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When Olympus’ Duendoscopes caused a
SUPERBUG OUTBREAK



Intro - What are Endoscopes?
What is Olympus?

Endoscopes are flexible, camera-equipped tubes that allow doctors to examine
inside the body without open surgery. They are used in many medical fields to
diagnose and treat conditions minimally invasively. 

A duodenoscope is a specialized endoscope designed to access the top of the
small intestine (duodenum) during a procedure called ERCP (Endoscopic
Retrograde Cholangiopancreatography) 

ERCP duodenoscopes enable doctors to treat problems in bile ducts and the
pancreas through the digestive tract. These devices are crucial tools – over
500,000 ERCP procedures are performed each year in the U.S. using
duodenoscopes 



Olympus Corporation (founded 1919 inJapan) is a dominant manufacturer of medical
endoscopes. The company holds roughly 70% of the global endoscope market 
 and an estimated 85% share of duodenoscopes used in the United States. Olympus
pioneered early flexible endoscope technology and has supplied gastrointestinal
endoscopes for over 50 years. Its long history and large market presence mean that
Olympus endoscopes are found in hospitals worldwide. The Olympus brand became
nearly synonymous with endoscopy equipment – setting the “gold standard” for
performance and widely trusted by physicians.



Problem - Superbug

Between 2012 and 2015, a series of
“superbug” outbreaks in hospitals were
traced to contaminated Olympus
duodenoscopes. These outbreaks
involved dangerous multidrug-resistant
bacteria (such as CRE – Carbapenem-
resistant Enterobacteriaceae) being
passed from patient to patient via
scopes that were supposed to be
sterilized. Investigations eventually
identified at least 25 outbreak clusters
worldwide, sickening over 250 patients
in the U.S. and Europe .

Olympus’s TJF-Q180V duodenoscope
(the model implicated in many
outbreaks) had a complex tip design that
made it extremely difficult to disinfect .
Duodenoscopes have a tiny moving part
at the tip called a “forceps elevator” –
used to maneuver instruments into
ducts. In the Olympus design, this
elevator mechanism was housed in a
sealed channel intended to keep out
debris. In practice, the sealed distal tip
created microscopic crevices where
tissue and fluids could get trapped .



Even after standard cleaning and high-
level disinfection, some bacteria
remained lodged in the scope’s recesses 
. Essentially, the design flaw allowed a
“wicking effect” – contaminated matter
could hide behind the sealed elevator
and then spread to the next patient . It
later emerged that Olympus had
introduced this closed-channel design
without new FDA approval, assuming it
was a minor modification .

As hospitals grappled with unexplained
infections, U.S. authorities began
investigating. In early 2015 (after the
UCLA outbreak became public), the FDA
issued safety warnings and interim
guidelines urging hospitals to intensify
duodenoscope disinfection procedures.
A U.S. Senate investigation, led by
Senator Patty Murray, released a
scathing report in January 2016 –
concluding that both Olympus and the
FDA were too slow to protect patients . 

Meanwhile, patients and families filed
dozens of lawsuits accusing Olympus of
negligence. Legal claims argued that
Olympus knew or should have known
about the cleaning deficiencies and did
not warn hospitals that its
recommended protocol was insufficient.

Olympus eventually faced multi-million
dollar jury verdicts  and settled numerous
suits out of court. The “superbug” crisis
not only damaged Olympus’s reputation
but also exposed gaps in medical device
safety oversight.



Conclusion -
Lessons Learnt

The international medical and regulatory landscape for medical devices and procedures
changed after the duodenoscope contamination crisis. Moving forward, implementation
would be focused on patient safety through device redesign and more stringent
regulation. Manufacturers would make devices with simpler reprocessing and more
disposable parts; regulators would relax ease of access to implementation for single-
use devices while strengthening post-implementation requirements for studies to
assess real-world effectiveness. Hospitals would reevaluate reprocessing techniques
with additional microbial cultures, raising awareness, and requisite training for
accountability. The endoscopic industry would realize the power of infection risks as a
design feature; new best practices would be established to ensure that if something
was supposed to work or help at such an invasive level, it could also be trusted for
safety, changing how endoscopies are performed and evaluated worldwide in the
future. 


