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Microbial contamination is not an isolated quality event; it is a systemic control failure that 

requires decisive investigation, remediation, and sustained outside support when internal 

resources are stretched. 

Microbial contamination is far more widespread in manufacturing companies than anyone publicly 

acknowledges. Most contamination events never reach FDA, never trigger a recall, and never 

appear in a Warning Letter. They stay inside the building — quietly compromising product quality, 

aseptic integrity, and regulatory compliance. 

Some companies do not stop production when contamination appears. They keep running. 

Environmental hits, water excursions, bioburden spikes, and objectionable organisms are treated 

as operational noise — something to “monitor,” “trend,” or “clean/disinfect again,” not something 

that always demands a halt in manufacturing and in-depth investigation and remediation. 

Production pressure often outweighs microbial control. 

As consultants, we see behind the veil — inside multiple companies and across multiple dosage 

forms — and the contamination patterns are unmistakable. 

That’s why the same organisms show up month after month. That’s why investigations close 

without root cause. That’s why FDA keeps finding the same failures across the industry. 

The Industry’s Blind Spot: Contamination Doesn’t 

Stop Production 
Inside many facilities, contamination does not trigger decisive action. It triggers rationalization. 

Batches continue running while investigations are “pending.” Cleaning and disinfection are 

repeated without understanding why contamination occurred. Environmental hits are dismissed 

as isolated events or operator error. Water systems with known microbial load remain in service.  



 

 

The result is predictable: contamination persists, spreads, and eventually becomes visible to FDA 

— usually at the worst possible time. 

The public only sees the contamination that escapes the building. The real volume of microbial 

failures is internal, unreported, and unresolved. 

 

RECENT FDA SIGNALS 

What FDA Is Catching Right Now (2025–2026) 

Medline Industries Inc. — Drug Products Contaminated With Bacillus cereus 
(2026) 

“Between June 2, 2023 and August 27, 2025, your firm isolated objectionable microorganisms 

(e.g., Bacillus cereus (B. cereus)) from (b)(4) finished drug product samples on approximately 

nine occasions. You also recovered B. cereus in at least five samples taken from your 

manufacturing environment since January 2025. You failed to adequately investigate and 

implement corrective actions and preventive actions (CAPA) to determine root causes and 

prevent recurrence of these repeated contamination incidents.” FDA Warning Letter, May 28, 

2026. 

Simtra BioPharma Solutions — Sterile Injectables, ISO 5/RABS Microbial 
Recoveries (2026) 

“Between June 2023 and September 2025, routine testing of cleaning use points in your ISO 5 

and RABS resulted in at least 47 microbial recoveries, including 14 that exceeded your action 

limit. Your routine monitoring samples repeatedly recovered gram-negative, biofilm-forming 

organisms including Sphingomonas, Methylobacterium, Bradyrhizobium, and Ralstonia species.” 

FDA Warning Letter, March 3, 2026. 

Rechon Life Science AB — Sterile Drug Products (2025) 

“Your CAPAs to the persistent contamination of objectionable microorganisms were not robust, 

as evidenced by the continued recovery of gram-negative organisms and spore formers in the 

ISO 5 and 7 areas and on personnel since 2022. This deficiency was also cited during the 

previous inspection when an adverse trend of gram-negative rods (Moraxella osloensis) were 

recovered from operators’ clothing.” FDA Warning Letter, April 30, 2025. 

These are not documentation issues. These are microbial control failures — the exact failures 

companies overlook while production continues. 

  



 

 

What FDA Is Signaling 
FDA’s message is unmistakable: 

FDA expects control, not allowance — and they’re enforcing accordingly. 

Environmental monitoring failures are systemic failures. Finished-product testing cannot 

compensate for poor control. Water systems and disinfection procedures are under intense 

scrutiny. Environmental organisms are regulatory red flags. Procedures must prevent 

contamination — not describe it. Any microbial finding in sterile or high-risk product is treated as 

systemic. 

Why Manufacturers Struggle to Solve Microbial 

Contamination 
Most internal teams are stretched thin. They’re balancing production pressure, investigations, 

routine documentation, and batch release — and contamination hides in the gaps no one has 

time to chase. 

Contamination persists not because teams are unskilled, but because: 

• investigations stall under operational pressure 

• environmental isolates are not trended or compared across systems 

• water and utility sampling is limited by bandwidth and downtime allowances 

• cleaning and disinfection have not kept pace with real-world conditions 

• aseptic behaviors are hard to observe objectively from inside the process 

• equipment harborage points are hard to spot without fresh eyes 

• finished-product testing becomes a safety net instead of a confirmation step 

The Cost of Doing Nothing 
When contamination lingers, the impact compounds: 

• recurring organisms become entrenched 

• water systems develop biofilm 

• investigations become circular 

• batch failures increase 

• entire lots are rejected or destroyed 



 

 

• finished product contamination triggers recalls 

• regulators question the integrity of every batch released 

• production downtime expands 

• the site’s reputation takes a hit that follows it for years 

• FDA scrutiny intensifies 

The longer contamination remains unresolved, the more expensive — and more public — the 

outcome becomes. 

This is the point where most teams feel stuck. This is also the point where partnership makes the 

difference. 

HOW WE HELP 

Our Team: The Partner That Works Beside You 
We are the group companies call when contamination keeps coming back and internal teams 

need support, bandwidth, and an experienced set of eyes. 

We do not replace your team — we work together with them. Our goal is to understand where the 

contamination is coming from and directly assist to remediate it. 

Onsite Microbial Contamination Investigations 

We integrate directly with your staff to: 

• map contamination pathways across equipment, utilities, and human factors 

• perform targeted environmental and equipment sampling 

• assess water systems, equipment, and utilities 

• observe aseptic behaviors 

• evaluate cleaning and sanitization effectiveness 

• identify equipment, facility, and utility microbial hotspots 

All actions are executed under controlled conditions, ensuring that the unique demands and 

regulatory considerations of microbial investigations within a manufacturing facility are fully 

understood and addressed 

  



 

 

Partner Laboratory Support 

Your team needs fast, reliable data to make confident decisions. We partner with labs to provide 

the following testing: 

• USP microbial limit 

• microbial swabs 

• USP endotoxin 

• organism identification (MALDI-TOF/sequencing) 

• environmental isolate comparison 

• disinfectant efficacy 

We also use targeted test methods to rapidly identify biofilms and microbial hotspots in equipment 

and utilities.  

Remediation, SOP Development, and Validation 

We develop solutions with your team, so the fixes are practical, sustainable, and fully owned by 

the site. Together, we build: 

• remediation plans that we trial and confirm 

• updated procedures to prevent future contamination 

• cleaning and disinfection processes for equipment, utilities, and facilities 

• aseptic process improvements 

• training and implementation support 

• follow-up services and monitoring 

Why Our Approach Works 
We have worked inside manufacturing companies and understand the challenges contamination 

presents. We assist companies throughout the life sciences industry in navigating the challenge 

of manufacturing while controlling and eliminating contamination outbreaks. The expectation for 

the industry, for regulatory agencies, and most importantly patients, is one of microbial control 

and this is what we help achieve. 

 

 



 

 

Closing 
The contamination events that reach FDA are the exceptions. The real risk lies in the microbial 

issues that remain undetected, uninvestigated, or unresolved inside the facility. 

If you’re seeing recurring organisms, unexplained environmental hits, water system excursions, 

or investigations that never reach root cause, you’re not alone — and you’re not behind. You’re 

at the point where partnership makes the difference. If you’re seeing signs of contamination, reach 

out. We respond same day for active contamination events. 
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