tested to ensure ongoing conformance with 
appropriate chemical and microbiological attributes. You have not 
demonstrated that the (b)(4) is suitable for use and meets the USP (b)
(4) monograph.

In response to this letter, provide:

[…]

• 	The chemical and microbiological quality control specifications you use 

to test and release each incoming lot of components for use in 
manufacturing.

FDA Food & 
Beverages

W 700600 2. You did not identify and evaluate a known or reasonably foreseeable hazard 
to determine whether it required a preventive control for your RTE bread 
products, as required by 21 CFR 117.130(a)(1). Specifically, your facility’s 
written hazard analysis did not consider recontamination with environmental 
pathogens, such as Salmonella, at all steps where your RTE bread products are 
exposed to the environment. Though your hazard analysis determined that “(b)
(4)” are a hazard requiring a preventive control at the (b)(4) steps for “(b)(4)” 
(finished product), it did not consider recontamination with environmental 
pathogens, such as Salmonella, as a known or reasonably foreseeable hazard 
at the (b)(4) step. Your facility manufactures RTE bread products (such as RTE 
Sliced Sourdough bread) which are exposed to the environment after baking 
and handled by employees prior to being packaged, such as during the (b)(4) 
step. The packaged food does not receive any further lethal treatment or 
otherwise include a control measure (such as a formulation lethal to the 
pathogen) that would significantly minimize pathogens. Therefore, 
contamination with environmental pathogens is a known or reasonably 
foreseeable hazard.


Furthermore, environmental monitoring is required if contamination of an RTE 
food with an environmental pathogen is a hazard requiring a preventive control 
(see 21 CFR 117.165(a)(3)). You were not performing environmental monitoring 
to evaluate the effectiveness of your sanitation practices.

[…]

Furthermore, preventive controls are subject to preventive control management 
components (monitoring, verification, and corrective actions) as appropriate to 
ensure the effectiveness of the preventive controls, taking into account the 
nature of the preventive control and its role in the facility’s food safety system 
(see 21 CFR 117.140). We note that you did not have adequate controls in 
place for contamination with environmental pathogens regarding sanitation, 
monitoring, and verification activities, as evidenced by the following 
observations during the inspection on November 19, 2024:

FDA Food & 
Beverages

W 696743 2. You must have a HACCP plan that at a minimum, lists the critical limits that 
must be met, to comply with 21 CFR 123.6 (c)(3). A critical limit is defined in 21 
CFR 123.3 (c) as “the maximum or minimum value to which a physical, 
biological, or chemical parameter must be controlled at a critical control point 
to prevent, eliminate, or reduce to an acceptable level the occurrence of the 
identified food safety hazard. However, your firm’s HACCP plan for “Dried 
Sliced Pollack” dated 2022-08-01 at the (b)(4) critical control point (CCP) lists a 
critical limit of “(b)(4)” that is not adequate to control pathogen growth and 
toxin formation including Clostridium botulinum. Because your RTE dried 
pollack is intended to be shelf-stable and is in reduced oxygen packaging your 
critical limit should ensure the finished product achieves a water activity of (b)
(4) or less to control pathogens including C. botulinum. Additionally, because 
your (b)(4) temperature is (b)(4)°C ((b)(4)°F) which is in the temperature range for 
unrefrigerated processing (b)(4)°C ((b)(4)°F) and not a thermal process that will 
eliminate pathogens, the cumulative time exposure to temperatures in 
unrefrigerated processing should not exceed two hours to control pathogen 
growth and toxin formation other than C. botulinum. The cumulative time 
exposure for unrefrigerated processing would end once the product 
achieves (b)(4) or less water activity. The cumulative time for unrefrigerated 
processing should include additional processing steps that are performed at 
ambient air temperatures such as the rehydration, pressing, and tearing of 
pollack. Your critical limits should list the critical factors as established by a 
scientific study to achieve a water activity of (b)(4) or less in the finished 
product and for the water activity to be achieved within (b)(4) cumulative hours 
of unrefrigerated processing. Alternatively, if your (b)(4) temperature was 
increased to above (b)(4)°C ((b)(4)°F), then the (b)(4) process would not be 
considered unrefrigerated processing, and the cumulative time would not be 
restricted to (b)(4) hours.

FDA Drugs W 707145 In response to this letter, provide:

[…]

•    An action plan and timelines for conducting microbiological testing of retain 
samples of all batches of drug product manufactured on (b)(4) and (b)(4) 
equipment distributed to the United States that are within expiry as of the date 
of this letter.

[…]

See FDA’s guidance document Sterile Drug Products Produced by Aseptic 
Processing—Current Good Manufacturing Practice to help you meet the CGMP 
requirements when manufacturing sterile drugs using aseptic processing at 
https://www.fda.gov/media/71026/download.

FDA Drugs W 706567 1. Your firm failed to conduct, for each batch of drug product, appropriate 
laboratory testing, as necessary, required to be free of objectionable 
microorganisms (21 CFR 211.165(b)).


You manufacture over-the-counter (OTC) drug products, such as antibacterial 
soaps. You failed to perform microbiological testing for your AllShield E2 
Sanitizing Hand Soap. Batch records for lot 25009 indicated you did not take 
the required sample for microbiological testing, and quality assurance was 
unable to explain why the sample was not collected or the testing performed. 
Without testing each batch prior to release, you do not have scientific evidence 
that all drug product batches conform to the appropriate microbiological 
standards and are suitable for release to consumers.

[…]

In response to this letter, provide:

A list of chemical and microbial test methods and specifications used to 
analyze each lot of your drug products before making a lot disposition decision, 
and the associated written procedures.

A comprehensive independent assessment of your laboratory practices, 
procedures, methods, equipment, documentation, and analyst competencies. 
Based on this review, provide a detailed plan to remediate and evaluate the 
effectiveness of your laboratory system.

[…]

3. Your firm failed to test samples of each component for identity and 
conformity with all appropriate written specifications for purity, strength, and 
quality (21 CFR 211.84(d)(1) and 211.84(d)(2)).


You failed to perform adequate identity testing on your incoming components, 
including active ingredients, before using them in manufacturing your AllShield 
E2 Sanitizing Hand Soap. Additionally, you failed to ensure that microbiological 
testing was performed on your benzalkonium chloride solution API, which is 
required by the United States Pharmacopeia (USP) monograph. Without 
adequate testing, you do not have scientific evidence that the components 
conform to appropriate specifications prior to use in the manufacture of your 
drug products.

In response to this letter, provide:

[…]

The chemical and microbiological quality control specifications you use to test 
and release each incoming lot of components for use in manufacturing.
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