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Executive Summary

In September 2013, staff at Virginia Mason Hospital and Medical Center in Seattle, Washington,
traced a cluster of antibiotic-resistant infections in patients to a medical device called a closed-
channel duodenoscope, which is used to identify and treat conditions of the pancreas and bile duct.
Around the same time, staff at Advocate Lutheran General Hospital outside of Chicago, with the
help of the Centers for Disease Control and Prevention, similarly linked an outbreak of superbug
infections to closed-channel duodenoscopes.

Both hospitals concluded that closed-channel duodenoscopes remained contaminated even
after proper cleaning, spreading bacteria between patients, but it took 17 more months for
duodenoscope manufacturers and the Food and Drug Administration (FDA) to alert
hospitals, doctors, and the public to the risk posed by the devices.

In January 2015, after several outbreaks of serious infections, including in Seattle, became
public, Senator Patty Murray, the Ranking Member of the Senate Health, Education, Labor,
and Pensions Committee, initiated an investigation to determine the extent of
duodenoscope-linked infections, understand the slow response, and determine if legislative
changes were needed to prevent similar problems in the future.

Senator Murray’s staff investigation has demonstrated that the clusters of infections at
Virginia Mason and Advocate Lutheran were not isolated incidents. Between 2012 and
spring 2015, closed-channel duodenoscopes were linked to at least 25 different incidents
of antibiotic-resistant infections that sickened at least 250 patients worldwide.

The investigation found that by early 2013, Olympus, the manufacturer of 85 percent of
the duodenoscopes used in the United States, knew of two independent lab reports finding
that the closed-channel model duodenoscope could harbor and spread bacteria even after
cleaning according to the manufacturer’s instructions. Olympus never brought this
information to FDA, and did not alert hospitals, physicians or patients in the U.S. to the
risk of infection until February 2015.

The investigation also found that Olympus, as well as the other two manufacturers of
duodenoscopes used in the United States, Pentax and Fujifilm, and Custom Ultrasonics,
the manufacturer of the automated cleaning machine in use at many of the hospitals that
experienced infections, failed to meet the obligations placed upon them by the current
regulatory system. Two of the manufacturers failed to seek FDA clearance before selling
the “closed-channel” duodenoscopes, all failed to adequately test whether the scopes could
be cleaned reliably in real-world settings, and fully comply with adverse events reporting
requirements.

Additionally, although at least 16 separate U.S. hospitals traced antibiotic-resistant
infections directly to duodenoscopes, the hospitals generally did not raise alarms about
these infections with federal regulators. It appears that not a single hospital that
experienced infection outbreaks tied to the duodenoscopes sent the required adverse event
form to the device manufacturers.

When hospitals did take required action to report adverse events to device manufacturers
it was often late, notification was made informally by phone or email, and reports were not



inclusive of all the information necessary for the manufacturers to themselves submit
accurate and complete information to FDA.

While FDA started investigating how closed-channel duodenoscopes cleaned according to
manufacturers’ instructions spread infection in September of 2013, the agency took no
action to alert hospitals, doctors and the public to the risk posed by closed-channel
duodenoscopes for 17 months. At least 68 patients in seven different hospitals in the United
States were infected with antibiotic-resistant bacteria linked to duodenoscopes during this
period.

Problems with FDA’s outmoded adverse event device database, as well as slow and
incomplete reporting by manufacturers and hospitals, appear to have left FDA staff unable
to develop an accurate sense of the frequency and severity of the infection outbreaks. FDA
was also unaware that by early 2013, two independent labs in Europe had documented the
Olympus closed channel duodenoscope remaining contaminated after repeated cleaning,
or that a Dutch Health Ministry report in 2013 had already concluded that Olympus did not
have the data to show their cleaning instructions worked consistently and effectively.

As a result, the FDA wasted valuable time seeking cleaning data from manufacturers and
trying to conclusively determine that cleaning mistakes by hospital staff in cleaning were
not the responsible for the infections. Unlike FDA’s surveillance of drugs, where the
agency is increasingly able to use the “Sentinel” system to develop fast and accurate
information about adverse events, FDA had no way to seek independent information about
adverse events linked to medical devices.

The failure of FDA’s current device safety reporting system to rapidly identify
duodenoscope-related, antibiotic-resistant infections, including superbug infections,
should serve as warning that without a comprehensive postmarket device surveillance
system that supplements self-reporting from hospitals and manufacturers, future device
issues are likely to go undetected for far too long and with life-threatening consequences.

To minimize future delays in identifying and addressing device safety issues, the report
recommends:

o Congress require unique device identifiers (UDIs) to be included in insurance
claims and fully fund a National Medical Device Evaluation System to ensure that
FDA is able to effectively monitor the safety of medical devices on the market
rather than relying on adverse event reporting.

o FDA quickly evaluate the design of closed-channel duodenoscopes and implement
a phased recall to fix or modify the devices if necessary.

o FDA update its guidance to clarify when manufacturers are required to seek 510(k)
clearance when medical devices are modified, and that Congress clarify FDA’s
authority to consider a 510(k) application incomplete in the absence of sufficient
data to demonstrate a medical device can be safely cleaned and reused.

o FDA implement new draft guidance to more quickly disseminate information to
health care providers when the agency becomes aware of information that patient
safety might be compromised by a medical device; and

o Compliance by hospitals with adverse event reporting related to medical devices be
made a Condition of Participation in Medicare.



Introduction

In the summer of 2013, staff at Virginia Mason Hospital in Seattle, Washington realized that
multiple patients were contracting the same type of antibiotic-resistant infection after undergoing
a specific procedure at the hospital. By September 2013, after conducting an extensive
epidemiological investigation in conjunction with the King County and Washington State Health
Departments, the hospital linked the infections to closed-channel duodenoscopes. Duodenoscopes
are medical devices used in a procedure called endoscopic retrograde cholangiopancreatography
(ERCP) to diagnose and treat problems in the bile or pancreatic ducts. By the time the hospital
successfully contained the outbreak of infections in early 2014, at least 32 patients at Virginia
Mason were infected with antibiotic-resistant infections after undergoing ERCP.! At least eleven
of those patients later died, although it is unclear whether those deaths were a direct result of the
infections.?

During the same period in 2013 when patients at Virginia Mason were falling ill, 32 patients
contracted carbapenem-resistant Enterobacteriacea (CRE), a bacteria that is resistant to even the
most potent antibiotics, after undergoing ERCP at Advocate Lutheran General Hospital in Park
Ridge, Illinois. CRE is a deadly bacteria, often called a “superbug,” that kills almost half of those
infected. The Centers for Disease Control and Prevention (CDC) investigated the outbreak after
Advocate Lutheran requested assistance with identifying the source of the bacteria and containing
the infection. By September 2013, CDC and Advocate Lutheran had determined that the CRE
outbreak in Illinois — like the outbreak in Washington — was linked to ERCP procedures using
closed-channel duodenoscopes.

After The Seattle Times broke the news in late January 2015 that Virginia Mason had experienced
an outbreak of antibiotic-resistant infections in ERCP patients, Senator Patty Murray, Ranking
Member of the Senate Committee on Health, Education, Labor, and Pensions (HELP), initiated an
investigation into these dangerous duodenoscope-linked infections. In February and March 2015,
Senator Murray sent two letters to the Food and Drug Administration (FDA), and in June she sent
requests for documents to the three manufacturers of closed-channel duodenoscopes sold in the
United States: Olympus Medical Systems (Olympus), Hoya Corporation PENTAX Life Care
Division (Pentax), and Fujifilm Medical Systems (Fujifilm). All three manufacturers provided
significant information in response to the request, including previously unavailable independent
reports provided by Olympus. Senator Murray’s staff also conducted interviews with hospitals,
subject matter experts, independent investigators, state and local health departments, CDC, and
FDA.

Senator Murray’s staff investigation has demonstrated

that the clusters of infections at Virginia Mason and ~ Between 2012 and spring 2015,
Advocate  Lutheran linked to closed-channel closed-channel duodenoscopes
duodenoscopes were not isolated incidents. Between \yere linked to at least 25
2012 and spring of 2015,_th(_e _Olympus closed-chanr]el different instances of antibiotic-
duodenoscope used at Virginia Mason, together with . : . .
closed-channel models made by Pentax and Fujifilm, resistant mfectpns that S'Ck?ned
were linked to at least 25 different instances of atleast 250 patients worldwide.
antibiotic-resistant infections that sickened at least 250

patients worldwide. Because some of the identified infections had unique markers that made the
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bacteria possible to track, and because the hospitals that have reported infections are primarily
large research hospitals and medical centers adept at spotting and addressing antibiotic-resistant
infections, it is likely that there are more incidents of infections linked to these devices that have
never been identified.

The investigation found that Olympus, the manufacturer of 85 percent of the duodenoscopes used
in the United States, knew by May 2012 that the closed-channel duodenoscope model used at
Virginia Mason could harbor and spread bacteria even after proper cleaning. By the fall of 2012,
Olympus was aware that its duodenoscopes had been linked to antibiotic-resistant infections,
including superbug infections, caused by life-threatening multidrug-resistant organisms at
hospitals in both the United States and Europe. By early 2013, independent laboratory tests of at
least two different closed-channel duodenoscopes showed the devices remained contaminated after
careful repeated cleaning and reprocessing.

Despite this, Olympus issued no safety alerts or guidance to hospitals and physicians in the United
States until February 2015 — almost three years after first realizing the problem in April 2012. In
contrast, Olympus sent some hospitals in Europe two separate alerts in 2013 and 2014, which, at
the very least, advised extra caution when cleaning these duodenoscopes.

Olympus, Fujifilm, and Pentax also failed to meet their obligations to provide FDA with the
information the agency needs to keep patients safe.
At the time duodenoscope Olympus and Fujifilm never applied for FDA clearance
manufacturers  sold  their for the new design of the closed-channel duodenoscope
devices to hospitals in the before selling the devices in the United States. The
United States, they lacked manufacturers also attested to FDA that they had tested
. ’ . their duodenoscope cleaning instructions and
suff|C|.ent .data t? show their  gemonstrated that they worked reliably. However, none
cleaning instructions worked.  of the manufacturers actually had sufficient data to show
that duodenoscopes could be reliably cleaned between
uses. Finally, the manufacturers did not consistently report the information they had regarding
infections linked to the devices.

Additionally, the investigation found that many, although not all, of the domestic hospitals with
duodenoscope-linked outbreaks used an automated endoscope reprocessor (AER) manufactured
by Custom Ultrasonics. Custom Ultrasonics, like the duodenoscope manufacturers, failed to meet
its regulatory obligations, including filing appropriate applications with FDA, testing its machines
sufficiently to make sure they worked, and filing complete and accurate adverse event reports. In
November 2015, FDA issued a mandatory recall of all Custom Ultrasonics AERS.

Further, the investigation established that although at least 16 separate domestic hospitals traced
antibiotic-resistant infections directly to ERCP procedures, as a group, the facilities generally
failed to quickly raise alarms with FDA and CDC. In some cases, hospitals completely failed to
make the required reports of infections to the devices’ manufacturers. This limited and slow
reporting by hospitals likely impaired FDA’s ability to accurately assess the frequency and severity
of outbreaks of duodenoscope-linked infections.

Failures by device manufacturers and hospitals to quickly and completely disclose important
information to FDA, and FDA’s outmoded adverse event system, hampered the agency’s ability
to accurately assess and respond to the infections. Because FDA did not have prompt and complete
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information, it took the agency overly long to _
accept that duodenoscope-linked infections were ~Between the time FDA learned
not the result of hospital cleaning errors. As a duodenoscopes could  remain

result, contaminated duodenoscopes spread contaminated even after proper

serious infections for at least three years t_>efore cleaning and the first safety alerts, at
manufacturers and FDA alerted hospitals in the . . :
least 68 patients in seven different

United States. FDA'’s first safety communication _ : _
regarding duodenoscope cleaning did not occur for ~ hospitals in the United States were
almost 17 months after the agency first became infected with  antibiotic-resistant
aware of the spread of infections. In the interim, infections.

at least 68 patients were affected in seven different

hospitals in the United States.

The investigation provides a vivid example of the failure of FDA’s current system for tracking and
monitoring the safety of medical devices on the market (the postmarket surveillance system).
FDA’s postmarket surveillance system relies too heavily on self-reporting from manufacturers and
hospitals with competing priorities that weigh against full and fast disclosure of patient safety
concerns. This passive postmarket surveillance system inhibits FDA’s ability to quickly identify
information related patient health and device safety. Until a system is implemented that allows
FDA to independently monitor, track, and assess the performance of devices, the agency will not
be able to adequately identify risks to patient safety from particular devices like duodenoscopes
and move quickly to address those risks.

Many Hospitals Experienced Infections Linked to Closed-
Channel Duodenoscopes

Senator Murray’s staff investigation has revealed that outbreaks of antibiotic-resistant infections
caused by deadly multidrug-resistant organisms spread by duodenoscopes were vastly more
widespread than previously reported. InJune 2015, when Senator Murray first sought information
from Olympus, Pentax, and Fujifilm, the three manufacturers of duodenoscopes sold in the United
States, the Food and Drug Administration (FDA) had recently announced that there had been at
least nine outbreaks of infections related to duodenoscopes.® According to documents provided to
the Health, Education, Labor, and Pensions (HELP) Committee, however, from 2012 through
spring of 2015, there have actually been at least 25 separate outbreaks of patient infections
following endoscopic retrograde cholangiopancreatography (ERCP) procedures with closed-
channel scopes in four different countries and 10 states. These outbreaks infected at least 250
people with life-threatening illnesses including carbapenem-resistant Enterobacteriaceae (CRE), a
dangerous superbug that is resistant to our most potent antibiotics and that kills about half of those
it infects.*

Institutions where antibiotic-resistant infections linked to duodenoscopes occurred include:*

! The number of patients infected and date of infections indicate committee staffs’ understanding based on the
totality of the information obtained during this investigation. They are estimates only.
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Hospital Estimated # of Approximate time Duodenoscope
P Patients Infected infections Manufacturer
Erasmus Medical Center,

Rotterdam, Netherlands 30 January 2012 Olympus
Clinique De Bercy,

Charenton-le-Pont, France 3 October 2012 Olympus
University of Pittsburgh Medical

Center Presbyterian Hospital, 135 November 2012 Olympus
Pittsburgh, PA

New York-Presbyterian/Weill

Cornell Medical Center, 15 December 2012 Olympus
New York City, NY

UMass Memorial Medical Center,

Worchester, MA 20 December 2012 Olympus
Carolinas Medical Center,

Charlotte, NC ! 2013 Olympus
Thomas Jefferson University

Hospital, 8 January 2013 Olympus
Philadelphia, PA

Charite-Universitatsmedizin,

Berlin, Germany 5 February 2013 Olympus
Advocate Lutheran General Hospital,

Park Ridge, IL 32 March 2013 Pentax
Froedtert Hospital,

Milwaukee, W1 5 May 2013 Olympus
Virginia Mason Hospital and Medical Sorina/Summer

Center, 32 P 2013 Olympus
Seattle, WA

Clinique De Bercy,

Charenton-Le-Pont, France 2 November 2013 Olympus
Hartford Hospital,

Hartford, CT 12 January 2014 Olympus
Massachusetts General Hospital, .

Boston, MA 7 Before Spring 2014 Pentax
Advocate Good Samaritan Hospital, s
Downers Grove, IL 3 May 2014 Fujifilm
Evangelisches Waldkrankenhaus,

Spandau, 4 May 2014 Olympus
Berlin, Germany

Boca Raton Regional Hospital, 6

Boca Raton, FL 9 August 2014 Olympus
Cedars-Sinai Medical Center,

Torrance, CA 4 August 2014 Olympus
UCLA Medical Center, 7 October 2014 Olympus

Los Angeles, CA




.
g/lo(;atl;ln’G:onenterology Associates, 5 January 2015 Pentax
g/loasstsoz;(,:hl\ljlsgtts General Hospital, 3 January 2015 Pentax
:
éiltltesgbhuerng);]’(}s;\eral Hospital, 1 February 2015 Olympus
oo ;Z?Sf]gf‘gfr Center, 3 April 2015 Fujifilm

Because some of the infections identified had unique markers that made the bacteria possible to
track, and because the hospitals that have reported infections are primarily large, well-resourced
research hospitals adept at spotting and addressing antibiotic-resistant infections, it is likely that
there have been more incidents of infections linked to these devices that were never identified.

Background

Duodenoscopes, Reprocessing, and Automated Endoscope Reprocessors

Duodenoscopes are flexible, hollow tubes that are typically used during ERCP to treat patients
suffering from blockage in their bile or pancreatic ducts due to tumors and other serious medical
conditions.” Doctors in the United States performed more than 660,000 potentially lifesaving
ERCP procedures in 2014.8 Duodenoscopes are currently sold in the United States by three
companies based in Japan: Olympus, Fujifilm, and Pentax. Olympus manufactures about 85
percent of the duodenoscopes used in the United States, Pentax about 12 percent, and Fujifilm only

about three percent.’

All types of endoscopes can spread infection by passing bodily
fluids or debris from one patient to subsequent patients if they are
not properly cleaned between uses. Careful cleaning is especially
critical for duodenoscopes because they are used in parts of the
body with high levels of bacteria and patients undergoing
procedures with duodenoscopes are often already very ill, raising
the risk of infection. Also, a duodenoscope’s elevator channel,
which allows physicians to insert a guidewire and catheter into the
duodenum, is particularly difficult to clean between uses. In early
duodenoscopes, the elevator wire channel was open and exposed to
bodily fluids, while the newer “closed-channel” duodenoscope
model seals off the elevator wire channel from contaminants.®

Picture taken from www.olympus.co.uk

To ensure that a duodenoscope does not spread infection, it must undergo reprocessing, a multi-
step cleaning procedure to ensure the device is safe for re-use.!* There are generally three steps to

duodenoscope reprocessing:



1) Point-of-use Processing: Hospitals perform point-of-use processing immediately after a
device has been used by rinsing or wiping the device to make sure that contaminants do not
dry and make cleaning more difficult.*2

2) Thorough Cleaning: After point-of-use processing, a technician uses a brush to ensure all
parts of the device are cleansed of any soil and debris. Thorough cleaning is essential
because debris and other material remaining on a duodenoscope can interfere with the final
disinfection or sterilization phase of reprocessing. *3

3) High Level Disinfection: Devices like duodenoscopes that contact mucous membranes or
non-intact skin, but that cannot withstand heat sterilization, are required to undergo high
level disinfection (HLD), which kills most microbes remaining after thorough cleaning.'*
Most hospitals achieve HLD by using an AER. AERs flush liquid chemicals through the
scope to destroy lingering contamination after cleaning and then rinse the scope to remove
the chemical before reuse.™

FDA'’s Regulation of Devices

FDA oversees the safety and effectiveness medical devices, more than 1,700 of which are
classified by the agency into three different categories based on the amount of risk they pose to
patient health and safety.'® Duodenoscopes are classified as Class Il devices, which pose a
medium level of risk.l” When a manufacturer modifies the design of a Class 1l device in a way
that might implicate the safety or effectiveness of that device, it must make what is known as a
“510(Kk) submission” to show FDA that the device remains “substantially equivalent” to a device
the agency has already cleared and that the design change does not put patients at any additional
risk.® It is the manufacturer’s responsibility to determine when a 510(k) submission to FDA is
required.®

It is also the manufacturer’s responsibility to validate the design of their new or modified devices
to make sure they work properly, which includes the ability for that device to be safely reprocessed
between uses. ?° Manufacturers must test their devices and collect evidence to show that
reprocessing will consistently result in a device that meets certain decontamination
specifications.?! Proper validation should test all stages of reprocessing, and “the characteristics
of the user population and operating environment [should be] considered.”??

Once a medical device is sold and in use in the United States, FDA monitors the device primarily
by relying on manufacturers and hospitals to observe when a device is working and to report when
it is not. Manufacturers are required to submit medical device reports (MDRs) within 30 days of
learning information that reasonably suggests a device may have caused or contributed to a death
or serious injury.?® Within in 10 work days, hospitals must report serious injuries potentially
caused by devices to the manufacturers, and report deaths connected to a device to both the
manufacturers and FDA.?* Additionally, the Medical Product Safety Network (MedSun) provides
a secure online mechanism for 250 participating hospitals to report adverse events related to
medical devices before a patient is injured or dies.?® Finally, anyone, including hospitals and
patients, may submit a voluntary “MedWatch” report to alert FDA to any suspected device issues.

FDA receives over one million MDRs each year, and relies on a small number of human reviewers
to spot safety issues.?® MDRs are often incomplete and lack key details, in part because FDA
encourages quick filing with additional follow-up as more information is learned, and thus expects



initial submissions to be incomplete. MDR reports are primarily useful once FDA has already
identified a problem; the agency can then search the MDR databases to identify similar or related
reports. MDRs are extremely difficult to search and query, however. A simple spelling error or
inconsistency in naming products can prevent the agency from tracking or identifying MDRs
related to specific devices or patient outcomes.?’”  Moreover, MDRs are not designed to identify
trends, alert FDA to emerging problems, or track particular devices over time.

Finally, FDA can also require device manufacturers to conduct a postmarket surveillance study of
the safety or effectiveness of a device (a section 522 postmarket surveillance study). FDA sets out
specific questions, and the manufacturer designs and conducts a study to answer those questions
over a three year period. The manufacturer then produces a Postmarket Surveillance Study Report
setting forth the results of its study.?® These section 522 postmarket surveillance studies have been
criticized by some observers because there is very little infrastructure developed to assist device
manufacturers as they design and carry out the studies, including a lack of device registries or
identification codes that allow manufacturers to track and link devices to outcomes. %
Additionally, there are few incentives for clinicians and patients to participate in the studies, which
may make it difficult for manufacturers to obtain the information they need.®® As an example,
while FDA has sought studies on 104 metal-on-metal hip products. However, just 24 products
have FDA-approved study plans while the remaining 80 are listed as having either a “Plan
Pending” or a “Plan Overdue.3!

Currently, device manufacturers are essentially responsible for determining when a new clearance
is required, how much information to report about adverse events, and how to conduct safety
studies. This forces FDA to rely too heavily on manufacturers and user facilities to alert the agency
to problems, help it accurately assess the severity of a potential safety issue, and move quickly to
address it.

The Current Surveillance System to Ensure Medical Devices
are Safe and Effective is Inadequate

The investigation found that FDA’s current regulatory system for monitoring the safety of devices
failed to quickly identify and resolve the spread of duodenoscope-linked, antibiotic-resistant
infections. It took FDA almost a year and a half from the time the agency first became aware that
closed-channel duodenoscopes could remain contaminated after proper cleaning to alert hospitals
and the public. While responsibility for the slow response is shared among Olympus and the other
device manufacturers, hospitals, and FDA, the investigation overall demonstrates that FDA’s
device surveillance system is overly-reliant on device manufacturers and user facilities to make
quick and complete reporting of safety issues over their own competing priorities.

FDA relies on device manufacturers and hospitals to provide information so that FDA has the data
it needs to assess the safety and effectiveness of medical devices. The regime relies on compliance
with the law and self-reporting from device manufacturers and hospitals, ignoring the reality that
manufacturers and health care providers have strong competing priorities that weigh against rapid
and robust disclosure, such as moving new products to market quickly and avoiding costly
litigation.



The current postmarket surveillance system relies on device manufacturers to self-monitor and
self-report by: 1) determining when it is necessary to submit design modifications to FDA for
review; 2) adequately testing that the devices work consistently in real-world settings; and 3)
reporting when adverse events occur. The device manufacturers in this investigation failed to fully
comply with any of these three regulatory requirements, providing a vivid example of the flaws
with the current system.

FDA'’s reliance on manufacturers and hospitals to quickly and accurately report safety concerns
related to devices stands in contrast to FDA’s ability to independently monitor the safety of drugs.
FDA increasingly has access to information about the postmarket safety and effectiveness of drugs
through its “Sentinel” surveillance system.3?> Because all drugs carry a National Device Code
(NDC), which is also included on all pharmacy insurance claims and electronic health records,
FDA has been able to leverage the wealth of information available through these sources to identify
potential problems with a particular drug and proactively monitor drugs that are new to the market
or are of particular interest. Sentinel allows FDA to query databases that contain real-time
information, reducing the agency’s reliance on the information reported by drug manufacturers
and hospitals. Sentinel has the added advantage of allowing the agency to assess the frequency of
adverse events relative to the overall use of a drug and relative to the rate of adverse events for
similar drugs.

At this time, no similar system exists for devices. While the Food and Drug Administration
Amendments Act of 2007 required devices to have a Unique Device Identifier (UDI) placed on
medical device labels and packages comparable to the NDC number for drugs, and the Food and
Drug Administration Safety and Innovation Act of 2012 required that Sentinel be expanded to
devices, the UDI requirement does not go into effect for all devices until 2020.%® Of more
significant concern, UDIs are not currently included in insurance claims, which contain the critical
information necessary to draw conclusions about device safety and patient outcomes. Without
widespread adoption of UDI in electronic health records and claims, FDA will remain overly
reliant on information reported by manufacturers and hospitals and unable to utilize a Sentinel-
like system to ensure critical information about problematic devices is rapidly identified.

As detailed below, Olympus, Pentax, Fujifilm, and Custom Ultrasonics failed to report to FDA the
information necessary to make the current postmarket surveillance system work properly.
Hospitals also generally failed to provide manufacturers with required information about
antibiotic-resistant infections linked to their devices or to proactively alert federal authorities to
their concerns. As a result, FDA was unable to accurately assess and quickly react to the risks
posed by closed-channel duodenoscopes.

Device Manufacturers Failed to Meet Regulatory
Requirements and Endangered Patients

By the end of 2012, at least one duodenoscope manufacturer, Olympus, was aware that the new
closed-channel duodenoscope the company had marketed since 2010 had the potential to remain
contaminated even after cleaning and reprocessing according to manufacturers’ instructions.
Properly cleaning reusable devices like duodenoscopes is challenging, and failures to clean the
devices correctly have resulted in patient infections in the past. An elevator wire channel located
at the end of the duodenoscope allows doctors to move tools inserted through the duodenoscope
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to perform procedures. * In early duodenoscope models, the elevator wire channel remained open
and exposed to the same type of contamination as the rest of the scope.

In an effort to protect this part of the scope from contamination, in 2010 Olympus introduced a
new closed-channel model that sealed off the elevator wire channel with an “O-ring” designed to
prevent exposure to any contaminants from a patient. % The other two duodenoscope
manufacturers, Pentax and Fujifilm, similarly moved to closed-channel duodenoscopes although
Pentax did so considerably earlier.

After a lengthy investigation by FDA throughout 2014 and 2015, it is now evident that, unlike
open-channel duodenoscopes, closed-channel duodenoscopes can trap and transmit bacteria even
when the devices are cleaned according to manufacturers’ instructions. Moreover, at least one
manufacturer, Olympus, the manufacturer of 85 percent of the duodenoscopes used in the United
States and in 19 of the 25 reported incidents, was aware of the problems well before FDA’s
findings, but failed to adequately alert either FDA or the hospitals and patients using these scopes.

Olympus knew in 2012 that the design of its closed-channel
duodenoscope could prevent effective cleaning.

Erasmus Medical Center, Rotterdam, Spring 2012

In January 2012, there was an outbreak of antibiotic-resistant infections affecting 30 patients at
Erasmus Medical Center in Rotterdam, the Netherlands. Hospital staff traced the infections to
patients undergoing ERCP, and then directly to an Olympus TJF-Q180V closed-channel scope
first marketed in the United States in mid-2010.%

After Erasmus contacted Olympus, the hospital and manufacturer jointly asked Dr. Arjo Loeve of
the Delft University of Technology to conduct an independent investigation into the Olympus
duodenoscope.®” Dr. Loeve’s investigation took place on
April 23,2012, at Olympus Netherlands headquarters with
assistance from an Olympus employee flown in for the
purpose of correctly disassembling the scope.® The
investigation was observed by two Olympus Europa
employees, three Olympus Netherlands employees, and
six staff from Erasmus Medical Center.*®

The study identified two critical design flaws in the TJF-
Q180V duodenoscope that made it difficult to clean
reliably. First, Dr. Loeve found a series of tiny crevices
that are too small to clean with a brush but large enough
to allow in and trap bodily fluids and bacteria. In his
report, Dr. Loeve points in particular to the space created
by the axial clearance of the elevator, the area behind the &
curve of the elevator, and the hinges of the elevator as
“locations where lingering and/or increasing moisture
and/or biological materials are quite likely.”

Picture from USA TODAY

Dr. Loeve also found that poor-quality sealing at the end of the scope is a potential mechanism for
transmitting bacteria between patients. Dr. Loeve describes cracks in the material around the



camera, scale that was found behind the glass that covers the camera face, and open air bubbles,
which can trap contaminants.** The O-ring, which seals off the elevator channel from
contamination, was torn, worn, and contained “brownish scale,” which indicates the O-ring may
not have created a tight seal.*> This is particularly dangerous because the closed elevator wire
channel, unlike the open channel of the previous duodenoscope model, does not undergo HLD.
Dr. Loeve concluded that it was “very likely [the] O-ring has not done its job” and “reliable sealing
by means of the O-ring cannot be guaranteed.”*?

Ultimately, in his May 2012 report, Dr. Loeve concluded that there needed to be a series of design
changes to the TIF-Q180V scope to ensure it could be effectively decontaminated between uses.
Dr. Loeve suggested changing the design of the scope to either have multiple sealing barriers or
return to an open channel, to regularly ensure proper sealing between the O-ring and the scope, to
frequently replace the O-ring to ensure the sealing mechanism remains functional, to alter the
design to make various cracks and spaces larger so that a cleaning brush can reach them, and to
rework the cleaning instructions to better address the hard-to-clean spaces in the scope.**

On May 25, 2012, one month after five Olympus officials participated in the examination of the
_ _ relevant scope at Delft University and ten days after the Delft
‘Reliable sealing by report finding that the design of the scope hinders reprocessing
means of the O-ring was published, Olympus filed an MDR with FDA regarding the
cannot be guaranteed.” infections at Erasmus. The MDR stated that “the device was
_Dr. Ario Loeve being investigated by independent organization [sic]” and that
“the photograph of the distal end of the device which was sent
from OLYMPUS NEDERLAND showed the debris around the objective lens.”*® While the MDR
provided FDA with notice that the infections were linked to the scope, it was fundamentally
misleading. The MDR did not discuss the findings of the Loeve report, misstated the number of
patients impacted, and specifically stated it could not “conclusively determine the cause [sic] this
event,” claiming that “it can be considered as a possible cause of this phenomenon that the patient
infected from other than the endoscope and procedure such as environmental factor in the facility
[sic].”*®

Following Dr. Loeve’s report, the Dutch National Institute for Public Health and the Environment
(RIVM) requested additional documents and information from )
Olympus and Erasmus and produced a follow-up report in July 2013~ “The construction
that confirmed many of Dr. Loeve’s findings.*’” The RIVM report of the endoscope
agreed with Dr. Loeve that “the construction of the endoscope hinders  hinders optimum
optimum manual cleaning.”*® The RIVM report similarly confirmed manual cleaning.”
that Olympus had no substantive response to Loeve’s concern about RIVM '
the O-ring, although RIVM could not rule out that the scale seen by
Loeve was a result of previous repairs made to the scope rather than O-
ring failure.*°

Olympus did not update FDA regarding the events at Erasmus Medical Center until March 2015,
and the company still did not fully describe the findings of the Delft or RIVM reports.>°

University of Pittsburgh Medical Center Presbyterian Hospital, Pittsburgh, fall 2012
A few months after Dr. Loeve’s report first raised alarms about whether the Olympus closed-
channel duodenoscope could be consistently disinfected by following the manufacturer’s cleaning
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instructions, Olympus was contacted by officials at the University of Pittsburgh Medical Center
Presbyterian hospital in Pittsburgh, Pennsylvania (“UPMC”).%* In the fall of 2012, UPMC
experienced an outbreak of CRE, infecting about 13 patients who had undergone ERCP procedures
with Olympus duodenoscopes.®? Repeated cultures of one particular duodenoscope by UPMC
staff found bacteria in the biopsy and water channels even after the scope had been reprocessed
three times.>

After UPMC traced the infections back to the device, Olympus and an outside consulting group,
ECRI Institute, evaluated UPMC’s reprocessing procedures. ECRI found that UPMC'’s
reprocessing was “consistent with standard practice and manufacturer recommendations.”>* ECRI
told UPMC officials that it could not make a “definitive” assessment about whether “there is a
defect within the endoscope that would provide a reservoir for bacteria” because the small crevices
in the scope made it impossible for ECRI to fully examine the device.*

When Olympus officials raised the possibility that the hospital’s Custom Ultrasonics AERs could
be at fault, UPMC officials went so far as to purchase an Olympus AER and demonstrated that the
use of Olympus’ own reprocessing machine did not prevent scopes from remaining contaminated
after cleaning.®® On December 18, 2012, Olympus filed an MDR with FDA, which documented
some of the events at UPMC and the findings of ECRI. This MDR appears to have never been
entered into FDA’s system.®’

Additional independent testing, Jan 2013-2014

Documents obtained from Olympus show that from December 2012 through at least the summer
of 2014 the company engaged independent laboratories to test company’s closed-channel
duodenoscopes for contamination, to assess whether the devices could be consistently disinfected,
and to validate revised cleaning procedures. On January 8, 2013, before the infections at Virginia
Mason had occurred, the French medical device evaluation company Biotech-Germande
completed a report evaluating the Olympus duodenoscope with the same serial number as the
scope involved in the December 2012 infections at Clinique de Bercy in France. The evaluation
showed that “three cleaning/disinfection procedures were needed to eliminate the contamination
that was initially present in the internal channels of the endoscope” and noted the “difficulty of
eliminating all contamination present at the air/water and suction/biopsy valves and the operator
channel cap through the application of a standard manual cleaning/disinfection procedure.”%® A
follow-up study in July 2014 further confirmed “that after a complete reprocessing procedure
consistent with the guidelines of the Ministry of Health and the recommendations of [Olympus] a
contamination may persist at the distal end of the endoscope . . . .”® Studies at Bonn University
conducted from March to November 2013, did confirm that a separate closed-channel
duodenoscope was successfully cleaned using an Olympus AER.®

European Alerts

By the end of 2012, Olympus had two clear examples of contaminated scopes spreading antibiotic-
resistant infections even after correct reprocessing but neglected to alert hospitals or regulators in
the United States. While Olympus left American doctors and hospitals in the dark about the
duodenoscope design issues, in January 2013, Olympus sent a letter informing some European
hospitals that they needed to carefully follow all reprocessing instructions and to “pay particular
attention to the detailed pre-cleaning instructions, especially for the distal end and forceps
elevator.”®! By the time Olympus sent the letter, the company was aware of at least three
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duodenoscope-linked outbreaks impacting about 46 patients in three different countries; however,
the letter only references “a recently reported case” of a contaminated TJF-Q180V scope.®?

Again, in August 2014, Olympus disseminated in Europe an urgent field safety corrective action.
The August 2014 safety communication references “a few complaints of residual debris in the
distal end of the TIF-Q180V duodenoscope after reprocessing.”®® By that time, Olympus knew of
at least ten different instances of hospitals reporting contaminated TJF-Q180V scopes spreading
antibiotic-resistant infections between patients.®*

FDA Investigation

In September 2013, after CDC alerted FDA to an outbreak of infections at Advocate Lutheran
General Hospital linked to a Pentax duodenoscope, and CDC confirmed that Advocate Lutheran
reprocessed scopes correctly according to the manufacturer’s instructions, FDA began an
investigation into closed-channel duodenoscopes. Throughout 2014, FDA worked to better
understand the extent of the problem and to develop recommendations. It appears that at the time
the investigation was initiated, FDA was unable to locate either the Erasmus or UPMC MDRs filed
by Olympus and was without the benefit of reports from Dr. Loeve’s Delft University or RIVM.
By April 2014, FDA had independently sought validation data from the duodenoscope
manufacturers in order to determine if the cleaning instructions worked reliably. FDA became
aware of and obtained a copy of the Delft report only sometime after September 2014; had
Olympus shared the existence of the report earlier, it likely would have sped FDA’s investigation
and led to more rapid alerts from both Olympus and the agency.

Instead, Olympus did not acknowledge the problem in the United States until February 19, 2015,
six months after the urgent safety communication in Europe and almost three years after the Delft
report. In May 2015, Olympus provided additional updates to their reprocessing instructions and
distributed a new brush to help ensure that duodenoscopes are clean before undergoing HLD — a
brush that was available in Europe for nearly five years before it was provided in the United States.
Had hospitals been alerted to the risk and the need to use increased efforts to ensure that
duodenoscopes were appropriately disinfected, some if not all of the infections, including in
Seattle, may have been prevented.

Olympus’s failure to take action and alert regulators likely contributed to the at least 141 patient
infections linked to Olympus duodenoscopes that occurred in domestic hospitals between the
spring of 2012, when Olympus was well aware of potential flaws with the device, and February of
2015, when the company finally alerted doctors and hospitals in the United States.

Olympus failed to meet its regulatory obligations.

Olympus’s failure to act upon the information it knew about the problems decontaminating closed-
channel duodenoscopes and the spread of deadly infections is consistent with the company’s
failure to meet its obligations at each step of the device regulatory process. During its investigation
in 2014 and 2015, FDA determined that Olympus failed to seek required clearance for the
modification from an open to closed-channel device, failed to validate the closed-channel
duodenoscope cleaning instructions to make sure they worked consistently, and failed to fully
report information it knew about the adverse events linked to its device.

Olympus did not clear its duodenoscope design modification with FDA.
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Manufacturers of Class Il devices like duodenoscopes are required to make a 510(k) submission
in order to market a new device, an existing device for a new purpose, or a device that is changed
or modified in a way that might implicate its safety or effectiveness.®® This allows FDA to ensure
that the modified device remains “substantially equivalent,” or at least as safe and effective, as a
device that is already legally on the market.®® It is the manufacturer’s responsibility to determine
if and when a 510(k) application should be submitted to FDA.®’

Olympus did not file a 510(k) application for the TIF-Q180V duodenoscope because it determined
the new model was similar to a previous device, the TIF-Q160, approved in 2008. However,
unlike the TJF-Q180V, the TJF-Q160 has an open elevator wire channel. FDA subsequently
determined Olympus was wrong to assert that the TIF-Q160 and TJF-Q180V are substantially
equivalent devices, and found that the change from an open to a closed elevator channel “impacts
the safe use of the device” because the newly sealed elevator channel “prevent[s] sterilization and
high level disinfection.”® FDA notified Olympus that it should have made a 510(k) submission
to account for the substantial changes between the TJF-Q160 and the TJF-Q180V and, in March
2014, required the company to belatedly make that submission. FDA is currently in the process
of evaluating those documents to assess the substantial equivalency of the elevator channel sealing
mechanism.

Olympus failed to ensure duodenoscope cleaning instructions worked before selling closed-
channel duodenoscopes to hospitals.

The investigation also found that Olympus has been selling its closed-channel duodenoscope since
2010 without sufficiently testing its cleaning instructions to ensure that they actually work in real-
world settings, and that Olympus knew that its testing data was insufficient since at least 2013.

FDA requires device manufacturers to validate the design of their devices, which includes the
ability for that device to be safely reprocessed between uses.®® In other words, manufacturers must
test their devices and collect evidence to show that reprocessing will consistently result in a device
that meets certain decontamination specifications.”® Proper validation should test all stages of
reprocessing and should consider “the characteristics of the user population and operating
environment.”’?

However, in July 2013, following the infections at Erasmus Medical Center in Rotterdam, RIVM
examined Olympus’ validation of the TIF-Q180V reprocessing instructions and found the data
analysis “unacceptable as a demonstration of effective cleaning.”’?> RIVM concluded that the data
Olympus provided to show that manual cleaning could decontaminate the elevator mechanism
“left so much to be desired that it is not possible

to support the conclusion drawn by the [Olympus’s reprocessing data] is
manufacturer, namely that the cleaning and “unacceptable” and left so much to be
disinfection procedure for the elevator is desired that it is not possible to

effective.” ® Olympus also did not provide support the conclusion . . . that the
RIVM with information to substantiate that the  disinfection procedure. . .is effective.”
O-ring effectively seals the elevator wire _ R|\v/M

channel from contamination or attempt to show

that the leak testing that hospitals are supposed to conduct during reprocessing is an accurate way
of assessing when an O-ring is wearing out and in need of maintenance from the manufacturer.”
After requesting Olympus’s validation data in April 2014, FDA reached the same conclusion —
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Olympus did not have sufficient data to show closed-channel duodenoscopes could be reliably
cleaned with an adequate margin of safety.

In the 19 months between RIVM’s conclusion that Olympus did not have sufficient validation data
and Olympus’ first safety notice, at least 49 patients in the United States were infected with
antibiotic-resistant bacteria connected to an Olympus closed-channel duodenoscope.

At the time Olympus’ closed-channel duodenoscopes were first sold in the United States, FDA
relied on manufacturers to attest that their devices had been validated effectively before being
marketed. Unsurprisingly in view of the RIVM findings, in April 2014 when FDA similarly asked
Olympus to produce suitable data to show their cleaning instructions actually worked, the company
could not do so.” The faith that patients, doctors, hospitals, and public health officials placed in
Olympus to thoroughly test their cleaning instructions before putting devices in the marketplace
was clearly misplaced.

In February 2015, Senator Murray requested FDA update its draft reprocessing guidance for
reusable devices, and on March 17, the agency issued final guidance, “Processing/Reprocessing
Medical Devices in Health Care Settings: Validation Methods and Labeling.” "® This final
guidance requires manufacturers of high-risk reusable devices such as duodenoscopes to provide
FDA with their actual reprocessing data when applying for clearance to market devices so that
FDA can assess the validity of cleaning instructions for itself. While the guidance is a useful step,
under current law, manufacturers of reusable devices are still not required, as a condition of market
clearance, to produce data that actually demonstrates the devices can be reliably and repeatedly
cleaned in real world conditions.

Olympus submitted incomplete and misleading medical device reports to FDA.

Finally, while Olympus generally submitted MDRs to account for duodenoscope-linked infections
the company was aware of, Olympus did so in such a cursory manner as to make it nearly
impossible for the agency to accurately assess the scope and severity of the infections liked to
duodenoscopes. Because device manufacturers and importers are the only entities required to
submit adverse event reports to FDA when a device is linked to a serious injury, the agency relies
heavily on the accuracy of manufacturers’ reports to track problems with medical devices.’’

Some Olympus MDRs, particularly those submitted for outbreaks in Europe, understate the
number of patients affected,’® point to environmental contamination as a source of the infections
rather than problems with the device itself,”® and fail to provide the full information available to
Olympus. Following the reports of contaminated scopes at Erasmus Medical Center and Clinique
de Bercy in France, Olympus received results from independent labs that found the duodenoscopes
linked to infections in those hospitals could contain bacteria even after being cleaned correctly,
but never updated their adverse event reports or communicated that information to FDA.

As a result of inspections conducted in 2015, FDA found that Olympus “fail[ed] to adequately
develop, maintain, and implement written MDR procedures” as mandated by adverse event
reporting regulations and did not have a consistent process for “submit[ting] all information
reasonably known to it for each event.”®® While FDA’s findings regarding the MDRs submitted
by Olympus are certainly correct, the violations also understate the real impact of Olympus’ larger
failure to alert regulators in the United States and Europe about significant problems in cleaning
the TJF-Q180V closed-channel scope.
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Pentax and Fujifilm also failed to comply with regulatory requirements.

While the majority of the infections that occurred between 2012 and spring of 2015 were connected
to an Olympus duodenoscope, closed-channel devices manufactured by Pentax and Fujifilm were
also linked to six outbreaks and at least 53 antibiotic-resistant infections during this time. Pentax
sells about 12 percent of the duodenoscopes used in the United States and Fujifilm about three
percent.8! These duodenoscope manufacturers contributed to the dangerous superbug and other
antibiotic-resistant infections linked to ERCP procedures at hospitals in the United States and
around the world by failing both to comply with the same basic regulatory expectations as
Olympus and communicate thoroughly with FDA about the outbreaks.

Fujifilm failed to clear their duodenoscope design modifications with FDA.

Similar to Olympus, FDA determined that Fujifilm never made a 510(k) submission for the
modifications in the design of its closed-channel scope ED-530XT. 8 Fujifilm had concluded that
there were only minor changes between ED-530XT and the already-approved open-channel model
ED-450XT5. However, FDA’s inspection identified least four potentially substantial differences
between the ED-450XT5 and the ED-530XT. In August of 2015, FDA sent a 510(k) status letter
to Fujifilm summarizing these findings and requested a 510(k) application for the ED-530XT.%
FDA has not yet determined whether Pentax should have submitted a 510(k) application to account
for the changes between the Pentax ED-3490TK and ED-3670TK.8

Pentax and Fujifilm failed to properly validate their duodenoscope reprocessing
instructions.

Once FDA launched its investigation into closed-channel duodenoscopes, it requested the data
from Pentax and Fujifilm demonstrating that each company’s closed-channel duodenoscope could
be consistently cleaned. Also like Olympus, both Pentax and Fujifilm were unable to produce the
required underlying data to show that the cleaning instructions were consistently effective. In fact,
after FDA inspections of Fujifilm plants in April and May 2015, the agency observed multiple
flaws in Fujifilm’s validation process including that the company did not evaluate the O-ring,®°
performed validation on a mock-up of a duodenoscope channel rather than the actual device,® did
not produce the appropriate reduction in bacterial spores during ethylene oxide sterilization
validation,®” and did not evaluate the design of the closed-channel model under actual or simulated
conditions of use.®

FDA inspections also found that Pentax had validated its HLD and sterilization protocols for the
ED-3670TK duodenoscope using an entirely different model of scope and could not show that the
two duodenoscopes responded comparably to reprocessing.®® Moreover, Pentax tested sterilization
of the scope with a different mixture of gas than it instructed hospitals to use.*

On December 23, 2015, FDA announced that new Fujifilm reprocessing instructions that included
additional brushing, washing, and flushing were sufficiently validated, and “demonstrate
consistent and reliable cleaning and high level disinfection.”®® Meanwhile, Pentax has not yet
demonstrated to FDA that its new cleaning instructions were validated, leaving doctors and
hospitals in the disconcerting position of using a device without cleaning instructions they can feel
confident about.

Pentax and Fujifilm submitted late and incomplete medical device reports.
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Similarly, Fujifilm and Pentax failed to meet their obligations to self-report serious illnesses and
deaths that may have been caused by their duodenoscopes. After inspecting manufacturers’ files
in 2015, FDA found that both companies had substandard MDR reporting practices. Pentax failed
to “adequately develop, maintain, and implement written MDR procedures” or “internal systems
that provide for timely and effective identification, communication, and evaluation of events that
may be subject to MDR requirements.”® Meanwhile, Fujifilm lacked procedures for “receiving,
reviewing, and evaluating complaints.”

These failures may well explain why neither Fujifilm nor Pentax appears to have filed a single
adverse event report related to antibiotic-resistant infections and closed-channel duodenoscopes
with FDA for any incidents in any foreign country until the fall of 2015 despite the regulatory
requirement to report adverse events that occur anywhere in the world for any device sold in the
United States.** The Americas are only about 36 percent of Pentax’s business worldwide with 15
percent in the Asia Pacific region, 49 percent in Europe, the Middle East, and Africa, and less than
one percent in Japan.® Fifty percent of Fujifilm duodenoscopes are sold in Europe, 22 percent in
Asia, and 18 percent in Latin and South America.®® Since Pentax and Fujifilm scopes were
collectively linked to six outbreaks domestically by Spring 2015, it is hard to imagine that no
infections during this time were connected to the more than 90 percent of Fujifilm scopes in use
outside of North America and more than 64 percent of Pentax duodenoscopes used outside of
North and South America.

Overall, FDA inspections documented that all three duodenoscope manufacturers put patients’
lives in jeopardy by failing to meet their obligations at each step of the regulatory process. The
manufacturers failed to seek FDA clearance for their modified devices when they changed to the
closed-channel design. When confronted with evidence that the design of closed-channel
duodenoscopes was contributing to the spread of infections across the United States and
worldwide, the duodenoscope manufacturers did not take adequate action to alert device users or
regulators, allowing its device to spread superbug and other serious infections among ERCP
patients for years.

Custom Ultrasonics’ automated endoscope reprocessors likely
contributed to patient infections.

On November 13, 2015, FDA took the unusual step of issuing a mandatory recall of all of the
approximately 2,800 Custom Ultrasonics AERs in hospitals and clinics across the United States.
FDA is so concerned about Custom Ultrasonics AERs’ ability to perform as marketed that the
agency deemed a mandatory recall necessary to protect the public’s health, and has recommended
that hospitals using Custom Ultrasonics AERs switch to alternative methods of HLD.%’
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HELP Committee staff has been able to confirm that Custom
Ultrasonics machines were used by at least nine out of 16
domestic hospitals that experienced infections after ERCP
procedures accounting for about 141 patient infections at:

e UPMC Presbyterian Hospital, Pittsburgh, PA

e NYP/Weill Cornell Medical Center, New York City, NY
e UMass Memorial Hospital, Worchester, MA

e Advocate Lutheran General Hospital, Park Ridge, IL

e Hartford Hospital, Hartford, CT

Massachusetts General Hospital, Boston, MA

UCLA Medical Center, Los Angeles, CA

Carolinas Medical Center, Charlotte, NC

Thomas Jefferson University Hospital, Philadelphia, PA

Picture from www.customultrasonics.com

Considering that only about ten to 20 percent of the AERs used in American hospitals are Custom
Ultrasonics AERs, it appears the defective machines played a significant role in allowing the
duodenoscopes to remain contaminated between uses.

However, it is also clear that duodenoscope-linked infections cannot be solely attributed to Custom
Ultrasonics machines. Erasmus Medical Center, Virginia Mason Hospital, Froedtert Hospital, and
Advocate Good Samaritan Hospital all experienced contaminated duodenoscopes while using
other brands of AER machines. Additionally, UPMC, which used Custom Ultrasonics machines,
took the unusual step of purchasing an Olympus-made AER and demonstrated that their Olympus
closed-channel duodenoscope remained contaminated even after cleaning it in Olympus’ own
AER.

Similar to washing machines, AERs flush liquid chemicals through scopes to destroy lingering
contaminants after the device is hand cleaned with small brushes in order to achieve HLD. If an
AER is not working correctly, it may not completely disinfect the scopes. Custom Ultrasonics’
AERs do not appear to have consistently provided HLD when used to clean duodenoscopes after
procedures, and the company, like the duodenoscope manufacturers, appears to have repeatedly
abused the expectations of the current regulatory system.

FDA first cleared the Custom Ultrasonics AER for use in 1984 but the company has faced
regulatory challenges dating back to at least 2005.% After FDA inspections in 2005-2007 revealed
that Custom Ultrasonics failed to comply with regulations designed to ensure that devices are
manufactured according to certain standards of quality, Custom Ultrasonics and FDA entered into
a consent decree in 2007 preventing Custom Ultrasonics from manufacturing and distributing any
devices — including AERs.*® Although the company was able to resolve some of the issues and
resume manufacturing five months later, FDA subsequently found Custom Ultrasonics in violation
of the terms of the consent decree at least three separate times since 2008, including failure to seek
510(Kk) clearances for significant changes to its devices.'®

In the spring of 2015, FDA asked for data from all AER manufacturers. In April 2015, an
inspection of the Custom Ultrasonics plant in lvyland, Pennsylvania found Custom Ultrasonics:

> Never validated the compatibility of its AERs with closed-channel models of
duodenoscopes;
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» Did not validate their AERs with specific types of HLD cleaning solutions;

» Did not validate the effectiveness of pre-filters that prevent large particulates and debris
from contaminating devices; and

> Did not sufficiently validate the water filtration system. %t

Ultimately, FDA concluded that Custom Ultrasonics machines could not consistently provide the
adequate margin of safety required by liquid chemical sterilant and HLD-specific guidance.%?

Overall, the investigation found that the current regulatory regime places obligations on device
manufacturers that each of the four manufacturers above repeatedly failed to meet. At each step
of the regulatory process — the determination of whether new device clearances need to be sought,
quality testing that truly proves a device will consistently perform in real world settings, and
prompt and complete reporting of all required adverse events — each of the four device
manufacturers discussed above failed to meet these obligations. These failures are directly
responsible for the spread of antibiotic-resistant infections in already critically ill patients.

Hospitals Were Slow to Report Infections

While this investigation has demonstrated that duodenoscope manufacturers and Custom
Ultrasonics failed to quickly and comprehensively report problems with their devices to FDA, the
investigation has also revealed a similar problem among hospitals. At least 16 domestic hospitals,
primarily large, sophisticated health systems, identified outbreaks of antibiotic-resistant infections
linked to ERCP, but none actually followed all of the required steps to promptly notify
manufacturers or, in cases of death, FDA.

FDA regulations require hospitals to submit an adverse event report to a device manufacturer
within ten working days of becoming aware of information that reasonably suggests that a device
“may have caused or contributed” to a serious injury or death.'%® The hospital is supposed to report
the information to the manufacturer on FDA form 3500A or an approved electronic substitute,
which includes a variety of information about the facility, the patient, and what happened, in order
to help the manufacturer meet their own reporting obligations to FDA.1%

Because they are on the front lines of treating patients, doctors and hospitals are often the first to
recognize device related problems. Health care providers thus play a critical role in alerting
manufacturers and federal regulators to suspected issues. However, conversations between
Senator Murray’s HELP Committee staff and hospital staff, state and local health departments,
and manufacturers have revealed a disconcerting lack of awareness that these reporting obligations
even exist.
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Hospitals did not comply with mandatory requirements to report
iInformation to manufacturers.

As part of this investigation, HELP Committee staff spoke with staff at eight hospitals that had
infections linked to closed-channel duodenoscopes before

or around September 2013 — when FDA first understood It appears that not a single
that some duodenoscopes remained contaminated after hospital that experienced
cleaning according to manufacturers’ instructions. '® infection outbreaks linked to
Thes_e conversations de.mongtrated that NUMErous 4 duodenoscopes sent the
hospitals were able to identify, track, and contain .

superbug and other antibiotic-resistant infections within required qdverse event form
their hospitals, but not a single hospital that experienced 0 the device manufacturers.
infection outbreaks tied to the duodenoscopes appears to

have sent the required adverse event form to the device manufacturers. Several hospitals appear
to have failed entirely to alert the device manufacturer in any way.

Multiple hospitals across the country engaged in exemplary public health work to identify clusters
of antibiotic-resistant infections, isolate the source, and contain the problem. At least 16 hospitals
across the United States were able to identify that they had patients with unusual infections and
trace those infections back to ERCP procedures performed with duodenoscopes. These
investigations were often complicated and sophisticated. For example, Virginia Mason, with the
assistance of the Washington State Department of Health, undertook enhanced surveillance efforts
that identified a cluster of patients infected after ERCP. From that cluster, hospital officials were
able to identify a unique isolate that was then used to trace the infections.

Similarly, UMass Hospital in Worchester, Massachusetts used isolate testing and DNA
fingerprinting to confirm that liver transplant patients were infected with the same strain of
antibiotic-resistant bacteria. Massachusetts General Hospital in Boston and NYP/Weill Cornell
Medical Center in New York City conducted in-depth retrospective analyses that retroactively
linked patient infections with ERCP procedures. It is likely that many hospitals with fewer
resources similarly experienced infections but did not identify or track the infections.

Most hospitals also alerted either their state or local health departments about the infections. States
have varying reporting requirements and not all hospitals are required to report infections to health
department officials, or may be required only to report certain types of infections or infections
impacting a large number of patients.’® Even in cases when reporting was not required, however,
hospitals generally appear to have communicated with their local or state officials about outbreaks.
However, with the exception of Advocate Lutheran General Hospital, and Virginia Mason hospital
which worked with a CDC staffer embedded in the King County Health Department who kept the
agency informed, no hospital directly notified CDC, and there is no federal reporting requirement
for hospitals to do so.

Startlingly, after identifying the source of the outbreaks, none of the eight hospitals entirely
fulfilled their legal obligation to quickly alert manufacturers or FDA to adverse events at their
hospitals traced to devices. Certain hospitals, including UMass, Carolinas Medical Center and
Thomas Jefferson, failed entirely to alert manufacturers to problems, leaving Olympus, Fujifilm,
Pentax, and FDA unaware of the outbreaks of infections potentially caused by contaminated
duodenoscopes. Some hospital staff have explained they did not inform manufacturers, even after
tracing infections back to ERCP procedures, because they could not demonstrate that a particular
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scope harbored contamination, or be entirely certain that a problem with a specific duodenoscope
caused a particular illness or cluster of infections among ERCP patients.

When hospitals did report adverse events, it was generally late, notification was made informally
by phone or email, and reports did not include all of the information necessary for the
manufacturers to submit accurate and complete information to FDA. Olympus relayed that none
of the 12 domestic hospitals with outbreaks linked to Olympus scopes sent the required FDA form
3500A to the manufacturer.

Moreover, UPMC, NYP Weill/Cornell Medical Center, Advocate Lutheran, and Virginia Mason
notified manufacturers of a potential problem months after they were aware of the connection. For
example, by December 2013, Virginia Mason knew that duodenoscopes were contaminated and
spreading antibiotic-resistant infections between patients but did not alert the manufacturer to the
issue until July 2014.1” When a team from Olympus evaluated Virginia Mason’s reprocessing
procedures in the fall of 2013, the hospital never mentioned the infections.’®® Hartford Hospital
reported a patient tested positive for “bacterial micro-organisms” after an “unspecified procedure,”
vague information at best. Olympus followed up but received no response from the hospital.1%®
Pentax MDRs also documented difficulty obtaining information from Massachusetts General
Hospital, receiving no response after multiple requests for information. 1

Overall, not one of the hospitals that had identified infection outbreaks by the time FDA became
aware of the problem in September 2013 notified the manufacturer within the period dictated by
FDA regulation.

Notified
Notified the Notified - - State/Local
Hospital Manufacturer FDA Neodie Not_|f|ed Health
- - CDC Patients
Departments

**

UPMC Presbyterian
Hospital, Late Late No Unk Yes
Pittsburgh, PA

NYP Weill/ Cornell

Medical Center Late Late No Unk Yes
NYC, NY

UMass Memorial

Hospital, No No No Yes Yes

Worchester MA

Advocate Lutheran
General Hospital, Late Yes Yes Yes Yes
Park Ridge IL

Froedtert Hospital,
Milwaukee WI

Virginia Mason Hospital
and Medical Center, Late Late Indirectly Late Late
Seattle WA

Thomas Jefferson
University Hospital, No No No No Yes
Philadelphia, PA

Late Unk No Unk Unk
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Carolinas Medical Center,

Charlotte, NC Unk Unk No Unk Unk

* Required
** May be required depending on the state

Hospitals did not proactively communicate information to federal
agencies.

Hospitals also generally failed to communicate directly with FDA and CDC. Hospitals are
required to report information related deaths (but not serious injury) to FDA no more than ten days
after becoming aware of the incident, and may always submit adverse event reports relaying other
suspected problems to the agency.*! While several hospitals did eventually submit MedWatch
reports to FDA, less than one percent of all the adverse event reports were submitted by hospitals,
suggesting that hospitals are not meeting their obligations to report deaths that devices may have
caused or contributed to.*'? Moreover, hospital staff interviewed by Committee staff almost
universally were unfamiliar with any obligation to report to FDA.

Even the hospitals that did file reports typically failed to provide FDA with a full picture of what
they knew. For example, in its one-paragraph MedWatch report filed March 4, 2013, about five
months after linking infections to duodenoscopes, UPMC reported that the “source of the
[infection] remains undetermined at this time.”**®* The report included neither that UPMC’s
reprocessing procedures had been validated by Olympus nor that the hospital was unable to
decontaminate the duodenoscope after multiple attempts at reprocessing. NYP Weill/Cornell filed
a MedWatch report on October 9, 2013 clearly explaining that the duodenoscopes could not be
reliably cleaned, but filed the report seven months after identifying the duodenoscope elevator as
a source of the infections.!* Virginia Mason also filed a MedWatch report but did so in May
2014, at least five months after connecting patient infections to duodenoscopes.**®> No hospital that
identified clusters of antibiotic-resistant infections linked to closed-channel duodenoscopes
reported those infections to CDC until May 201316

Overall, hospitals’ slow approach left FDA with an inaccurate picture of the frequency and severity
of these events. Reporting by the hospitals as a whole suggests that rather than collaborate to
quickly alert regulators to a potential device problem, hospitals were reluctant to share
unconfirmed information. Hospitals as a whole appear to have believed they had an obligation to
report only what they could demonstrate beyond any doubt. Such narrow reasoning reveals a
misunderstanding about hospital reporting requirements, which are triggered by information that
reasonably suggests a device may have caused or contributed to a death or serious injury.t’
Hospitals’ slow reporting may have had the effect of impairing FDA’s initial understanding of the
number and severity of infections tied to duodenoscopes, and is further evidence of the need to
move beyond self-reporting to identify and address issues posed by medical devices.
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FDA Failed to Recognize the Prevalence of Duodenoscope-
Linked Infections and Respond Quickly

FDA first became aware that closed-channel duodenoscopes could not be reprocessed consistently
to prevent transmission of deadly superbug and other antibiotic-resistant bacteria between patients
in September 2013, after CDC alerted them to infections at Advocate Lutheran General Hospital.
By this point, at least 11 hospitals, including Virginia Mason, had experienced outbreaks linked to
reprocessed duodenoscopes. Because of FDA’s reliance on a passive postmarket surveillance
system, the agency had no way to identify this trend until the issue was directly brought to their
attention.

FDA reviews reports filed by manufacturers and others largely by having staff with clinical
backgrounds read the more than one million adverse event reports submitted every year.}'® As
discussed above, FDA does not flag incomplete reports because the agency expects MDRs to be
filed before all the relevant information is known, and expects manufacturers to supplement the
reports as they learn more. Therefore, it is challenging for reviewers to identify trends that might
involve a relatively low number of incidents. Additionally, because there is no way to measure
how a series of adverse event reports relate to the total number of devices and procedures, the
system provides no way to assess the prevalence of adverse events.

In the spring of 2013 Advocate Lutheran General Hospital contacted CDC about an ongoing CRE
outbreak, the only hospital to proactively contact the agency.''® CDC officials sent to the hospital
in August 2013 were able to trace the infection back to the closed-channel Pentax duodenoscopes
used in ERCPs and confirm that the scopes had been carefully reprocessed by the hospital.'*®* CDC
in turn alerted FDA that duodenoscopes were potentially transmitting bacteria even after being
cleaned in accordance with the manufacturer’s instructions.

At that point, FDA began an investigation into infections transmitted by closed-channel
duodenoscopes. One of FDA’s initial steps was to query their adverse event reporting system to
determine if similar events had been reported elsewhere. When FDA initially queried its adverse
event database after learning from CDC of the infections at Advocate Lutheran, FDA had received
the following information about six outbreaks involving closed-channel duodenoscopes:

1) Erasmus Medical Center, Rotterdam, Netherlands. Notified in May 2012 that 16 patients
had tested positive for Pseudomonas aeruginosa after undergoing an ERCP with an
Olympus duodenoscope, and that an independent investigation was being conducted.!

2) UPMC Presbyterian Hospital, Pittsburgh, PA. Notified in November 2012 that ten to 13
patients may have been infected with CRE after undergoing a procedure with an Olympus
duodenoscope.'?? Also notified that CRE had been found on one of the scopes, and that
the scopes tested positive for Klebsiella pneumonia on two separate occasions after
multiple cultures. In October 2013, an additional report relayed that another scope tested
positive for contamination.'>

3) Clinique de Bercy, Charenton-le-Pont, France. Notified in December 2012 that three
patients were infected with Escherichia coli after undergoing an ERCP performed with an
Olympus duodenoscope. Mentions that the scope is being sent to an independent lab for
testing.1*
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4) Charite-Universitatsmedizin, Berlin, Germany. Notified in April and July 2013, that five
patients at Charite-Universitatsmedizin in Berlin were infected with Klebsiella after
undergoing treatment with an Olympus duodenoscope that had been used earlier on a
patient with the same infection. Two of the five infected patients died.?®

5) NYP/Weill Cornell Medical Center, NYC, NY. Notified in June 2013 that 15 patients at
NYP/WEeill Cornell Medical Center were infected with CRE after undergoing a procedure
with an Olympus duodenoscope and that four different duodenoscopes tested positive for
CRE even after the scopes had undergone HLD. Olympus also reported the hospital was
not using the correct reprocessing procedures.?8

6) Advocate Lutheran General Hospital, Park Ridge, IL. Notified in July 2013 that a patient
had undergone ERCP with a Pentax closed-channel duodenoscope and then developed a
CRE infection. The hospital confirmed that its staff used proper reprocessing procedures,
and that an organism had been found under the elevator on the duodenoscope.?’

Taken together these reports should have provided FDA with considerable information to suggest
cleaned scopes were continuing to spread infection; however, the agency appears to have lost the
report filed describing the 2012 outbreak at UPMC (it is not available in the agency database).
This left FDA without the key information that reported the earliest domestic antibiotic-resistant
infections linked to a correctly reprocessed duodenoscope. It also appears that FDA’s initial search
of their adverse event report database did not identify the foreign adverse event reports that
accounted for half of the incidents reported before September 2013. Accordingly, FDA’s initial
query may have left the agency with information about just one additional instance of closed-
channel duodenoscope linked infections.

By the time FDA started its investigation, outbreaks of antibiotic-resistant infections had likely
already occurred at Thomas Jefferson University, Virginia Mason, Carolinas Medical Center, and
Froedtert hospitals. However, those outbreaks had not yet been reported to the agency, or, in some
cases, to the device manufacturers. FDA appears to have been left with such incomplete
information that it was unable to develop an accurate sense of the frequency and severity of these
outbreaks. This lack of complete information made it difficult for the agency and outside experts
to conclusively determine that mistakes in the cleaning and reprocessing of the duodenoscopes
were not the source of the infections.

Throughout late 2013 and 2014, as the agency became aware of the clusters of infections in
Pennsylvania, Massachusetts, Connecticut, Washington, Illinois, and Wisconsin, and the number
of patients infected with potentially deadly bacteria continued to rise, FDA continued to investigate
and collaborate with CDC and outside experts. FDA had not yet determined whether the infections
occurred because hospitals did not correctly follow manufacturers’ cleaning instructions or
whether the closed-channel duodenoscopes could remain contaminated even after reprocessing
was correctly carried out. FDA had also not yet developed supplemental reprocessing
recommendations to ensure hospitals initiated enhanced cleaning procedures. As a result, FDA
still had not issued any safety communication to alert hospitals to the risk posed by these devices.

In April 2014, FDA sought the validation data from duodenoscope manufacturers to show that
they had properly tested their cleaning instructions to make sure that the data showed the
instructions worked consistently. It was not until September 2014, when an FDA official met
someone involved with the investigation of the outbreak in the Netherlands at a conference, that
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FDA learned of the RIVM report detailing Olympus’ lack of cleaning validation data almost a full
year earlier. As a result, it took an additional year for FDA to receive the data, determine it was
insufficient, and for the manufacturer to develop enhanced cleaning procedures cleared by FDA
in the spring of 2015.

By late 2014, FDA had sufficient information to begin preparing a safety communication for
hospitals. In January 2015, news reports revealed the infections in Seattle as well as more recent
infections at UCLA and Cedar Sinai hospitals in California. On February 4, 2015, Senator Murray
wrote to FDA seeking additional information about the infections, urging the agency to provide
hospitals with safety information and to finalize the guidance for the cleaning of reusable devices
that had been issued as a draft in 2010.128

Following those events, U.S. federal agencies took the following steps in 2015:

e February 19: FDA issues a Safety Communication. FDA warns for the first time that
duodenoscopes may transmit antibiotic-resistant infections between patients “even when
manufacturer reprocessing instructions are followed correctly.” 12

e March: The Department of Justice (DOJ) launches a criminal investigation into
duodenoscope manufacturers. DOJ has since issued subpoenas to Olympus, Fujifilm,
and Pentax as well as several hospitals for information related to duodenoscopes and
antibiotic-resistant infections.

e March 12: CDC issues an interim duodenoscope surveillance protocol. CDC issued
an interim protocol that instructs hospitals about how to culture and quarantine devices to
assess whether their reprocessing procedures and manufacturers cleaning instructions are
working correctly, and to identify contaminated scopes before they are used during
procedures.**°

e March 17: FDA finalizes reprocessing guidance for reusable devices. The finalized
guidance makes clear that FDA expects to see in 510(k) applications underlying data
demonstrating that cleaning instructions actually work for certain reusable devices,
including duodenoscopes.3

e March-May: FDA inspects Olympus, Fujifilm, and Pentax manufacturing plants.
The inspections noted failures to make requisite 510(k) submissions by Olympus and
Fujifilm, failures to maintain adequate MDR reporting systems, and failures to properly
validate cleaning instructions.

e April: FDA inspects Custom Ultrasonics’ facility. Inspectors documented a series of
violations including that the company had insufficient data to show their AERs worked
effectively.

e May 15 and 16: FDA convenes a meeting of the Gastroenterology-Urology Device
Advisory Committee. FDA issues an Executive Summary of the meeting indicating the
agency is aware of at least nine outbreaks of infections linked to closed-channel
duodenoscopes. The Advisory Committee discusses potential options for hospitals to
ensure that devices are consistently cleaned after every procedure, including the culture
and quarantine protocol developed and implemented by Virginia Mason staff.*3?> None of
the three device manufacturers attended the advisory committee meetings.
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e August 4: FDA issues a safety communication for supplemental reprocessing. The
safety communication included four potential supplemental reprocessing measures
including the microbiological culturing method put in place by Virginia Mason, Ethylene
Oxide Sterilization, a liquid chemical sterilant processing system, or repeat HLD. None
of these options are ideal. For example, ethylene oxide sterilization may pose health risks
to hospital staff and microbiological culturing requires a hospital to purchase additional
duodenoscopes.**?

e August 12: FDA issues warning letters to Fujifilm, Pentax, and Olympus. The letters
included requests for the manufacturers to submit 510(k) applications so that FDA can
evaluate the safety of the modification from an open to closed elevator wire channel.*3*

e October 5: FDA orders postmarket surveillance studies. The manufacturers must
answer whether their instructions are sufficient to ensure user adherence, the percent of
scopes that remain contaminated after proper reprocessing, and the factors that contribute
to contamination and what is needed to fully decontaminate the device.!®®

e November 13: FDA issues a mandatory recall of Custom Ultrasonics AERs. FDA
warned that Custom Ultrasonics AERs may not reliably clean devices and recommended
that the hospitals and health facilities using about 2,800 Custom Ultrasonics machines
move as quickly as possible to a different manufacturer’s AERs.1%

e December 31: FDA issues draft “emerging signals” guidance. FDA’s new guidance
explains the agency will now notify the public when it learns about potentially serious
device issues rather than wait until the agency has reached a conclusion about a problem
or formed recommendations.*3’

While FDA has taken a number of actions to address the outbreaks in 2015, the inability to access
information about adverse events independently from hospitals and manufacturers, and the
inability to query data in electronic health records and claims data, stymied FDA’s investigation
and response to the spreading superbug infections and other dangerous illnesses.

Overall, FDA had major gaps in information, or delays in receiving information, which led to an
unacceptably slow response to the spread of deadly infections in ERCP patients. While some of
the responsibility for this failure lies with the agency for losing a key adverse event report and
missing relevant international adverse event reports, without a more robust surveillance system
independent from the reporting of manufacturers and hospitals, it is likely that the same gaps and
delays will occur in other device related investigations.

FDA Needs a More Robust Device Safety Surveillance
System

A passive device surveillance system is ineffective even when
manufacturers and hospitals self-report information about device
safety to FDA.

Even if device manufacturers and hospitals had worked to fulfill their regulatory obligations and
provide FDA with the information they knew about device issues as rapidly and completely as
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possible, FDA’s passive device surveillance system probably would have still taken an
unacceptably long time to identify the extent of the device issues. Assuming an MDR is filed and
contains relevant information, staff reviewers can assess the seriousness of a particular incident,
but are unlikely to make connections or see patterns because MDRs are not linked to the reports
of similar devices from the same or other manufacturers with the same type of adverse event. Even
in the unlikely event that a staff member sees a sufficient number of reports related to particular
device to notice a pattern, FDA reviewers lack a denominator of the total number of times a device
is used, and accordingly, have no way of assessing how frequent or serious issues are relative to
how often a device is used. If a reviewer sees ten MDRs reporting a device failure, it is almost
impossible to know if that is ten out of 100 procedures, ten out of 10,000 procedures, or ten out of
one million.

The current system provides no ability to run data analytics to help identify patterns or to alert
FDA to unusual types of reports. The system as it is currently designed allows FDA only to query
the passive database to pull up all the information it has about a specific device. This is only
useful, however, once FDA suspects there is a problem and specifically runs a search related to
that issue. Even so, FDA queries do not always pull up all the relevant information. Spelling
mistakes and differences in the way that devices are named make searches difficult, and prior to
February 2014, FDA relied on paper rather than electronic submissions.**® Occasionally, as in the
case of the initial Olympus UPMC MDR, paper adverse event reports received by the agency have
been lost.

In contrast to the outdated and ineffective post-market monitoring system for devices, FDA has
moved towards a more modern and effective system for overseeing the postmarket safety and
effectiveness of drugs. The Food and Drug Amendments Act of 2007 (FDAAA) required FDA to
establish a surveillance system that uses electronic health care data to monitor drugs using the
unique product identifier known as an NDC, which is also included on all pharmacy insurance
claims and on Medicaid claims for outpatient drugs prescriptions.’*® In 2009, FDA began to
leverage the data provided by NDCs through the “Sentinel” initiative, which queries multiple
health care data sources, including electronic health records and insurance claims information, to
make links between patient outcomes and specific drugs.**® The NDCs provide the key to making
that link.

A system like Sentinel for devices is critical for two primary reasons. First, it does not rely
exclusively on hospitals or manufacturers to report adverse events against weighty competing
interests, but rather pulls information directly from databases that contain real-time information
from insurance claims and other data that tracks patient care.* This reduces the reliance on
hospitals and manufacturers to self-report which, as this investigation has revealed, can happen
months or even years after the fact and often lack important information. Second, Sentinel
provides FDA with a “denominator” so that FDA can understand the number of adverse incidents
reported in the context of the total number of patients treated.

Although it is not yet fully developed, a pilot “mini-Sentinel” has already substantially improved
FDA'’s postmarket surveillance of drugs. For example, after being alerted to cases of serious
intestinal issues linked to the blood pressure drug Olmesartan, FDA analyzed the data in Sentinel
to assess whether such issues were limited to the particular drug or whether all similar drugs caused
intestinal problems.'*? FDA was able to determine that only Olmesartan was linked to higher rates
of celiac disease, and therefore notify patients of particular issues with a specific drug rather than
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an entire class of drugs.'*® Similarly, after receiving a large number of reports of fatal bleeding
associated with the drug Dabigatran to treat abnormal heart rhythms, FDA used the information in
Sentinel to assess whether the rates of bleeding in Dabigatran patients were in fact higher than the
rates in the clinical trial.}** FDA found that the rates were not significantly different from the
results of the trial or from other similar drugs on the market, which ensured that doctors knew they
could safely continue prescribing Dabigatran.**

A Sentinel-like system can also assist FDA and manufacturers to complete postmarket surveillance
studies of the safety or effectiveness of a device required under section 522 of the Food, Drug, and
Cosmetic Act (section 522 postmarket surveillance studies). Currently, there are few incentives
for clinicians and patients to participate in the studies, and without UDI codes in claims data, it is
difficult for device manufacturers to find ways to link use of their devices to patient outcomes. 48
A Sentinel system would help manufacturers to run more accurate studies quickly to answer
lingering questions around the safety of duodenoscope and AER design. Moreover, a Sentinel
system would allow FDA to run its own queries and investigations without relying on
manufacturers, who have few incentives to complete the studies quickly.

Currently FDA cannot use Sentinel or similar system to perform surveillance on devices because
there is no similar way to track specific devices across different health claims databases. The Food
and Drug Administration Amendments Act of 2007 required FDA to issue regulations to create a
UDI system for medical devices.**” Like the NDCs for drugs, UDIs will be placed on medical
device labels and packages. FDA issued the final rule in September of 2013 which phases in the
UDI requirements over time starting in September 2014 and ending in September of 2020.48

UDIs will be required to be included on MDR reports, which should make it easier for FDA to
query its system to identify reports linked to particular devices. 14° The UDIs, however, unlike
NDCs, are not currently included on insurance claims.>°

A system like Sentinel for surveillance of devices could have prevented
life-threatening infections worldwide.

In September 2013, when FDA first started investigating the design of duodenoscopes, outbreaks
of CRE potentially linked to closed-channel devices had occurred at Thomas Jefferson Hospital,
Virginia Mason, Carolinas Medical Center, and Froedtert Hospital but had not yet been reported
to federal regulators by device manufacturers or hospitals. If FDA had access to UDIs in insurance
claims, it is possible that the agency could have identified those outbreaks for itself at the beginning
of its investigation and potentially moved faster to understand that the design of duodenoscopes
makes them difficult or impossible to reliably clean, developed consensus internally about the
source of the problems, and more promptly taken action to warn patients and hospitals.

Instead, after learning about the reprocessing problems at Advocate Lutheran from CDC, FDA
took more than 17 months to issue its first safety _ _ ) ) )

alert to hospitals and almost two years to provide 68 patient infections in the United
hospitals with additional measures to supplement ~ States may have been prevented if
their reprocessing of duodenoscopes. In the hospitals had been alerted by FDA
intervening months, at least 68 patients in the  o5rier to reprocessina difficulties.
United States and 82 patients worldwide were

infected with superbug and other antibiotic-resistant bacteria. Those infections, along with other
infections that likely occurred but were never identified, could possibly have been prevented if
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hospitals been aware of the reprocessing difficulties known to FDA a year and a half before its
first safety warning about the devices.

In the case of duodenoscopes, FDA was overly cautious and waited to alert the public and hospitals
to the risks posed by duodenoscopes until the agency had finished its investigation and developed
recommendations for supplemental reprocessing procedures. FDA’s release of draft guidance on
December 31, 2015, which explains that the agency will now notify the public about emerging
serious device issues more quickly, is a positive step that will allow the agency, the public, and
hospitals to take action sooner when new device issues arise.

The inability to access adequate information about adverse events independently from hospitals
and manufacturers, and the inability to gather information about devices from insurance claims
data, stymied FDA’s investigation and expedient attention and response to the spreading antibiotic-
resistant infections and other dangerous illness.

Overall, major gaps or delays in receiving information led to an unacceptably slow response from
the FDA to the spread of deadly infections in ERCP patients. Without a more robust surveillance
system independent from the self-interested reporting of manufacturers and hospitals, it is likely
the same gaps and delays will continue to occur with other device related investigations.

Conclusion

Senator Murray’s staff investigation demonstrates that duodenoscopes spread life-threatening
superbug and other antibiotic-resistant infections among patients in a number of hospitals
throughout the United States and Europe in 2013 and 2014. These outbreaks occurred despite the
fact that the manufacturer of 85 percent of the duodenoscopes used in the United States, Olympus,
was aware by early 2012 that its closed-channel duodenoscope could harbor dangerous bacteria
even after repeated and careful cleaning according to instructions.

Multiple hospitals were also aware that duodenoscopes were linked to superbug and other
antibiotic-resistant infections in ERCP patients. Yet none of the three manufacturers of
duodenoscopes sold in the United States — Olympus, Fujifilm, and Pentax — and only one hospital,
ever alerted CDC to the infections. The device manufacturers and most hospitals also largely
failed to meet their legal obligations to provide complete and timely information about serious
patient infections and deaths to manufacturers and/or FDA.

The duodenoscope manufacturers and Custom Ultrasonics, the manufacturer of an AER used to
clean duodenoscopes between uses, failed at every level to meet basic expectations of transparency
and openness and to actively engage with FDA to address contamination issues. This disregard
for the spirit, and sometimes the letter, of the law resulted in potentially preventable serious and
potentially fatal illnesses in hospitals around the world.

As aresult, when FDA first became aware of the outbreak at Advocate Lutheran, the agency lacked
critical pieces of information that would have better allowed its staff to understand the frequency
with which infections were occurring and that duodenoscopes could remain contaminated even
after reprocessing instructions were followed correctly. Throughout 2014, FDA investigated the
infections but did not issue any safety communications to inform hospitals of the risk posed by
even duodenoscopes that are reprocessed according to manufacturers’ instructions and reprocessed
with cleared AERs. While FDA took significant steps in 2015 to alert hospitals to the risks of
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contaminated duodenoscopes, study supplemental cleaning procedures to help ensure the devices
are safe for reuse, require new data from manufacturers to prove that their cleaning instructions
work, recall about 2,800 AERs, and require manufacturers to conduct postmarket surveillance
studies, these steps ought to have been taken months or even a year sooner.

This investigation clearly demonstrates the inability of FDA’s current device surveillance system
to accurately identify the extent of device problems when they occur, which poses an unacceptable
risk to patients. In contrast to the surveillance system for drugs, which increasingly uses unique
identifiers to track drug performance through electronic health records and insurance claims, the
device surveillance system continues to rely almost
In contrast to the surveillance exclusively on the self-reporting and self-regulation of
system for drugs, the device mgr)ufactl_Jre_rs and hqspitals. Had FDA b_een able_ to
surveillance system relies utilize a similar s_urvelllance system to_pull mformat_lon
: about ERCP patient outcomes from insurance claims
almos.t exclusively on the self- and health records data, it is possible that as early as
reporting of manufacturers and  september 2013 the agency would have understood the
hospitals. extent of the threat posed by contaminated closed-
channel duodenoscopes. FDA would have been able to
identify outbreaks in far more facilities than were identified at the time and link those infections
to particular models of duodenoscopes and AERs. As a result, the agency could have completed
its investigation sooner and more quickly issued safety alerts to hospitals.

The failure of FDA’s device surveillance system to rapidly identify and respond to duodenoscope-
related superbug and antibiotic-resistant infections serves as just one example of the fallacy of a
system that is primarily reliant on hospitals and device manufacturers to self-report information to
FDA. This investigation has shown that the expectation for device manufacturers and hospitals,
despite strong competing priorities, to file 501(k) applications for device modifications, adequately
validate devices before they are marketed, and quickly and accurately report potential device-
related injuries and deaths as required by the current system, is ineffective.

The systematic failures identified in this report are, unfortunately, likely not confined solely to
duodenoscopes. Without improved communication for each stakeholder from hospitals to
manufacturers to state and local health departments, to FDA and CDC, and without a
comprehensive postmarket device surveillance system that supplements self-reporting from
hospitals and manufacturers, future device-related safety issues are likely to go undetected for far
too long and with life-threatening consequences.

Recommendations

In order to address the issues raised by this investigation, the HELP Committee minority staff
recommends the following legislative and regulatory changes:

Recommendation #1: Congress should require and promote that unique device identifiers
(UDIs) be included in insurance claims, electronic health records, and device registries.

The investigation demonstrates that FDA’s reliance on self-reporting of adverse events by
manufacturers and hospitals is unworkable and outdated, particularly when contrasted with the
active postmarket surveillance system for drugs. The widespread inclusion of UDIs in medical
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data including claims data, electronic health records, and registries, is an absolutely essential piece
of any fully functional, high-quality device surveillance system. Without widespread adoption of
UDIs in claims and electronic health data, FDA is severely hampered in its ability to move forward
to implement an improved device surveillance system. Congress should require that claims data
include the UDI number associated with medical devices used in procedures in order to ensure
FDA is not caught in the dark when the next medical device is linked to serious illness, injury, or
death.

Recommendation #2: FDA should evaluate whether modifications to the design of closed-
channel duodenoscope are necessary to prevent the spread of infection, and if so, require
manufacturers to rapidly implement any repairs through a phased recall to ensure that
devices used by hospitals are safe for reuse.

This investigation has suggested that closed-channel duodenoscopes may spread infection between
uses even when manufacturers’ instructions are followed correctly and an effective AER is used.
At least three independent evaluators have found that potential design flaws with the Olympus
closed-channel duodenoscope prevent hospitals from reliably cleaning the devices between
procedures. FDA should thoroughly evaluate the design of closed-channel duodenoscopes and
consider immediate implementation of a phased recall to make any repairs or modifications
necessary to ensure effective reprocessing.

Recommendation #3: FDA should update its guidance to clarify when manufacturers are
required to submit a notification to FDA for 510(k) clearance before marketing modified
devices.

In 2011, after becoming concerned about the number of manufacturers that failed to submit a
notification to FDA for 510(k) clearance to account for substantial device modifications, FDA
promulgated new draft guidance to clarify the existing 1997 document, to update the instructions,
and to accommodate new technological advances. That guidance was subsequently withdrawn at
the instruction of Congress in the Food Drug Administration Safety and Innovation Act (FDASIA)
of 2012. The investigation provides renewed evidence of the need for updated guidance for device
modifications.

Consistent with FDASIA, FDA should issue updated guidance that clarifies important terms that
may confuse manufacturers regarding whether a 510(k) clearance is required, and that makes clear
that manufacturers should verify and validate any determinations that safety and effectiveness are
not impacted by a device modification.

Recommendation #4: FDA should move faster to provide information to health care
providers when the agency becomes aware of information suggesting that patient safety
might be compromised by a medical device.

A key finding of the investigation is that it took FDA almost 18 months from the time they learned
of duodenoscope-linked infections to issue a safety communication alerting hospitals and the
public to the risk posed by closed-channel duodenoscopes. Had FDA promptly notified hospitals
earlier that there were potential safety issues with the reprocessing of closed-channel
duodenoscopes, additional cleaning measure could have been adopted more quickly and issues
with AER machines may have been identified more rapidly. Overall, earlier communication might
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have prevented dozens of life-threatening infections including some that have never been
identified.

The HELP Committee minority staff are pleased to note that on December 31 2015, FDA issued
draft guidance to update the agency’s procedures for notifying the public about potential device
safety issues.'®* Rather than wait until the agency has finishes an investigation and reaches a
conclusion, FDA will now alert the public about to emerging safety concerns when the agency
receives new information about serious or widespread public health issues.

Recommendation #5: FDA should have clear authority to deny a 510(k) submission based
upon insufficient reprocessing validation data.

The investigation conclusively demonstrates that relying on reusable device manufacturers to attest
that their reprocessing instructions have been sufficiently tested and will work reliably in real-
world conditions is insufficient. FDA guidance issued in March 2105, “Reprocessing Medical
Devices in Health Care Settings: Validation Methods and Labeling guidance for Industry and Food
and Drug Administration Staff,” provides additional clarity that reprocessing data should be
included with 510(k) submissions for some reusable devices. In order to ensure that manufacturers
submit all the requisite validation data when marketing a new or modified device, Congress should
clarify in statute FDA’s authority to consider a 510(k) submission incomplete and deny marketing
clearance if a reusable device manufacturer fails to provide validation data with the 510(k)
submission.

Recommendation #6: Compliance with MDR reporting requirements should be a
Condition of Participation in Medicare.

The investigation demonstrates that hospitals that performed exemplary public health work to
identify and halt duodenoscope-linked antibiotic-resistant infections often failed to share that
information with device manufacturers and to collaborate effectively with federal regulators.
Hospitals that wish to participate in Medicare must meet certain conditions of participation
specified and laid out in statute and regulation, including certain requirements for infection control
and medical records services. In addition to enforcement efforts by FDA, Centers for Medicare
and Medicaid Services should require that compliance with relevant medical device reporting
requirements be included as a condition of participation in Medicare to ensure that state survey
agencies and accrediting bodies such as the Joint Commission on Hospital Accreditation
specifically examine whether hospitals are filing timely required medical device reports with
hospitals or FDA.

Recommendation #7: Congress should fully fund a National Medical Device Evaluation
System (NMEDS).

Widespread adoption of UDIs is an important step but is just one of many parts of a complete and
robust device evaluation system. FDA must also facilitate a coordinating center to ensure
interoperability between data sources and a governance structure to operate the system. Congress
should provide sufficient funds for the agency to move towards these goals as rapidly as possible.
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Appendix I: Letters

The following are reproductions of the letters Senator Murray
sent to Olympus, Pentax, Fujifilm, and FDA.
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June 8, 2015
Karl Watanabe

President and Chief Financial Officer
Olympus Corporation of the Americas
3500 Corporate Parkway, P.O. Box 610
Center Valley, PA 18034-0610

Dear Mr. Watanabe:

As questions continue to arise regarding your company’s actions to adequately protect
patients treated with your duodenoscopes, I write to seek more information and express my
serious and growing concern. As you are aware, between late 2012 and January 2014, Virginia
Mason hospital in Seattle, Washington experienced an outbreak of deadly carbapenem-resistant
Enterobacteriaceaec (CRE) infections which were subsequently traced to duodenoscopes
manufactured by Olympus. In all, 32 individuals were infected with CRE, an additional 7 people
developed a separate E coli infection, and 18 of those who developed infections later died.”

In addition, multiple cases of CRE infections traced back to Olympus duodenoscopes have
now been confirmed at two other hospitals in 2014, as well as a series of CRE infections
involving an Olympus duodenoscope in Florida in 2009. In all, the Food and Drug
Administration (FDA) confirmed at the recently convened Advisory Committee Meeting of the
Gastroenterology-Urology Devices Panel that there have been at least nine hospital outbreaks of
multidrug-resistant infections traced to duodenoscopes in the United States, and that six of those
outbreaks are traceable to scopes manufactured by Olympus Olympus is reported to have told
health care professionals in February that the company was aware of 95 complaints of infection
in patlents who had undergone procedures with TIF-Q180V, the “closed elevator” duodenoscope
sold since 2010, without Olympus seeking FDA approval or clearance before marketing.?

Overall, FDA has informed me it received 139 separate reports of contamination or infection
related medical device reports, or adverse event reports involving duodenoscopes between 2011
and 2014, including 69 reports affecting 135 patients in 2014 alone.” Ninety-four percent of
these reports were received directly from the manufacturers, which include Olympus (85 percent
market share of duodenoscopes), Fujifilm, and Pentax Medical.’

! Many of the individuals who died suffered from serious illnesses and thus, those deaths may not be the direct result of the CRE
infections.

? FDA Executive Summary, Meeting of the Gastroenterology-Urology Devices Panel of the Medical Devices Advisory
Committee, pp.14-15.

3 Chad Terhune and Melody Petersen, “Scope maker Olympus faces scrutiny over patient deaths, infections™ Los Angeles
Times, March 1, 2015.

4 Response from Thomas A. Kraus, Associate Commissioner for Legislation, Food and Drug Administration to Senator Murray,
May 15, 2015.

°Id.




I have become increasingly concerned by the failure of Olympus to proactively warn patients
and providers in the United States of the potential for infections. It is my understanding that in
November of 2013, at the invitation of officials at Virginia Mason concerned about the CRE
infections at the hospital, an endoscopy support specialist from Olympus spent two days at the
hospital and validated that the hospital was properly cleaning Olympus duodenoscopes between
uses. That review by Olympus staff demonstrated that “endoscope reprocessing procedures at
[the hospital] were above the industry standard, and all technicians performed manual endoscope
cleaning in a manner consistent with manufacturer guidelines.”® Olympus officials subsequently
removed a number of the scopes in use at Virginia Mason for repair.

Thus, as early as November 2013, it appears that Olympus knew or should have known that
even in cases where hospital staff were carefully executing Olympus’ instructions for cleaning,
duodenoscopes continued to be contaminated with CRE and other bacteria. Further, it strongly
suggests that Olympus knew its current cleaning and reprocessing standards were insufficient,
and that use of the company’s duodenoscopes, particularly the TJF-Q180V model sold since
2010 and featuring a “closed elevator,” were placing patients undergoing procedures at risk of
multi-bacteria resistant infections. Moreover, although medical device manufacturers are
required to file reports of possible safety risks within 30 days, press reports suggest that Olympus
did not even file the required Medical Device Report with the FDA in connection with the
Virginia Mason infections until August 2014.” And as recently as February of this year, more
than a year after the Virginia Mason CRE outbreak, I understand that the Olympus manager of
infection control told a meeting of health care professionals that “endoscopes reprocessed
properly pose virtually no risk of patient-borne or environmental organisms.”®

This stands in marked contrast to the actions taken by Olympus in Europe. According to
press reports, as early as January 2013, Olympus is reported to have issued “important safety
advice” to European hospitals instructing staff to use a specific brush supplied by Olympus to
clean duodenoscopes. This action is reported to have been taken following a series of infections
at Erasmus University in Rotterdam in early 2012. Dr. Margreet Vos provided testimony at the
recent FDA Advisory Committee meeting that in 2012 independent reviewers found bacteria
present in reprocessed Olympus scopes.

Again in August 2014, Olympus is reported to have sent a second safety alert to European
hospitals that asked hospital staff to sign and return an acknowledgement that the warning had
been shared with staff. No such alert was sent in this country until February of this year, and the
cleaning brushes apparently sent to European hospitals in early 2013 were not provided to U.S.
hospitals until last month.

These facts build upon my existing concerns regarding Olympus’ 2010 failure to seek
clearance or approval from the FDA prior to marketing TIF-Q180V, the “closed elevator”
duodenoscope at issue in a number of the infections. I find it very troubling that when Olympus

¢ See Kristen A. Wendorf, Megan Kay, et al. “Endoscopic Retrograde Cholangiopancreatography-Associated AmpC Escherichia
coli Outbreak” Infection Control & Hospital Epidemiology, May 2015 p. 8.
7 Peter Eisler, “Reports to Feds on deadly bacteria outbreaks arrived late” USA Today, April 15, 2015.

¥ Chad Terhune and Melody Petersen, “Scope maker Olympus faces scrutiny over patient deaths, infections” Los Angeles Times,
March 1, 2015.




became aware of increased reports of infections linked to the TJF-Q180V, the company appears
not to have taken additional steps to alert health professionals and regulators in the United States
to the risks this particular device posed. Moreover, when asked by the FDA in the spring of
2014 to provide the data that validated that Olympus duodenoscopes could be cleaned of bacteria
within acceptable safety margins using recommended procedures, Olympus (as well as Fujifilm
and Pentax Medical) was unable to do so through two rounds of testing.9 New cleaning guidance
was finally approved by FDA in March 2015.

I find it similarly troubling that Olympus (as well as Fujifilm and Pentax Medical) declined
to participate in the subsequently convened FDA Advisory Committee Meeting on “Effective
Reprocessing of Endoscopes used in Endoscopic Retrograde Cholangiopancreatography (ERCP)
Procedures,” despite manufacturing 85 percent of the scopes used in these procedures. But at the
same time, the company was apparently able to have representatives present at two large
professional conferences in Washington, D.C. that same week.'? Just days before the FDA
Advisory Panel meeting, Olympus announced that the company was reducing its expected
earnings forecast for this year as a result of an ongoing investigation by the Department of
Justice into potential violations of the Anti-Kickback Statute, and last week Olympus announced
that it is under investigation by the United States Attorney for the District of New Jersey relating
to the duodenoscope infections."!

Even with enhanced cleaning procedures adopted earlier this year, these necessary and
important devices must be handled with extreme care to help prevent infections. At the FDA
panel meeting, two-thirds of hospitals reported that scope cultures were positive for organisms
after reprocessing. While representatives of Virginia Mason explained that the hospital has
established a protocol requiring that, after a duodenoscope has been thoroughly cleaned and
reprocessed, it is cultured for bacteria, this process requires a 48-hour waiting period between
uses of a scope, and has required the hospital to purchase additional scopes.12 Yet the hospital
believes it has little alternative to purchasing additional scopes given that they continue to
experience a 3 percent contamination rate."

I am committed to ensuring that the families impacted by these tragic outbreaks in
Washington State and across the country get answers and accountability. In order to better
understand the timeline of events and your company’s response to reports of infections related to
duodenoscopes manufactured by Olympus, including the TJF-160, TJF-Q180V-1 and TJF-
Q180V-2, please provide the following information by June 19, 2015.

9 “FDA Moves to Ensure Scope Safety”, Los Angeles Times, March 15, 2015; Information provided by Dr. Vos to the Advisory
Committee panel indicated that Olympus failed to provide requested information regarding the efficacy of cleaning procedures to
the Dutch National Institute of Public Health and the Environment.

10 Chad Terhune, “Scope maker defends device design” Los Angeles Times, May 19, 2015.

1 Olympus News Release, Recognition of Extraordinary Loss Due to the Investigation by the U.S. Department of Justice Against
Our Subsidiary and Notice of Difference Between Consolidated Earnings Forecast and Actual Results, May 8, 2015; Olympus
Financial Results filing, Consolidated Financial Results for the Fiscal Year Ended March 31, 2015; Chad Terhune and Melody
Petersen “Justice Department investigates scope maker Olympus over superbug outbreaks” Los Angeles Times, May 28, 2015.

12 EDA Executive Summary, Meeting of the Gastroenterology-Urology Devices Panel of the Medical Devices Advisory
Committee p. 15.

13 Kristen A. Wendorf, Megan Kay, et al. “Endoscopic Retrograde Cholangiopancreatography-Associated AmpC Escherichia
coli Outbreak” Infection Control & Hospital Epidemiology, May 2015 p. 8.




1. Copies of all alerts, cleaning guidance, safety advice or warnings provided to any hospital
or regulatory agency, foreign or domestic, mentioning any scope manufactured by
Olympus used in Endoscopic Retrograde Cholangiopancreatography Procedures from
2005-2015.

2. Unredacted copies of all medical device reports or adverse event reports sent by Olympus
to FDA regarding the TJF-Q180V-1 and TJF-Q180V-2 or any other scope used in
Endoscopic Retrograde Cholangiopancreatography Procedures between 2005 and
present.

3. Copies of all documents between 2010 and present that reference or refer to CRE or other
infections and any endoscope, including any duodenoscope, manufactured by Olympus.

Sincerely,

Senator Patty Murray
Ranking Member, HELP Committee

cc: Senator Lamar Alexander, Chairman of the HELP Committee
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June 8, 2015

Masataka Akiyama

President and Chief Executive Officer
Fyjifilm Medical Systems USA, Inc.
419 West Avenue

Stamford, CT 06902

Dear Mr. Akiyama:

As questions continue to arise regarding Fujifilm Medical Systems USA’s (Fujifilm) actions
to adequately protect patients treated with duodenoscopes, I write to seek more information and
express my serious and growing concern. As you are likely aware, between late 2012 and
January 2014 Virginia Mason hospital in Seattle, Washington experienced an outbreak of deadly
carbapenem-resistant Enterobacteriaceae (CRE) infections which were subsequently traced to
duodenoscopes manufactured by Olympus Corporation. In all, 32 individuals were infected with
CRE, an additional 7 people developed a separate E. coli infection, and 18 of those who
developed infections later died.'

Multiple cases of CRE infections traced back to duodenoscopes have now been confirmed at
other hospitals in 2014. In fact, the Food and Drug Administration (FDA) stated at the recently
convened Advisory Committee Meeting of the Gastroenterology-Urology Devices Panel that
there have been at least nine hospital outbreaks of multi-drug resistant infections traced to
duodenoscopes in the United States, including one outbreak of CRE in 2014 traceable to scopes
manufactured by Fujifilm.?

Overall, FDA has informed me that 139 separate reports of contamination or infection-
related medical device reports, or adverse event reports involving duodenoscopes were received
between 2011 and 2014, including 69 reports affecting 135 patients in 2014 alone.® Ninety-four
percent of these reports were received directly from the manufacturers, which include Olympus,
Pentax Medical and your company.*

! Many of the individuals who died suffered from serious illnesses and thus, those deaths may not be the direct result of the CRE
infections.

? FDA Executive Summary, Meeting of the Gastroenterology-Urology Devices Panel of the Medical Devices Advisory
Committee, pp.14-15.

? Response from Thomas A. Kraus, Associate Commissioner for Legislation, Food and Drug Administration to Senator Murray,
May 15, 2015.

*1d.




I have become increasingly concerned by the failure of the three manufacturers to proactively
warn patients and providers of the potential for infections. By September 2013 the Center for
Disease Control and Prevention (CDC) had notified the FDA of the possible connection between
multi-resistant bacteria hospital infections and duodenoscopes even when reprocessed according
to the manufacturer’s instructions.” At approximately the same time, in November of 2013, an
Olympus endoscopy support specialist found that Virginia Mason, which was attempting to
contain a CRE outbreak, was properly reprocessing duodenoscopes stating “endoscope
reprocessing procedures at [the hospital] were above the industry standard, and all technicians
performed manual endoscope cleaning in a manner consistent with manufacturer guidelines.”6
Thus, it appears that duodenoscope manufacturers should have been aware by at least late 2013
of the very real risk of multi-drug resistant infection from procedures using duodenoscopes even
when cleaned according to instructions provided by the manufacturers.

While it has been reported that Fujifilm submitted a timely adverse incident report to the
FDA related to a May 2014 infection linked to a Fujifilm ED 530 XT duodenoscope, when asked
by the FDA in the spring of 2014 to provide the data that validated that Fujifilm’s
duodenoscopes could be cleaned of bacteria within acceptable safety margins using
recommended procedures, Fujifilm (as well as Olympus and Pentax Medical) was apparently
unable to do so through two rounds of submissions. It appears that no updated cleaning guidance
has been issued by Pentax for these scopes. Fujifilm, in addition to Olympus and Pentax
Medical, also declined to participate in the May 14-15, 2015 FDA Advisory Committee Meeting
on “Effective Reprocessing of Endoscopes used in Endoscopic Retrograde
Cholangiopancreatography (ERCP) Procedures™ despite manufacturing the scopes used in these
procedures.

Even with enhanced cleaning procedures and more rigorous validation, it is clear that these
necessary and important devices must be handled with extreme care to help prevent infections.
At the FDA panel meeting, two-thirds of hospitals reported that scope cultures were positive for
organisms after reprocessing.® Representatives of Virginia Mason explained that the hospital has
established a protocol requiring that, after a duodenoscope has been thoroughly cleaned and
reprocessed, it is cultured for bacteria. This process requires a 48-hour waiting period between
uses of a scope, and has required the hospital to purchase additional scopes. Yet the hospital
believes it has little alternative to purchasing additional scopes given that they continue to
experience a 3 percent contamination rate.

I am committed to ensuring that the families impacted by these tragic outbreaks in
Washington state and across the country get answers and accountability. In order to better

5 Response from Thomas A. Kraus, Associate Commissioner for Legislation, Food and Drug Administration to Senator Murray,
May 15, 2015. '

6 See Kristen A. Wendorf, Megan Kay, et al. “Endoscopic Retrograde Cholangiopancreatography-Associated AmpC Escherichia
coli Outbreak” Infection Control & Hospital Epidemiology, May 2015 p. 8.

7 Fujifilm was apparently able to have representatives present at two large professional conferences in Washington, D.C. despite
not attending the FDA Adivsory Panel meeting. See “Scope maker defends device design™ Los Angeles Times, May 19, 2015.

8 FDA Executive Summary, Meeting of the Gastroenterology-Urology Devices Panel of the Medical Devices Advisory
Committee, p. 15.

? Kristen A. Wendorf, Megan Kay, et al. “Endoscopic Retrograde Cholangiopancreatography-Associated AmpC Escherichia coli
Outbreak” Infection Control & Hospital Epidemiology, May 2015 p. 8.




understand the timeline of events Fujifilm’s response to reports of infections related to
duodenoscopes manufactured by Fujifilm, including the ED 530 XT, please provide the
following information by June 19, 2015.

1. Copies of all alerts, cleaning guidance, safety advice or warnings provided to any hospital
or regulatory agency, foreign or domestic, mentioning any scope manufactured by
Fujifilm used in Endoscopic Retrograde Cholangiopancreatography Procedures from
2005-2015.

2. Unredacted copies of all medical device reports or adverse event reports sent by Fujifilm
to FDA regarding the ED 530 XT or any other scope used in Endoscopic Retrograde
Cholangiopancreatography Procedures between 2005 and present.

3. Copies of all documents between 2010 and present that reference or refer to CRE or other
infections and any endoscope, including any duodenoscope, manufactured by Fujifilm
Medical Systems.

Sincerely,

/P -
Senato\"f’atty Murray el
Ranking Member, HELP Committee

cc: Senator Lamar Alexander, Chairman of the HELP Committee
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June 8, 2015

Christopher Burton

President of the Americas Region
Pentax Medical

3 Paragon Drive

Montvale, New Jersey 07645

Dear Mr. Burton:

As questions continue to arise regarding Pentax Medical’s actions to adequately protect
patients treated with duodenoscopes, I write to seek more information and express my serious
and growing concern. As you are likely aware, between late 2012 and January 2014 Virginia
Mason hospital in Seattle, Washington experienced an outbreak of deadly carbapenem-resistant
Enterobacteriaceac (CRE) infections which were subsequently traced to duodenoscopes
manufactured by Olympus Corporation. In all, 32 individuals were infected with CRE, an
additional 7 people developed a separate E. coli infection, and 18 of those who developed
infections later died."

Multiple cases of CRE infections traced back to duodenoscopes have now been confirmed at
two other hospitals in 2014. In fact, the Food and Drug Administration (FDA) stated at the
recently convened Advisory Committee Meeting of the Gastroenterolo gy-Urology Devices Panel
that there have been at least nine hospital outbreaks of multi-drug resistant infections traced to
duodenoscopes in the United States, two of which are traceable to scopes manufactured by
Pentax Medical >

Overall, FDA has informed me that 139 separate reports of contamination or infection-
related medical device reports, or adverse event reports involving duodenoscopes were received
between 2011 and 2014, including 69 reports affecting 135 patients in 2014 alone.” Ninety-four
percent of these reports were received directly from the manufacturers, which include Olympus,
Fujifilm and your company.*

! Many of the individuals who died suffered from serious illnesses and thus, those deaths may not be the direct result of the CRE
infections.

2 FDA Executive Summary, Meeting of the Gastroenterology-Urology Devices Panel of the Medical Devices Advisory
Committee, pp.14-15.

3 Response from Thomas A. Kraus, Associate Commissioner for Legislation, Food and Drug Administration to Senator Murray,
May 15, 2015.

*1d.




I have become increasingly concerned by the failure of the three manufacturers to proactively
warn patients and providers of the potential for infections. As early as January 2013, more than
38 patients were infected with CRE at a hospital near Chicago, Illinois that was linked to
duodenoscopes manufactured by Pentax Medical.> By September 2013 the Center for Disease
Control and Prevention (CDC) had notified the FDA of the possible connection between multi-
resistant bacteria hospital infections and duodenoscopes even when reprocessed according to the
manufacturer’s instructions.® At approximately the same time, in November of 2013, an
Olympus endoscopy support specialist found that Virginia Mason, which was attempting to
contain a CRE outbreak, was properly reprocessing duodenoscopes stating “endoscope
reprocessing procedures at [the hospital] were above the industry standard, and all technicians
performed manual endoscope cleaning in a manner consistent with manufacturer guidelines.”7
Thus, it appears that duodenoscope manufacturers should have been aware by at least late 2013
of the very real risk of multi-drug resistant infection from procedures using duodenoscopes even
when cleaned according to instructions provided by the manufacturers.

I am not aware of that any additional steps were taken by Pentax Medical that may have
alerted health professionals to the risk of infection even when properly cleaned. Moreover, when
asked by the FDA in the spring of 2014 to provide the data that validated that Pentax Medical’s
duodenoscopes could be cleaned of bacteria within acceptable safety margins using
recommended procedures, Pentax (as well as Olympus and Fujifilm) was apparently unable to do
so through two rounds of submissions. It appears that no updated cleaning guidance has been
issued by Pentax for these scopes. Pentax Medical, in addition to Olympus and Fujifilm, also
declined to participate in the May 14-15, 2015 FDA Advisory Committee Meeting on “Effective
Reprocessing of Endoscopes used in Endoscopic Retrograde Cholangiogancreato graphy (ERCP)
Procedures” despite manufacturing the scopes used in these procedures.

Even with enhanced cleaning procedures and more rigorous validation, it is clear that these
necessary and important devices must be handled with extreme care to help prevent infections.
At the FDA panel meeting, two-thirds of hospitals reported that scope cultures were positive for
organisms after reprocessing.9 Representatives of Virginia Mason explained that the hospital has
established a protocol requiring that, after a duodenoscope has been thoroughly cleaned and
reprocessed, it is cultured for bacteria. This process requires a 48-hour waiting period between
uses of a scope, and has required the hospital to purchase additional scopes. Yet the hospital
believes it has little alternative to purchasing additional scopes given that they continue to
experience a 3 percent contamination rate. "’

> “Pentax scope data are sought,” Los Angeles Times, March 31, 2015.

6 Response from Thomas A. Kraus, Associate Commissioner for Legislation, Food and Drug Administration to Senator Murray,
May 15, 2015.

7 See Kristen A. Wendorf, Megan Kay, et al. “Endoscopic Retrograde Cholangiopancreatography-Associated AmpC Escherichia
coli Outbreak” Infection Control & Hospital Epidemiology, May 2015 p. 8.

8 pentax Medical was apparently able to have representatives present at two large professional conferences in Washington, D.C.
despite not attending the FDA Adivsory Panel meeting. See “Scope maker defends device design” Los Angeles Times, May 19,
2015.

® FDA Executive Summary, Meeting of the Gastroenterology-Urology Devices Panel of the Medical Devices Advisory
Committee, p. 15.

10 Kristen A. Wendorf, Megan Kay, et al. “Endoscopic Retrograde Cholangiopancreatography-Associated AmpC Escherichia
coli Outbreak” Infection Control & Hospital Epidemiology, May 2015 p. 8.




I am committed to ensuring that the families impacted by these tragic outbreaks in
Washington state and across the country get answers and accountability. In order to better
understand the timeline of events and Pentax’s response to reports of infections related to
duodenoscopes manufactured by Pentax Medical, including the ED-3490 TK, please provide the
following information by June 19, 2015.

1. Copies of all alerts, cleaning guidance, safety advice or warnings provided to any hospital
or regulatory agency, foreign or domestic, mentioning any scope manufactured by Pentax
Medical used in Endoscopic Retrograde Cholangiopancreatography Procedures from
2005-2015.

2. Unredacted copies of all medical device reports or adverse event reports sent by Pentax
Medical to FDA regarding the ED-3490 TK or any other scope used in Endoscopic
Retrograde Cholangiopancreatography Procedures between 2005 and present.

3. Copies of all documents between 2010 and present that reference or refer to CRE or other

infections and any endoscope, including any duodenoscope, manufactured by Pentax
Medical.

Sincerely,
"R, hanay

Senator Patty Murrayv
Ranking Member, HELP Committee

cc: Senator Lamar Alexander, Chairman of the HELP Committee
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February 3, 2014

The Honorable Margaret Hamburg
Commissioner

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Dear Commissioner Hamburg,

Last week, news reports highlighted a recent cluster of infections caused by carbapenem-
resistant Escherichia coli (CRE), which were linked to the use of contaminated medical devices,
known as duodenoscopes, at a well-known Seattle medical center, Virginia Mason. While
outbreaks of CRE have occurred across the country, world class surveillance and timely
engagement by the hospital and the Washington State and Seattle & King County Departments
of Health identified the cause of this unusual outbreak and worked quickly to minimize its
spread.

CRE infections are serious, with fatality rates as high as 40-50%. In Seattle, at least 32 patients
were infected with CRE via duodenoscope contamination, and though 11 of these patients died,
it remains unclear whether CRE was the cause. Without the rapid and conscientious responses of
Virginia Mason and the state and local health departments, the public health impact could have
been much worse. Other recent outbreaks associated with the use of duodenoscopes occurred in
Pittsburgh and Chicago, with dire consequences.

Due to their complicated and intricate design, duodenoscopes are harder to clean and disinfect
than many reusable medical devices. Yet in Seattle, parallel assessments of duodenoscope
reprocessing procedures by both the Washington State Department of Health and the Centers for
Disease Control (CDC) found that duodenoscopes used by Virginia Mason routinely failed to
pass testing for pathogenic bacteria, despite strict adherence by the hospital staff to the
manufacturer’s labeling. In some cases, cleaning measures recommended by the manufacturer
were insufficient to remove debris and soil, forcing medical staff to adopt more aggressive
cleaning techniques. These findings indicate that — even when providers carefully follow
manufacturers’ labeling regarding cleaning and disinfection of duodenoscopes — contamination
still poses grave risks to patients.

The Food and Drug Administration (FDA) issued a draft guidance in 2011 entitled
“Processing/Reprocessing Medical Devices in Health Care Settings: Validation Methods and
Labeling,” which updated prior guidance on the reprocessing of reusable medical devices. This
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update is an important step forward in addressing antibiotic resistant infections caused by
reprocessed duodenoscopes, bolstering criteria used to evaluate product labeling and
reprocessing procedure validation measures. I appreciate these efforts to improve the safety of
reusable medical devices.

In light of the infections in Seattle and other communities across the country, I am writing to
urge the FDA to finalize this guidance and provide health care professionals with updated best
practices for reusable medical devices as soon as possible. In doing so, FDA should focus on the
unique issues surrounding the reprocessing of complex devices, such as duodenoscopes. The
FDA should also consider whether more robust post-market surveillance, beyond that discussed
in the draft guidance, is appropriate given the nature of these devices and recent outbreaks.

FDA also should work closely with manufacturers of duodenoscopes and other complex reusable
devices to ensure that product labeling reflects the most recent available knowledge regarding
effective reprocessing techniques. Because that process will take some time, FDA also should
consider whether additional safety information should be communicated to providers, patients
and other stakeholders in the meantime.

Your ongoing collaboration with FDA’s sister agency, the CDC, is also critical to ensure a
comprehensive approach to preventing and detecting future outbreaks.

While recognizing that many stakeholders have a part to play in combatting device-borne
infection, the FDA plays a critical role. I urge you to take the steps identified above as soon as

possible.

Sincerely,

R, e

United States Senator

WA 98174-1003
5545
£E: (866) 481-9186

1425) 259-6515
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SRR March 20, 2015

The Honorable Margaret Hamburg
Commissioner

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Dear Commissioner Hamburg,

Thank you for your actions in response to my February 3, 2015, letter regarding “superbug”
infections at Virginia Mason Hospital in Seattle, Washington, and in other facilities around the
country. In that letter, I urged the Food and Drug Administration (FDA) to take several steps in
the wake of these serious outbreaks. The agency’s actions last week represented important
progress. However, in light of the tragic impact these outbreaks have had on patients and
families in my state and nationwide, I write today to seek additional information from the
agency. We must do everything we can to understand how these outbreaks occurred and find out
what more can be done to protect patients.

As you know, it appears that these infections were potentially caused by duodenoscopes cleaned
according to current protocols, but nonetheless harboring carbapenem-resistant
Enterobacteriaceae (CRE) bacteria. In Washington State, at least 32 patients were infected and,
although the cause is not clear, 11 died.

I appreciate that, as requested in my earlier letter, the FDA has issued new guidance to better
ensure the safety of all “reprocessed” medical devices. Specifically, the guidance outlined that
manufacturers of certain types of scopes, including duodenoscopes, are expected to demonstrate
that testing of cleaning protocols and procedures is sufficiently rigorous and then provide
complete testing reports to FDA for review.

In my earlier letter, I also discussed the importance of FDA providing updated safety information
to health care providers and stressed the need to work closely with manufacturers on product
labeling. I appreciate that last Thursday’s guidance also provided updated information for
reprocessing of devices in health care settings. This information will help to ensure that health
care professionals are informed about current best practices.



In addition, I appreciate your collaboration with the Centers for Disease Control and Prevention
(CDC) on a protocol, released last week, that hospitals can use to culture these devices to detect
bacterial contamination — a protocol modeled on the best practices used at Virginia Mason
Hospital in Seattle.

All of these actions are productive steps. However, since I sent my previous letter, new
information has surfaced that heightens my concern about this tragic situation. For example, I
understand that the reprocessing procedures recommended by manufacturers of currently-
marketed duodenoscopes may not have been undertaken and validated in a sufficiently rigorous
manner. There are also reports that one manufacturer failed to seek FDA clearance before
marketing a specific duodenoscope model, although I understand from FDA that there is no
evidence at this time that the lack of clearance is associated with infections. Finally, some public
sources have indicated that FDA received numerous adverse event reports dating back to 2013
related to microbial transmission via reprocessed duodenoscopes. At least 15 of the patients
noted in these adverse event reports may have died from CRE infections.

This additional information raises questions about why updated guidance, including enhanced
cleaning protocols, was not released sooner and the rigor of FDA’s examination of post-market
data to assess the risks of these devices for patients if not adequately cleaned during
reprocessing.

I am glad that you committed to me at the March 10, 2015, Health, Education, Labor and
Pensions (HELP) Committee hearing to undertake a full review of this situation. We must
determine the facts, and only then can we formulate additional steps to minimize the risk to
patients in the future. As part of FDA’s efforts, I request that you provide the following
information to the HELP Committee:

1. FDA’s internal review of the adequacy of reprocessing procedures, including review
of the validation procedures undertaken by manufacturers of all currently-marketed
duodenoscopes, bronchoscopes, endoscopes, and other devices in Appendix E of the
new final guidance entitled “Reprocessing Medical Devices in Health Care Settings:
Validation Methods and Labeling.”

2. Updates regarding FDA’s work with manufacturers of all marketed duodenoscopes
on any necessary revisions to product design and labeling, particularly with regard to
reprocessing procedures.

3. A summary of all adverse event reports from 2011 forward for duodenoscopes,
bronchoscopes, endoscopes, and other devices in Appendix E of the guidance,
including when and how FDA responded to these reports.

4. An assessment of the adequacy of the 510(k) process regarding revisions to product
design and labeling, particularly with regard to reprocessing procedures for
duodenoscopes, bronchoscopes, endoscopes, and other devices in Appendix E.



I understand, as you noted at the hearing, that duodenoscopes are important devices that serve a
critical role in medical care. But as we have seen, insufficient cleaning procedures can create
huge risks and cost lives. We cannot afford to be complacent regarding the danger that CRE
infections, or other “superbugs,” pose. Ilook forward to continuing to work together to improve
reusable device cleaning and monitoring recommendations, and I request that you continue
briefing my staff regularly. I appreciate your prompt response to my questions above and all of
the steps being taken to protect the public from further infections.

Sincerely,

"R, anar
Patty Murray

Ranking Member

Cc: Lamar Alexander, Chairman



Appendix I1: Reports

This appendix includes a report of the results of Dr. Arjo
Loeve’s investigation of the TJF-Q180V closed-channel
duodenoscope involved in the outbreak of antibiotic-resistant
infections at Erasmus Medical Center in the Netherlands. It also
includes the report of the Dutch National Institute for Public
Health and the Environment (RIVM) investigation into the
design and safety of the TJF-Q180V duodenoscope and the
response of Erasmus Medical Center. The translation of this
report from the original Dutch to English is not endorsed or
verified by RIVM.
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1  Background - Contamination 'Scope G-206'

Recently the bacterium Pseudomonas Aeruginosa was found at the Erasmus Medical Center ('Erasmus
MC") in the cavity of the tip of an Olympus video duodenoscope TJF-Q180V (hereinafter referred to as
'Scope G-206', where the number 206 refers to the internal registration number of the related scope
within the Erasmus MC). This bacterium persisted after manual cleansing and mechanical cleaning and
disinfection in the Olympus ETD3 scope disinfector.

In order to locate the cause of the persistence of the detected bacteria, it was decided to extensively
inspect Scope G-206, to take samples at places that are normally within reach. It will then step by step
disassembled and inspected. Sampling will be taken in areas that have become accessible through the
disassembly. Also due to these sampling-and disassembling steps and the subsequent microbiological and
viral investigations (hereinafter referred to as ‘the investigation), it is attempted to discover if the
persistence of the bacteria is caused by:

- Incorrect or insufficient following of the cleaning instructions
- Incorrect or insufficient formulated cleaning instructions

- Insufficient functioning of sealing in Scope G-206

- Other cause(s)

Olympus Nederland and the Erasmus MC have decided together to take care of and to carry out a further
investigation of the contamination of Scope G-206. On April 23, 2012 an investigation team (hereinafter
referred to as 'the investigation team'), consisting of representatives of the Erasmus MC and Olympus, as
well as an independent expert of the Delft University of Technology (‘TU Delft'), has conducted the
investigation at Olympus Nederland B.V., Industrieweg 44, Zoeterwoude, Netherlands.

Investigation Scope 206 — page 5
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2 Purpose and layout of this report

Purpose of this report is to come to an objective determination of the cause / causes of the persistence of
the Pseudomonas Aeruginosa bacterium in Scope G-206.

For this purpose, first a factual record (supported by photos as well as registration and result lists) of the
briefing and execution of the investigationis provided.

Following the findings during the Investigation, the independent expert of the TU Delft has formulated an
opinion concerning the most likely cause / causes of the persistence of the Pseudomonas Aeruginosa
bacterium in Scope G-206.

In this report, the sample reference numbers are given as {0000}

Investigation Scope 206 — page 7
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3 Disclaimer

Photo used in this report were taken by a professional photographer. The photos were corrected visually
regarding color to compensate for deviations by changing light sources and using different cameras.
(Overview and macro photos were made with a Nikon D300s and microscope photos with the connected
camera). Colors may therefore still differ slightly from the actual colors as they would have been observed
under daylight or under daylight lamps. Due to differences in color rendering by different monitors,
printers or kinds of paper, possible deviations could be stronger.

Conclusions regarding observations should in no way be based on shades of color or specific
characteristic, absolute color values based on the utilized photos.

The conclusions, estimations and recommendations as shown in Chapter 6 "Opinion of the independent
expert" are conclusions, estimations en recommendations based on the observed facts during the
investigation, the know-how and experience of the independent expert (Arjo Loeve, see Chapter 4) and
confidential discussions between the independent expert, experienced fellow scientists and Head of the
Department Prof. Dr. Jenny Dankelman in the Biomechanical Engineering Department of the Delft
University of Technology, Faculty 3ME.

Therefore conclusions, estimations en recommendations in Chapter 6 can be seen as an informed expert
opinion, but in no way a formal position of the Delft University of Technology.

The names used to refer to parts of the scope in this report are not necessarily the same as names
commonly used or names used within Olympus. For example: A 'sealing' can also be known as 'bonding'
or a 'cap' can be referred to as 'cover'/'sleeve'/'housing'. In this report, consistent and unambiguous use
of names was taken care of as much as possible.

In case of uncertainty or doubt about which part is identified by a particular name, you will need to
contact the author before drawing conclusions and / or take consequences regarding this report.
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4 Briefing Report

The investigation was conducted on April 23, 2012 at Olympus Nederland B.V., Industrieweg 44,
Zoeterwoude.

At around 10:15 hrs., the investigation team gathered there consisting of:

Name Job Function Organization

Henk Braat Managing Director Olympus Nederland B.V.
Knut Burmester Section Manager Service Engineering  Olympus Europa Holding GMBH
Viktor Tran Production Support Specialist MSD Olympus Europa Holding GMBH
Kees Verdouw Service Engineer Flexible Instruments  QOlympus Nederland B.V.
Marcel Vonk Sales Support Manager CDS Unit Head  Olympus Nederland B.V.
Leo Abel Gastroenterology & Liver Diseases Dept. Erasmus Medical Center
Jolanda Buijs-Hegeman Staff Advisor Medical Devices Erasmus Medical Center
Leo Groenendaal Unit head of Medical Technology Erasmus Medical Center
Johan de Kat Hospital Hygienist Erasmus Medical Center
Annelies Poth Expert Medical Devices Hospital Erasmus Medical Center
Annette Sandijck Hygienist Erasmus Medical Center

Arjo Loeve Researcher Biomechanical Engineering  Delft University of Technology

A number of issues relating to the people present are specifically addressed:

Henk Braat leading the meeting indicates that he will not be present during the investigation.

Arjo Loeve as an independent expert from the TU Delft will take care of reporting, photo / video
shooting for recording, and will observe the process objectively and critically and will manage
when necessary.

Leo Abel will take care of the sampling and will wear latex gloves.

Viktor Tran takes care of the scope disassembly and will wear latex gloves.

Annette Sandijk takes care of the storage of the sample materials.

Johan de Kat will take care of the labeling and packaging of the samples.

Kees Verdouw will provide and operate any auxiliary equipment such as microscopes.

It is discussed what the approach during the investigation will be:

1

Sampling working channels and tip of Scope G-206 with a 3mm diameter cytology brush in order
to determine possible presence of residual patient material. Only those samples will be taken in
the clean room and attendees present will be wearing gloves and masks.

Step-by-step disassembling of Scope G-206. For each disassembly step, the relevant part of the
scope will be visually inspected, photographed and sampled with cytology brushes and / or
swabs. Components of Scope G-206 would also partially or completely be packed for further
investigation (cultures, NACT PCR and viral).

At a later stage components of Scope G-206 will be examined with an electron microscope in
order to determine the presence of possible biofilms.

Investigation Scope 206 — page 11



Investigation Scope 206 — page 12



11:23 hrs.

11:31 hrs.

Preparing the work tables (disinfecting and covering them with a sterile cloth). Those
present in the clean room are wearing protective coats and surgical masks. Leo Abel
samples the scope and wears in addition to the protective coat and the surgical mask, also
sterile gloves and a surgical cap.
Sampling for PCR in a clean room. Present in the clean room are: Leo Abel, Arjo Loeve,
Annelies Poth, Annette Sandijck, Marcel Vonk. The rest of the investigation team observes
from a technical location.
e Sampling the parts below with sterile 3 mm diameter cytology brushes

(after sampling by brushing and/or pigging, each brush is collected in a

new and sterile laboratory jar):

o Air/water channel and instrument channel tip {5379} (Figure 1).

Figure 1: Tip of Scope G-206 and the cytology brush used.

e The cavity under the forceps elevator ("behind the forceps elevator"
according to the sample list) {5388} (Figure 2). It should be noted that it
was impossible to reach behind/below the forceps elevator cytology
brushes since these have a hard tip. Grooves, holes and cracks in that
part of the tip could not be reached

Figure 2: Sampling of the cavity under the forceps elevator.

Investigation Scope 206 — page 13



e Biopsy / instrumentation channel {5396} and biopsy port {5401} (Figure 3).

;

11:40 hrs. The investigation team is located in the technical area. The rest of the investigation will
take place there. It was decided that the Scope G-206 or parts exposed between the
disassembly steps do not need to be cleaned due to the low probability of relevant cross-
contamination (since the search is focused on a very specific bacterium).

11:43 hrs. Viktor makes the first cut in the sealant of cardan rubber, directly behind the steerable tip
of the scope and observes air bubbles in the sealing. He suspects that the sealant was
applied by a third party. Further investigation shows that Erasmus MC does not use a third
party for repairs; this sealant was applied by Olympus Nederland B.V.. Arjo requests to
pause in order to first take photos of the coating, Figure 4. The scope is moved to the
microscope in order to take photos of the tip.

.
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Figure 4: Cutting the sealant of cardan rubber open and microscope photos of the air bubbles
(some of them are open) in the still untouched parts of the sealing. The air bubbles are
indicated with arrows.

Photos of the camera and light source in the tip show:

e brownish scale behind the cover glass of the camera (Figure 5)
e cracks in the sealing of the housing of the tip around the camera (Figure 5)

R e i S

B e e T —

Afdekglas camera met daarachter
bruinige aanslag

Figure 5: Visual inspection camera housing. On the left and right, it is clearly visible that the scale is located behind the glass
covering of the camera. On the right, a vertical arrow points to the tear in de sealing of the housing. Furthermore, on the right
another tear can be seen in de sealing of the camera which is indicated with the diagonal arrow.
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Photos of the cavity in which the forceps elevator moves, made with the microscope and a
small diameter fiberscope, show (Figure 6 en 7):
. scratches and grooves reaching under the forceps elevator,
. whitish scale in the tip housing and also brownish scale on the
metal part where the forceps elevator runs {5412, 5423, 5434}.

Figure 6: Visual inspection of the tip around the forceps elevator. Above: scratches and grooves well below the forceps
elevator; the arrows point to the scratches. Below: whitish and brownish scale (arrow) on the surface where along the forceps
elevator moves.

Figure 7: From left to right: sampling of the space around the forceps elevator with swab; scraping sample of white and brown
scale; overview of work setting, cutting of scalpel point for packaging.
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12:22 hrs. Viktor Viktor removes the sealing with which the hard plastic cap of the cardan part of the
scope is connected. This sealing is packaged as sample {5445}. Then under the adhesion

on the flexible sleeve which covers the steerable part will take place using a swab {5456,
5467% (Figure 8).

Figure 8: Removing and packaging of the sealant between the hard plastic cap of the tip and the cardan rubber of the scope
and (far right) sampling under the cardan rubber.

Viktor removes the hard plastic cap from the tip by cutting it open and prying it loose from
the adhesive layer that glues it to the metal interior of the tip. Waste from cutting the cap
is packaged for further testing {5478} (Figure 9). Then sampling with swabs took place
inside the housing on which the hard plastic cover was glued {5489, 5490} (Figure 9).

Figure 9: (First two photos on the left) Cutting gpen and prying loose of the hard plastic cap on the tip. (Two photos on the right)
Sampling interior under the removed hard plastic cap.

.
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It was attempted twice to reach behind the forceps elevator with a swab for sampling.
However, the limited space does not lend itself for a deep sampling. Therefore superficial
sampling at the rear end of the forceps elevator took place as well as in the forceps
elevator channel {5507, 5516} (Figure 10). Another attempt was made to sample deep
behind the forceps elevator using a cytology brush. This was a bit more successful, but
the space was still too limited for the brush to reach behind the forceps elevator {5521}
(Figure 10).

Figure 10: Sampling behind the forceps elevator with swabs and cytology brush.

Inspection of the forceps elevator hinge under the microscope (Figure 11) showed that
the hinge has relatively speaking a lot of room to maneuver. When the forceps elevator
was moved, a fiber catapulted from this hinge. This fiber was picked up with the point of
a scalpel and packaged for further investigation {5535}.

Tangenlift

Figure 11: Microscope images of the forceps elevator hinge and the fiber that emerged from it. The axial shifting of the
forceps elevator due to room for maneuvering is clearly visible in the two photos. Arrows point to the location of the fiber

12:56 hrs. LUNCH BREAK. All participants leave the technical area and continue with the
investigation only after Arjo was present again.
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13:27 hrs. CONTINUATION. Het investigation team is present again in the technical area. Viktor
removes the cover plate that covers de actuator area of the forceps elevator (Figure 12,
left). The cover plate is packaged for further testing {5609}. Then the propulsion cable of
the forceps elevator is sampled twice with swabs {5542, 5558} (Figure 12, right). What is
immediately noticeable is the fact that all metal surfaces inside the opened actuator area
are covered in brown scale. Further testing is needed to determine if this is the result of
oxidation or something else.

Figure 12: (Left) Verwijdering afdekplaat (rechter piji) van actuator area forceps elevator (linker piji). (Right) Sampling
propulsion cable forceps elevator.

Two swab samples were taken from the deep area in which the lever of the forceps
elevator moves back and forth {5560, 5573} (Figure 13, first three on the left). After
disconnecting and pushing aside the propulsion cable of the forceps elevator (using a
precision screwdriver), the area where the propulsion cable was originally running on was
sampled twice with swabs {5584, 5599} (Figure 13, far right).

Figure 13: (First three photos on the left) Sampling of the deep area in which the lever of the forceps elevator moves back and
forth. (Far right) Sampling under the propulsion cable of the forceps elevator.
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13:54 hrs. Viktor removes the glue from the screw which mounts the forceps elevator on the axis of
the lever, lifting axle. The screw is removed and packaged for further testing {5677}. The
lever with lifting axle forms one single part which is lifted from the actuator area and put
under the microscope (Figure 14). There is an O-ring around the lifting axle that should
create a watertight separation between the actuator area and the patient.

Lever

O-ring Lifting Axle

\oed

Figure 14: From left to right: lifting away of the lever with lifting axle; actuator area from where the lever was
removed; lever with lifting axle and O-ring photographed from the side that was in the actuator area; lever with
lifting axle and O-ring photographed from the side of the lifting axle.

The O-ring was mounted on the forceps elevator.

In the far right photo in Figure 14, it can be clearly seen that all surfaces of the lever and
lifting axle that were located in the actuator area, the actuator area-side, was covered
with brown scale. The lifting axle looks clean at the side where the forceps elevator (and
therefore also the patient) was located, the patient-side.

Under the microscope, the lever is sampled twice with swabs at the actuator area-side
{5613, 5620} and twice on the lifting axle that was located in the forceps elevator {5636,
5648} (Figure 15).

Figure 15: Lever with lifting axle and O-ring (dark blue arrow) and the forceps elevator (white arrow).
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Under the microscope the difference between the brown-scaled actuator-side area and the clean-
looking patient-side of the lever with lifting axle is clearly visible again (Figure 16). The O-ring shows
signs of wear and is on the actuator-side area heavily covered with brown scale. On the surface of
the O-ring (where it is wedged in the housing) the brown scale is also prominently present. On the
patient-side of the O-ring is the brown scale still present, but to a lesser extent.

Actuator housing-side

Actuator housing-side

Figure 16: Microscope images of the lever with lifting axle and O-ring. In each of the bottom four
photos, there is an enlargement of the centralpart of the photo on the left.
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Viktor removes de O-ring from the lifting axle. The O-ring is cut into two halves, both of
them are packaged for further testing {5651, 5664} (Figure 17). The forceps elevator and
the lever with lifting axle are also packaged for further testing {5682, 5695}. Finally, a
virological sample is taken from the water suction channel {5706} before the tip of Scope
G-206 is packaged with a sterile bag and the scope in is stored in its case (Figure 17).

Figure 17: From left to right: removing the O-ring; autting the O-ring in half: virological sample from water suction channel;
packaging of Scope G-206.

14:23 Since Viktor and Knut must catch their plane back to Germany, the investigation is
terminated. Therefore it is refrained from sampling of the inside of the scope shaft, the
removal and cutting up of the working channel for further testing, and the sampling of
the inside of the handle of Scope G-206.
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6. Opinion independent expert

Accessibility for brushes
Observations: During the sampling it became repeatedly clear that the tip of Scope G-206 contains
several cracks, corners and spaces that are hard to reach or cannot be reached at all with the 3 mm
diameter cytology brush. In particular:

- the crack under the hinge point of the forceps elevator,

- the crack caused by the axial clearance of the forceps elevator,

- and the area under/behind the curve of the forceps elevator,
proved unreachable for this brush (Figures 2, 10 and 11).
Recommendation: Enlarge in the scope design the space around the mentioned points so that these
can be reached by brushes and / or make sure that the cleaning instructions are such that those points
are cleaned thoroughly in the current scope in one way or another. Validate that the customized designs
and / or instructions actually result in sound cleaning.

Quality of sealing
Observations: The sealing in and around the tip were found to show abnormalities that could result in
potential leakage. Specific observations:
- air bubbles, some of them open, in the adhesion between the hard plastic cap of the tip and the
flexible sleeve over the steerable part of the scope (Figure 4),
- cracks in the sealing around the camera housing (Figure 5),
- Worn looking O-ring which should ensure the sealing around the lifting axle (Figure 12).

The air bubbles in the adhesion and the tear in the sealing can open the door for the appearance of
moisture and micro-organisms. Visualization of the O-ring with a scanning electron microscope. Based on
the images of the O-ring, in particular the rough / powdery texture of the surface and the crack that can
be seen in the electron microscope photo (see Appendix B), it appears that reliable sealing by means of
this O-ring cannot be not guaranteed. This is further supported by the findings as described below under
'Scale found on parts'.

Recommendation: Ensuring regular, strict control of sealing between moments of use. Take care of
regular replacement of the O-ring (it might have performed well over time, but it remains a moving
sealing which requires maintenance). Improve in future scope designs the sealing by creating multiple
barriers or, and this would be preferred, avoid such sealing at all and design a forceps elevator with no
moving parts that run from the patient into a "sterile" area of the instrument.

Scale on parts
Observations: At a number of locations in the tip of Scope G-206, scale was detected:
- brownish scale behind the glass covering of the camera (Figure 5),
- brownish and whitish scale on the edge of the space around the forceps elevator (Figure 6),
- brownish scale on the surfaces in de actuator area (Figure 12),
- brownish scale on the surfaces of the lever at the actuator area-side (Figure 16),
- brownish scale on the O-ring, mainly at the actuator area-side, but also at the patient-side
(Figure 16).

Scale behind the covering glass of the camera implies that this area was not properly sealed, so that
growth of micro-organisms, scale from residual liquids or deterioration of a possible coating occurred.

Scale on the edge of the area around the forceps elevator should be investigated further before arriving at
any conclusions. This could be oxidation, but in case of a contamination it could also indicate insufficient /
incorrect cleaning by the Erasmus MC, since this location is well and easily accessible.

The brownish scale on the surfaces in de actuator area, the actuator area-side of the lever and the O- ring
is so consistent and evenly distributed that it is highly unlikely that this oxidation is caused by, for
example, skin contact during assembling. It is more likely that somewhere from the shaft or the tip of the
endoscope moisture and / or biological material has entered the actuator area and lingered and / or
augmented.
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The fact that the brownish scale of the O-ring can be seen on each side of the O-ring (area actuator-side
and patient-side) suggests that this scale around and on the O-ring has migrated from one side to the
other. It is therefore very likely that this O-ring has not done its job. Furthermore, it appears that also the
the size of the cracks between the forceps elevator and the housing as well as between the lifting axle
and the housing are too small to be able to be brushed (and perhaps also to be rinsed) and too large to
be inaccessible for liquids and / or biological materials.

Experience with O-ring-sealing on this scale shows that less than 0.01lmm deviation from the ideal
clearance can already cause leakage. More scale could therefore increase the chance of leakage or scale
can be caused by leakage. During the axial back and forth movement of the lifting axle, the O-ring could
make axially rolling movements, which could cause moisture and / or organic material to enter between
the O-ring and the lifting axle. With each further movement of the lifting axle, moisture and / or organic
material could migrate further from the actuator housing- side to the patient-side or vice versa.

Recommendation: Find out what the scale behind the glass covering of the camera is, measure the
quality of the sealing and correct when necessary. Review the cleaning process critically in order to trace
how the scale in the forceps elevator channel on an easily accessible location could linger and stay
unnoticed.

Improve the sealing of the actuator area or avoid in future designs the use of such sealing. Check the
existing sealing in all existing scopes and ensure an objective, critical, quantitative measuring of the
sealing quality.

Cultures

Observations: Culture results are shown in Appendix A, Table A.2. Only the cultures (specific as well as
generic) of the hard plastic cap of the tip provided positive culture results. Since the exterior of the cap
has been cleaned repeatedly, can be accessed easily, has been dry for a long time, (the detected
bacterium normally does not thrive on dry surfaces), it is therefore highly likely that the bacterium was
located on the inside of the cap. This finding also fits the observations made regarding the quality of the
sealing.

The fact that there were no positive culture results at other points does not mean that none were there.
The inaccessibility of many places on the tip, the limitations of the sampling with swabs and the fact that
biofilms grow more easily on plastics and rubbers than on metals, result in the fact that little can be
concluded based on the negative test results.

Recommendation: Also make a culture of the spare sample of the O-ring {5651}. If possible, conduct a
detailed investigation to exclude the presence of unwanted biomaterials in the actuator area. Since
apparently Pseudomonas Aeruginosa was found inside the tip, it seems prudent to investigate immediately
all scopes worldwide of a similar type. See also recommendations in the 'Quality of Sealing' and in the
'Conclusion' sections.

Conclusion

Observations: All in all, it seems that this scope has suffered badly from usage, possible insufficient
quality of sealing, inadequate maintenance and lack of critical mechanical control. The very small cracks
and spaces in the forceps elevator channel form a number of locations where lingering and / or increasing
moisture and / or biological materials are quite likely.

It goes without saying that the sealing, actuator area en O-ring require direct and serious attention in all
existing and future scopes similar to Scope G-206.

Recommendation: Increase direct global control and maintenance of similar scopes, revise especially
scopes with degraded sealing, and conduct extensive sampling. Update the cleaning instructions and
conduct strict controls to ensure compliance and acceptable results. Improve the quality of the sealing in
the scope design and minimize the amount of sealing points.

In case during further testing Pseudomonas Aeruginosa or other bacteria/viruses/substances are also
found that should not be present in the actuator area, it is recommended to immediately recall all similar
scopes and/or in parallel to investigate if there could (also) be a leakage trail that does not run via the O-
ring or other sealing.
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Appendix A — Registration numbers and descriptions of cultures

Scope G-206
Table A.1: Sample material and locations and relating reference numbers.
Material / Location Reference number
Air/water channel tip 5379
Behind forceps elevator 5388
Biopsy channel 5396
Biopsy port 5401
Contamination tip, top 5412
Scalpel 1 5423
Scrapings after scalpel 1 5434
Adhesion cap 5445
Swab under adhesion 1 5456
Swab under adhesion 2 5467
Cap 5478
Culture without cap 1 5489
Culture without cap 2 5490
Under forceps elevator after removing cap 1 5507
Under forceps elevator after removing cap 2 5516
Brush under forceps elevator without cap 5521
Scalpel with fiber 5535
Cable forceps elevator tip 1 5542
Cable forceps elevator tip 2 5558
Housing forceps elevator channel for O-ring 1 5560
Housing forceps elevator channel for O-ring 2 5573
Sample under cable intip 1 5584
Sample under cable in tip 2 5599
Cover plate forceps elevator operating housing 5609
Operating forceps elevator patient side 1 5613
Operating forceps elevator patient side 2 5620
Operating forceps elevator instrument side 1 5636
Operating forceps elevator instrument side 2 5648
Half of O-ring 1 5651
Half of O-ring 2 5664
Screw backside forceps elevator 5677
Forceps elevator 5682
Lever 5695
Water suction channel (virological sample) 5706
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Reference number |Lab Number Type Date Result

5379 Handed to Annelies Poth for DNA Investigation

5388 Handed to Annelies Poth for DNA Investigation

5396 Handed to Annelies Poth for DNA Investigation

5401 Handed to Annelies Poth for DNA Investigation

5412 20120072678101 |AERK 2012-04- |negative

5423 20120072674701 |AERK 2012-04- |negative

5434 20120072680001 |AERK 2012-04- |negative

5445 20120072666701 |VIM 2012-04- |negative

5456 20120072681901 |AERK 2012-04- |negative

5467 20120072683501 |VIM 2012-04- |negative

5478 20120072675501 |VIM 2012-04- |VIM pseu, B-DYK-9760
5478 20120072677101 |AERK 2012-04- |E. Faecium, B-DYK-9757
5478 20120072677101 |AERK 2012-04- |VIM pseu, B-DYK-9756
5489 20120072686101 |AERK 2012-04- |negative

5490 20120072688601 |VIM 2012-04- |negative

5507 20120072689401 |AERK 2012-04- |negative

5516 20120072695801 |VIM 2012-04- |negative

5521 Handed to Annelies Poth for DNA Investigation

5535 20120072673901 |AERK 2012-04- |negative

5542 20120072700201 |AERK 2012-04- |negative

5558 20120072705301 |VIM 2012-04- |negative

5560 20120072711701 |AERK 2012-04- |negative

5573 20120072717601 |VIM 2012-04- |negative

5584 20120072729901 |AERK 2012-04- |negative

5599 20120072734401 |VIM 2012-04- |negative

5609 Spare for possible future cultures and / or counter-expertise
5613 20120072737901 |AERK 2012-04- |negative

5620 20120072740801 |VIM 2012-04- |negative

5636 20120072745901 |AERK 2012-04- |negative

5648 20120072750401 |VIM 2012-04- |negative

5651 Spare for possible future cultures and / or counter-expertise
5664 Handed to Annelies Poth for DNA Investigation

5677 Electron microscopy

5682 Electron microscopy

5695 Electron microscopy

5706 6159-E CELK 2012-04- |negative
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Appendix B - Electron microscope photos
The electron microscope photos in this appendix are made with a scanning electron microscope by the

Vossius-institute in Leiden.

Figure B. 1: Photo of the O-ring which clearly shows that the surface of the O-ring is rough and fibrous, contains scale and
was torn at the left bottom.
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Figure B.3: Photos of the surface from the bottom of the sealing between the hard plastic cap of the tip and the cardan
rubber of the scope.
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Appendix C - Contact sheets all photos of the investigation
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National Institute for Public Health and the Environment
Ministry of Health, Welfare and Sport

Advice centre for medical devices and consumer products
e-mail: Adviespunt@RIVM.nl

Disinfection of Olympus TFJ-Q180V ERCP endoscope

Advice requested by:
Advice formulated by:
Verified by:
Date of request: 22 October 2012
Date completed: 30 July 2013
Ad-hoc number: 2012-12

Project number: V/080118/01/AH

Ad-hoc request

The Healthcare Inspectorate (IGZ) asked the National Institute for Public Health and the
Environment (RIVM) to give its opinion in connection with a report from the Erasmus
Medical Centre (EMC) regarding problems when disinfecting the Olympus TFJ-Q180V
flexible endoscope for endoscopic retrograde cholangiopancreaticography (ERCP).

Background

Following an outbreak of Verona integron-encoded metallo-B-lactamase (VIM) positive
Pseudomonas, the EMC conducted an investigation into the possible sources of
contamination. At the beginning of 2012, a source of contamination was found in the
endoscope at hand, under the elevator. The endoscope was then taken out of service.

By order of the EMC, the endoscope was subjected to a destructive examination by the TU
Delft (Delft University of Technology) in April 2012, in the presence of representatives of
the manufacturer and the hospital. The cap of the tip of the endoscope was opened.
Samples were taken from inside the endoscope and examined for the presence of
microorganisms. The resistant Pseudomonas stem was found in one place (sampling point
5478, denoted as “Cap”).

The report on this investigation was sent to the manufacturer for comments and the
manufacturer responded. As the conclusions of the report and the response from the
manufacturer are contradictory, the 1GZ was keen to get an opinion from the RIVM.

In March 2013, a meeting was held between 1GZ, EMC and RIVM to discuss and shed light
on the problem.

RECOMMENDATIONS

The construction of the endoscope hinders optimum manual cleaning. The cap on the tip
has been glued on so that it cannot be removed to brush clean the back of the elevator.
The manufacturer acknowledges this and gives directions on how to rinse the back of the
elevator with cleaning fluid during the (pre-)cleaning process and fixing the elevator in an
open position before it is placed in the washer-disinfector. However, it is not evident from
the information provided by the hospital that these details in the user manual were
acknowledged and followed. It is not possible to establish the extent to which these two
factors contributed towards the outbreak of Pseudomonas.

Although the manufacturer was asked expressly to provide information to show that the
recommended cleaning procedure is effective, that the O-ring seal of the elevator is
actually capable of preventing bacteria from getting into the endoscope and that the leak
test, as user test or automatic test in the washer-disinfector, is accurate enough to
establish the integrity of the O-ring seal, such information was not supplied.
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Disinfection of the Olympus TFJ-Q180V flexible ERCP endoscope

Introduction

Endoscopes for endoscopic retrograde cholangiopancreaticography (ERCP) have a so-called
elevator that is used to guide a device in the right direction from the endoscope’s work
channel to, for example, the bile duct. The elevator is served by a wire in the so-called
elevator channel. It is usual for the elevator channel of an ERCP endoscope to be
constructed in such a way that it is open on the patient side of the endoscope. This
channel, just like the other channels in the endoscope, becomes dirty when the endoscope
is used and has to be cleaned and disinfected before it is used again. The operating body
of the endoscope is fitted with an access port along which the elevator channel can be
flushed to clean and disinfect it internally. However, this is complicated by the fact that the
channel is very narrow and is also largely filled with the wire that operates the elevator.
Due to this narrow passageway, relatively high pressure has to be used, which still results
in a very restricted flow.

The Olympus TFJ-Q180V endoscope in question is special, because the elevator channel is
completely closed, so the inside of the channel does not, in principle, become
contaminated during use and need not therefore be cleaned and disinfected.

However, important questions which must be posed here are:

- Is the construction of the seal at the tip effective enough to keep out even
microscopically small contamination?

- Is it possible to clean and disinfect the external part (in this case the elevator) well?

The EMC investigation also reveals that the construction of the tip makes effective cleaning
difficult. For instance, the cap that covers the tip of the endoscope during use is glued on
so that it cannot be removed to provide better access to the elevator below for brushing.

EMC also makes use of other types of ERCP endoscope, the cap of which can be removed.
No positive cultures were found with these endoscopes.

The report from the TU Delft and the manufacturer’s response to this report led to further
questions being posed to both the manufacturer and the hospital. The questions, the
answers and our opinion can be found in annex 1 and annex 2 respectively. Also, on 18
March 2013, a visit was made to the EMC, where IGZ staff and the authors of this report
discussed the matter with hospital representatives. A visit was also made to the cleaning
and disinfection department.

Findings

1. In its response to the report from the TU Delft (see document ‘Views on Report on
Scope G-206' of 7 September 2012), the manufacturer emphatically draws attention to the
cleaning instructions and repeatedly expresses doubts as to whether the hospital actually
carried out the prescribed cleaning and disinfection procedures. From the information
provided by the hospital, we can conclude that the manufacturer’s cleaning instructions
were partly followed by the hospital. The manufacturer's manual describes the manual
cleaning of the endoscope. With respect to the elevator, Chapter 3 of the manual (pages
25-39) describes and illustrates with drawings how the elevator should be brushed. On
page 45 of Chapter 3 it also states, independently of the other steps in cleaning the
elevator, that the back of the elevator must be rinsed. This must be done by injecting
cleaning fluid into the space behind the elevator by means of a syringe. A drawing of this
has also been enclosed by way of illustration (see figure 1). The hospital stated that it
followed the instructions described on pages 36-39 (see letter from the EMC to RIVM
dated 29 March 2013).

2. The manufacturer also has available an abridged version of the cleaning instructions.
This only mentions brushing the elevator, but not injecting the back. This document
contains a clear warning that it is not complete and refers users to the user manual for full
instructions. The status of the document is unclear.

3. With regard to mechanical cleaning, the manufacturer specifies that the endoscope must
first be cleaned in accordance with the instructions in Chapter 3 of the manual. The
manufacturer also states that one must check that the endoscope washer-disinfector

is suitable for this endoscope. EMC uses Olympus ETD3 washer-disinfectors for the
mechanical cleaning and disinfection. According to the manufacturer, these machines are
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suitable for cleaning and disinfecting the TIF-Q180V endoscope. Finally, it is stated that
the elevator must be fixed at an angle of 45° prior to mechanical cleaning and disinfection.
This aspect is not mentioned in the hospital’s work instructions for the mechanical cleaning
of the endoscopes (document *Disinfection of flexible endoscopes, Mechanical cleaning and
disinfection in the disinfector’).

Cleaning fluid
Syringe
Elevator
Figure 1

4. The manufacturer provided a test report in which the validation of the manual cleaning
and disinfection of the elevator is described (see Annex 1, point 8). However, the quality
of the investigation left so much to be desired that it is not possible to support the
conclusion drawn by the manufacturer, namely that the cleaning and disinfection
procedure for the elevator is effective. Apparently, the manufacturer also failed to examine
the efficacy of the procedure used by the hospital, consisting of a manual pre-clean
followed by mechanical cleaning and disinfection. This procedure is the standard working
method in the Netherlands, as prescribed by both the Werkgroep Infectie Preventie (WIP)
and the Stuurgroep Flexibele Endoscopen Reiniging en Disinfectie (SFERD).

5. The manufacturer does not respond to the comments from the TU Delft examiner
regarding the construction of the tip of the endoscope and the elevator which makes it
impossible to brush the back and sides of the elevator effectively. The manufacturer
refers to the previously mentioned validation report on the cleaning and disinfection.

6. Nor does the manufacturer discuss in a substantive way the comments made by TU
Delft on the construction of the O-ring seal of the axis of the elevator. It is essential that
this O-ring seal functions properly if contamination of the inside of the endoscope is to be
prevented. During the meeting on 18 March 2013, the EMC technicians expressed their
thoughts regarding the fact that no maintenance was prescribed for the O-ring.

7. The failure of the O-ring is mentioned in the manufacturer’s risk analysis. As
management measures, the manufacturer refers to durability tests which are carried out
and the leak test that must be performed every time the endoscope is used. In the
durability tests, the elevator is moved up and down a few thousand times, in stages, and a
leak test is carried out after every stage in order to establish the integrity of the O-ring.
However, three factors are not taken into account in the durability tests. Firstly, the
overpressure to which the endoscope is exposed during normal use and which can aid the
ingress of contamination along the O-ring. Secondly, the endoscope is not cleaned and
disinfected during the test. It cannot be ruled out that the O-ring is adversely affected by
the cleaning and disinfection process and deteriorates in quality as a result. This is
analogous to the damage caused to rubber parts in the ETD3 washer-disinfector in the
course of time. It is possible that this results, in practice, in a shorter life span than can be
assumed on the basis of the durability tests. Thirdly, there is the time factor. O-rings age,
so their elasticity decreases in the course of time.

8. All in all, the manufacturer states that the leak test is the method by means of which
the user must determine the integrity of the O-ring seal, based on the assumption that the
O-ring is in order if the leak test is satisfactory. The manufacturer does not give a
substantive answer to our question regarding the degree of evidence that the leak test is
suitable for demonstrating that the O-ring seal is tight enough to keep out bacteria too.
The manufacturer adopts the stance that air molecules are smaller than bacteria and,
consequently, that bacteria cannot pass through if there is no air leak. There are two
arguments against this. Firstly, the manufacturer is ignoring the fact that the leakage of
air only becomes visible to the user when the air bubbles have reached a certain size and
that not every leak will therefore be visible in the leak test. Also, the leak test in the
washer-disinfector is conducted as an instrumental method, whereby the
absence/presence of leaks is checked on the basis of the fall in pressure in the endoscope
in a certain period. The manufacturer of the endoscope must state what fall in pressure
can be considered acceptable. The manufacturer fails to do this, however. Secondly, the
end of the endoscope must be moved (so-called wagging) during the leak test, in
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accordance with the manufacturer’s instructions. This makes it easier to see any small
cracks in the cardan rubber. Analogous to this, it is advisable with the endoscope in
question to move the elevator up and down during the leak test. As a result, the interfaces
between the axis of the elevator and the O-ring will move in relation to one another and
possible leakages will be more easily visible as a result. The endoscope manual provides
no instructions about this, however.

9. During the examination of the endoscope by the TU Delft, corrosion was observed on
the internal parts of the endoscope. However, this does not necessarily mean that the O-
ring in the seal of the elevator functioned badly and contributed towards the infections
with VIM positive Pseudomonas. This is because the maintenance history of the endoscope
reveals that the endoscope had been repaired twice due to a leaking cardan rubber. It
cannot be ruled out that fluid penetrated the endoscope during these leakages, resulting in
the observed corrosion of the metal parts.

Conclusions - general

The construction of the endoscope hinders optimum manual cleaning. The cap on the tip
has been glued on and cannot therefore be removed to brush clean the back of the
elevator. The manufacturer acknowledges this and provides instructions for rinsing the
back of the elevator with cleaning fluid during cleaning and for fixing the elevator in an
open position before it is placed in the washer-disinfector. It was not evident from the
information provided by the hospital that these instructions had been followed. It is not
possible to establish to what extent the two factors (limitations in the design and the
failure to follow fully the cleaning instructions) contributed towards the outbreak of VIM
positive Pseudomonas.

Patients who undergo an ERCP always run the risk of becoming infected with
Pseudomonas. From the information provided by the hospital, it is evident that, in a
certain period, 36 patients were found to have a Pseudomonas infection. 22 of these
patients had been treated with the TIF-Q180V endoscope.

Conclusions - with respect to the construction of the endoscope

The construction of the endoscope in question deviates in a number of ways from the
‘conventional” ERCP endoscopes (see introduction). An O-ring seal, in principle, prevents
contamination of the elevator channel, so it is no longer necessary to clean and disinfect
this channel. With this construction, the integrity of the O-ring is of vital importance. If the
O-ring leaks, the inside of the endoscope becomes contaminated and the (cross-)infection
of patients cannot be ruled out. The manufacturer must therefore investigate if his design
does actually provide an adequate seal. The manufacturer was asked for the validation
data on the O-ring construction. These were not supplied, so we must conclude that the
construction has not been validated in terms of keeping bacteria out. The durability test
carried out does not provide an alternative to this. In addition, it must be possible for the
user to check the integrity of the seal. The manufacturer assumes that the leak test as
conducted by the user provides enough guarantees for this, but has not investigated this.
It has not been established, namely, that the leak test would detect a leak along the O-
ring large enough to let bacteria through. In addition, the leak test is conducted statically,
in accordance with instructions, whereas it is better, for technical reasons, to move the
elevator when carrying out the leak test.

During the destructive examination of the endoscope, brown discolouration was observed
on the inside. However, it cannot be concluded from this that the O-ring seal had failed, as
was suggested by the examiners, because the maintenance history of the endoscope
reveals that the endoscope had been repaired twice due to leakage. It is therefore also
possible that the observed corrosion resulted from this.

A second detail of the construction is the glued-on cap on the tip of the endoscope. As this
cap cannot be removed, it is not really possible to brush the back of the elevator clean.
The manufacturer takes account of this in the user manual by stating that the back of the
elevator must be rinsed during manual cleaning and that the elevator must be fixed at an
angle of 45° before it is placed in the washer-disinfector.

Conclusions — with respect to the cleaning procedure followed
The hospital partly followed the manufacturer’s instructions when cleaning and disinfecting
the endoscope. The endoscope was cleaned and disinfected mechanically in an Olympus
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ETD3 washer-disinfector, which the manufacturer considers suitable for the endoscope in
question. Before the endoscope was placed in the washer-disinfector, it was cleaned
manually. In doing so, the hospital did not follow all the instructions in the user manual.
The elevator was brushed, but the second step, flushing the back of the elevator with
cleaning solution, was not carried out. There were no specific instructions in the protocol
received that the elevator had to be fixed at an angle of 45° before the endoscope was
placed in the washer-disinfector.

As part of the manual pre-clean, a leak test was conducted. The elevator was not moved
up and down during this test. Nor does the manufacturer prescribe this.
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Annex 1: Manufacturer’s response to RIVM guestions

This Annex is in English to facilitate the communication with the manufacturer.

The response of the manufacturer to the report of TU Delft was studied by RIVM. On a
number of issues clarification was asked from the manufacturer. The RIVM comments, the
responses from the manufacturer and the evaluation of those responses are given below.

1. Comment RIVM: The elevator channel is of a different design than that in other
endoscopes for ERCP. Normally the elevator channel is open at the tip, which allows the
ingress of contamination during use in the patient. To remove the contamination from the
inside of the elevator channel it is fitted with an entry port that allows flushing with
detergent and disinfectant. The elevator channel of the TJF-Q180V endoscope is sealed,
probably with the intention to prevent contamination of the inside of the channel. The pre-
cleaning instructions that we retrieved from the internet clearly state: “The sealed forceps
elevator wire of the TIFQ180V means that the elevator wire channel does not require
flushing and rinsing.” It is unclear at this moment whether flushing the channel is at all
possible, although not required. If it is not possible to flush the channel, this means that
the inside cannot be decontaminated, even when the seal of the channel fails and the
inside of the channel becomes inadvertently contaminated.

The manufacturer responded by stating that sealed cavities do not need to be reprocessed
as they cannot be contaminated as long as the endoscope is in perfect condition. The
manufacturer states that the latter can be verified by performing the leakage test as part
of each reprocessing procedure.

The manufacturer describes that the leakage test is performed by raising the internal
pressure

in the endoscope to ‘approx. 30 kPa’. The manufacturer suggests that this should be
sufficient as the external pressure during clinical use is only 3 kPa.

Evaluation

The manufacturer does however not consider:

-That during use in the patient the elevator is raised and lowered, which causes the seal
to be challenged under dynamic conditions, when rotational forces and axial forces are
applied, which may aid the ingress of contaminants past the seal,

- The fact that during leakage testing the pressure to the seal is applied from the
opposite side compared to the use situation. The test may not be suitable for all
possible seal failure modes.

2. RIVM request: The risk analyses for the TIF-Q180V endoscope, especially the risk
analyses of the possible failure modes of the seals in relation to the consequent
contamination of the elevator channel and subsequent cross infection between patients.
The manufacture has provided a part of the risk analysis in which he recognizes three
hazards:

- A water seal gets damaged during a procedure, and contaminants invade into the
device. A reprocessing operator does not notice the leak, the device is used in the next
procedure, and it results in patient infection.

- A water seal gets damaged due to the broken O-ring during a procedure, and
contaminants invade into the device. A reprocessing operator does not notice the leak,
etc.

- A water seal gets damaged due to the broken O-ring during a procedure, and
contaminants invade into the device. A bubble did not emerge during the leak test, etc.
These hazards are mitigated by the instruction to the user to perform a leakage test as
described in the user manual.

Evaluation

Two documents containing reprocessing instructions could be retrieved from the internet.
The first document is a single sheet, titled ‘Pre-cleaning your TJF-Q180V'. This instruction
sheet, albeit in a different format, has also been sent to the users of the TIF-Q180V
endoscope in the Netherlands, as part of the Field Safety Notice of January 2013. The
sheet does not mention the performance of a leak test.

The second 14 page document is titled ‘OnTrack Reprocessing In-Service/Competency for
JF/TIF Endoscopes’. The instructions state that a, non-specified, leakage tester should be
connected to the endoscope and the endoscope should be inflated. The inflated endoscope
should be immersed in water completely. The user should ‘observe’ for 30 seconds while
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angulation the bending section. No instruction is given to raise and lower the elevator,
which means that the elevator axle seal is only challenged under static conditions, rather
than the more realistic dynamic conditions. See also response to point 6 regarding the use
of automated procedures in the Netherlands.

The IFU of the endoscope prescribes that the distal end of the endoscope shall be moved
during leak testing. It is however not prescribed that the elevator shall be raised and
lowered to ensure that the O-ring seal is challenged under dynamic conditions.

3. RIVM request: The validation of the design of the seals of the elevator wire channel; the
establishment of the mean time between failures of the seals and how this impacts the
maintenance schedule for this type of endoscope.

The manufacture states that the mean time between failures is not established. Failure of
the seal should be detected during leakage testing.

Data are provided that show that the performed durability test in which the elevator is
repeatedly raised (up to 18000 times) gives no detectable leakage.

Evaluation

The manufacturer again presumes that the leakage test can demonstrate the capability of
the elevator axle seal to prevent the ingress of contamination. However, no information
has been provided that demonstrates that this presumption is valid. Moreover, the
durability tests have not been performed under actual use conditions. The presence of
body fluids and contamination during the operation of the endoscope, the subsequent
cleaning and disinfection and general ageing could influence the outcome of the durability
testing.

4, RIVM request: The validation of the design of the seals of the elevator wire channel; the
ability of the seal to prevent the ingress of bacteria into the sealed area under movement
of the elevator lever, both in radial and axial direction, for the duration of the planned
maintenance interval or the expected number of uses of the endoscope.

Evaluation
The manufacturer has not responded to this request.

5. RIVM request: Validity of the leakage test; The data that demonstrates that a leak in
the seals on a microscopic level, that is a leak that is very small, but nevertheless allows
the passage of bacteria into the sealed area of the scope and back, will be detected by leak
testing as described in the user manual. The leak test has been identified as an important,
and apparent only, mitigation to the risks of a leaking seal in the endoscope (see 2). The
leak test is also used as the pass/fail criterion in the durability study (see 3). It should
therefore be demonstrated that the leak test is actually suitable to detect failures of the
seal that will allow the ingress of microorganisms into the endoscope during use.

The manufacturer responded by pointing out that air molecules are smaller than bacteria.
“Therefore, if the air cannot pass through the seal, the bacteria can also not penetrate the
seal.”

Evaluation

The leakage test procedure described by the manufacturer relies on visual observation by
the person performing the test. No information has been provided to demonstrate that a
leakage that will allow the passing of bacteria will be detectable by visual observation.
Visibility also depends on the abilities of the observer.

The manufacturer should provide information that demonstrates this principle, because the
formation of visible air bubbles does depend on several factors such as surface tension of
the liquid and leak rate.

6. RIVM request: Validity of the leakage test; the allowable leak for this type of endoscope
when tested in accordance with the instructions of the manufacturer.

Evaluation

The leakage test procedure prescribed by the manufacturer is @ manual procedure that
relies on the visual observation by the person performing the test. However, in the
Netherlands it is common that the leakage test is performed in the washer-disinfector as
part of the automatic reprocessing procedure. The washer-disinfector shall give an alarm
when during the automatic leak test the pressure in the endoscope drops more than is
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allowed. According to ISO 15883-4 (standard for washer-disinfectors for flexible
endoscopes) the allowed pressure drop shall be specified by the manufacturer of the
endoscope. It is this information that we requested, but did not receive.

7. RIVM request: Validity of the leakage test; construction drawings of the endoscope
indicating the parts of the endoscope that are pressurized during leak testing.

Evaluation
This information was not received, but we understand that entire inner volume of the
endoscope is pressurized so that all seals are challenged, including the elevator axle seal.

8. RIVM request: The data that demonstrate that the areas of the elevator and its
surroundings as identified by EMC are effectively cleaned and disinfected applying the
reprocessing instructions that are provided by Olympus. The EMC gave comments on the
design of the elevator. The design of the elevator does not facilitate the cleaning of the
back of the elevator and the sides of the elevator. The EMC also commented that the tip of
the endoscope has several cracks, corners and cavities which could not or only with great
difficulty be reached with a cytology brush for sampling. They specifically mention: “The
following areas in particular proved difficult to reach for this brush: - the crack under the
hinge point of the elevator, - the crack caused by the axial play of the elevator, - the space
below/behind the curve of the elevator.”.

The aforementioned instructions for pre-cleaning prescribe that the front and the back of
the elevator shall be brushed, but given the difficulty EMC experienced in sampling these
positions one may question the validity of the brushing instructions.

The manufacturer provided the test report “Cleaning and Disinfection efficacy in
TIFQ180V”, for the manual cleaning and disinfection procedure. The results from this study
were included in the information that was received earlier, but is now complete including
the method used. The test has been performed in June and July of 2008, the report is
signed however on January 21, 2013.

Evaluation

The study is unacceptable as a demonstration of effective cleaning, because it has the
following flaws:

- In the test only the manual cleaning and disinfection is evaluated, not the automated
procedure in an ETD3 washer-disinfector.

-ISO 15883-5 gives in annex I a method to evaluate the combined efficacy of the
cleaning and disinfection process of a flexible endoscope. The required total reduction
factor of the test organism should be at least log 9. This is considerable higher than the
4 log reduction that the manufacturer regards to be sufficient.

-The pass criteria are copied from EN14563:2008, that is the European standard for the
in-vitro testing of disinfectants against mycobacteria. The standard requires that the
efficacy in the test shall be at least 4 Ig. This reduction factor has only meaning for the
in-vitro test method and has no bearing on the required reduction in the practice of
endoscope reprocessing.

-In clause 2 the manufacturer mentions that the cleaning and disinfection will be
performed on seven test devices (samples) and will not be performed on five other test
devices (controls). The results are only shown for five samples and two controls.

-In 7-2 (1) the manufacturer describes the use of a suspension of microorganisms. The
composition of the suspension is not prescribed. Since the complete process, cleaning
plus disinfection is evaluated the suspension should also provide a challenge to the
cleaning process. Annex G of ISO15883-4 indicates that the number of microorganisms
that is left on the device after the cleaning should be established to ensure that
sufficient microorganisms are present to present a challenge to the disinfection stage of
the process. This has not been done.

-7-2 (4) typo, 200 ml instead of 200 pl.

-In 7-2 (6) the manufacturer describes that the inoculated elevator shall be left for 30
minutes at room temperature to fix the microorganisms to the test instrument. No data
have been provided to demonstrate that the microorganisms are indeed fixed.

-7-3 and 7-4 cleaning/disinfection of the elevator wire, despite the fact that this

wire is sealed in this endoscope type. This raises the question whether the test has
actually been performed on a TFJ-Q180V endoscope.

-From 7-5 (1) we learn that the residual contamination that is present after the process
shall be transferred into 200 ml of extraction fluid. Starting with an initial
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contamination of 600 ul the dilution into 200 ml gives an additional reduction of
approx. 2.5 log. It is unclear whether the test results have been corrected for this.
-7-5 (3) the method of incubation of the extraction fluid is not specified; spread plate or

filtration.
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Annex 2: EMC response to questions from RIVM

In its initial reaction to the report from TU Delft, the manufacturer places a strong
emphasis on the importance of following the correct cleaning and disinfection procedure.
In order to find out if the hospital possibly fell short in this respect, IGZ was asked to
request additional information from the hospital. This never happened, however. During
the meeting on 18 March, the authors of this report requested the information orally. On
29 March, further details of the information obtained orally were provided by e-mail. It
concerns the following:

1.

The details of the previous investigation conducted by the EMC, whereby the
bacterium Pseudomonas aeruginosa was found in the tip of the endoscope. We
would like to know the precise location on/in the endoscope where the bacterium
was found and how the samples were taken.

Response from EMC: the contamination was found on the back of the elevator in
the narrow passage between the back of the elevator and the bottom of the
endoscope tip. The sampling was not simple and is described as follows by EMC: “A
culture was made of the underside of the elevator in a sterile environment. First of
all, the elevator in question was moistened with sterile water. Then a number of
fibres were removed from a sterile cotton swab using sterile tweezers. These fibres
were pushed under the space behind the elevator with the aid of the tweezers and
moved backwards and forwards. The fibres were then deposited in a sterile
container and cultured.”

The hospital also stated that the bacterium persisted following manual pre-cleaning
and mechanical processing. We would like to see the details of the manual pre-
cleaning, in particular which parts of the tip of the endoscope were cleaned during
this process and how this was done.

EMC stated that the manual pre-cleaning took place in accordance with the
manufacturer’'s manual, pages 36-39. This section of the manual describes
brushing the elevator.

NB: Apparently, the hospital does not flush the back of the elevator as described
on page 45 of the manual. This is an important step, however, because it is
difficult for the brush to reach the back of the elevator.

The instructions for cleaning and disinfecting the Olympus TJF-Q180V endoscope
as supplied with the endoscope.

EMC enclosed a copy of the manual for the endoscope.

The work instructions for cleaning and disinfecting this endoscope as applied by
the EMC.

Response from EMC: See 1, second point.

The use of the endoscope washer-disinfector is described in the protocol
‘Disinfection of flexible endoscopes, Mechanical cleaning and disinfection in the
disinfector.”

This does not state that the elevator must be fixed at an angle of 45° before being
placed in the washer-disinfector.

During the guided tour of the department, we came across brief work instructions.
There were none for the endoscope in question. These had possibly existed but
had been removed because the scope was no longer in use. Nor is it possible to
trace the work instructions, as the brief work instructions are produced by the
departmental staff themselves and are not controlled documents.

4. Possible work instructions applied by EMC when carrying out a manual leak test.

Response from EMC: the execution of the leak test is described in the protocol
‘Disinfection of flexible endoscopes, Leak tests on the endoscope’ and is carried out
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in accordance with the manufacturer’s instructions. The distal end of the
endoscope is ‘wagged’ here, but the elevator is not moved up and down.

The following details of the endoscope washer-disinfectors in which this endoscope
was cleaned and disinfected, in particular:

a. brand and type

b. the washing process, name of detergent, concentration and temperature

c. the disinfection process, name of disinfectant, concentration and temperature

d. details of the leak test performed by the washer-disinfector, in particular the
size of the leakage permitted.

Response from EMC: The hospital uses the ETD3 washer-disinfectors to clean and
disinfect all endoscopes. The specifications of the leak test performed by the
washer-disinfector were not known. The manufacturer does not state that this leak
test would have been unsuitable for the endoscope in question.

A copy from the list of endoscopes which the manufacturer of the washer-
disinfector states can be cleaned and disinfected effectively, from which it appears
that the TIJFQ180V is on the list.

From RIVM archives: the document ‘Adapters for ETD3 - Compatibilities’ version
08/2011 names the adapters needed to connect the TJF-Q180V endoscope in the
ETD3 washer-disinfector. This implies that the endoscope can be cleaned and
disinfected effectively in the washer-disinfector.
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National Institute for Public Health and the Environment
Ministry of Health, Welfare and Sport

Advice centre for medical devices and consumer products

e-mail: I

Disinfection of Olympus TFJ-Q180V ERCP endoscope
Response from Erasmus MC

Advice requested by: [ EGTGTczczNEIIEG

Advice formulated by:
Verified by:
Date of request: 10 September 2012
Date completed: 14 October 2013
Ad-hoc number: 2013-06

Project number: V/080118/01/AH

Ad-hoc request

The Healthcare Inspectorate (IGZ) asks for comments on the letter dated 10 September
2013 from Doctor B.]. Smit regarding his response to the National Institute for Public
Health and the Environment’s (RIVM) recommendations on disinfecting the Olympus TFJ-
Q180V flexible endoscope (ad-hoc request 2012-12), by 15 October at the latest.

Background

The IGZ asked the RIVM to pass judgement in connection with a report from the Erasmus
Medical Centre regarding the problems when disinfecting the Olympus TF1-Q180V flexible
endoscope for endoscopic retrograde cholangiopancreaticography (ERCP). The I1GZ sent
the recommendations drawn up by the RIVM (ad-hoc request 2012-12) to the Erasmus MC
on 2 August 2013. The Erasmus MC sent a letter to the IGZ on the matter on 10
September 2013.

RECOMMENDATIONS

In these recommendations, the comments from the Erasmus MC on our earlier advice
concerning the problems when disinfecting the Olympus TFJ-Q180V flexible endoscope
(ad-hoc number 2012-12), as expressed in the letter with reference DPZ-10686 of 10
September 2013, are addressed point by point.
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Disinfection of the Olympus TFJ-Q180V flexible ERCP endoscope.
Response from the RIVM to the letter from Erasmus MC dated 10-09-2013,
reference DPZ-10686

From the letter from Erasmus MC dated 10 September 2013:

Conclusion

On the basis of the report from the National Institute for Public Health and the Environment
(RIVM), we conclude that this involves a medical instrument of dubious construction, which has
not yet undergone all the necessary validation studies and which comes with cleaning and
testing instructions for which the same applies. Insofar as we can judge, this means that the
medical instrument in question does not comply with the basic/essential requirements as
referred to in the Medical Device Directive (MEDDEV) and so should not be used in a clinical
setting. In fact, the RIVM report contains all the necessary information to support this
conclusion. We trust that the Healthcare Inspectorate (IGZ) extracts and acknowledges the same
message from the report. It would make things a lot clearer if the RIVM and the IGZ were to
actually put this conclusion into words. The Erasmus MC has a great need for a concrete
conclusion or recommendation from IGZ and RIVM as to whether or not the TJF-Q180V can be
used safely when treating patients at the Erasmus MC.

Response from RIVM: Here, Erasmus MC presents its interpretation of the contents of our
report. We leave it up to IGZ to respond to this as necessary.

From the letter from Erasmus MC dated 10 September 2013:
Factual inaccuracies/ other comments

e General comment: please replace EMC with Erasmus MC
Response from RIVM: It is our custom to write a frequently used term in full the first time
followed immediately by the abbreviation we will subsequently use in brackets; see p.1 under
‘Ad-hoc request’. In any future reports, we will write “Erasmus MC”.

¢ Recommendation on page 1: in our opinion, this block does not contain any advice, but
a summary of the findings. It is incorrectly stated that the Erasmus MC failed to
acknowledge and follow the instructions in the user manual.
Response from RIVM: We must take the information provided by the hospital as our basis;
this is also how we expressed the finding. It was noted that a number of specific directions
from the manufacturer of the TJFQ180V endoscope were missing from the work instructions
provided by the hospital for cleaning and disinfecting flexible endoscopes. No specific work
instructions were received for the endoscope in question.

¢ Page 3, finding 1: It is stated that the instructions were only partially followed. This is
incorrect in our opinion. We always complied with the complete user manual (IFU).
Response from RIVM: It was noted that a number of specific instructions from the
manufacturer of the TJIFQ180V endoscope were missing from the work instructions provided
by the hospital for cleaning and disinfecting flexible endoscopes. No specific work instructions
were received for the endoscope in question.

¢ Page 3, finding 2: The field safety warning (brief guide) from Olympus dated January
2013 was not applied by the Erasmus MC, as the scope had already been out of service
since March 2012. The full user instructions were available in the department.
Response from RIVM: As stated in the report, the complete user manual is decisive here.

e Page 4, finding 3: It is said of ‘the work instructions from the hospital’ (document
Disinfection of flexible endoscopes, Mechanical cleaning and disinfecting in the
disinfector) that these are a general protocol and not a specific protocol for the TJF-
Q180V.

Response from RIVM: During the conversation with Erasmus MC, specific work instructions
for the Olympus TJF-Q180V endoscope were discussed. These proved not to be available,
however. It was said at the time that these work instructions had possibly existed, but had
been removed after the endoscope was taken out of service. It was not certain if specific work
instructions had ever existed. It was said that such specific work instructions were not a
controlled document, but drawn up by the member of staff charged with cleaning and
disinfecting the endoscopes him or herself. In our opinion, such work instructions should be a
controlled document within a good quality system. The RIVM received no work instructions to
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show that the specific directions from the manufacturer were acknowledged and followed, we
base our finding on this.
3
e Page 4, finding 3: You state that the work instructions ‘Disinfection of flexible
endoscopes, Mechanical cleaning and disinfection in the disinfector’ do not describe
fixing the elevator at an angle of 45° prior to mechanical cleaning and disinfection. An
objective fact is that, considering the construction of the elevator, it cannot be fixed as
can e.g. the large and small switch. The elevator is fixed in such a way (in a closed
position) that the area behind it can be cleaned and disinfected mechanically as well as
possible. We suggest removing this sentence.
Response from RIVM: No work instructions were provided which contained directions on how
to position the elevator at an angle of 45° or in any other way prior to the endoscope being
placed in the washer-disinfector. When Erasmus MC realised that the manufacturer’s
instructions could not be followed, they should have discussed this with the supplier. It is
apparent from the information provided that no such feedback was provided. For the time
being, we therefore assume that the instructions in the user manual are valid.
The modification of the manufacturer’s instructions, as described above by Erasmus MC
(fixing the elevator in a closed position), was not mentioned earlier. Restraint must always be
shown when modifying the user manual according to one’s own judgement. In the case in
question, fixing the elevator in a closed position could perhaps result in a diminished flow
through the biopsy channel and hence in less effective cleaning and disinfection.

e Page 4, finding 6: It says here: ‘Nor does the manufacturer discuss in a substantive way
the comments made by TU Delft on the construction of the O-ring seal’ whilst the
findings from the extensive technical investigation, including photographic evidence,
show that there is a significant problem here, with potentially major consequences for
patient safety.

Response from RIVM: correct.

¢ Page 4, finding 7: The fact that Olympus referred to the failure of the O-ring in the risk
analysis creates obligations. Olympus should take additional measures itself in
accordance with the MEDDEYV to prevent this “fault condition”. It is now quite wrongly
left solely to the user to take control measures (leak test) and, alongside the meagre
underpinning of the control measure, Olympus also fails here to provide a substantive
response to the issue of keeping out bacteria.
Response from RIVM: According to the Medical Device Directive (MEDDEY), Annex I, 1.2, the
manufacturer is obliged to eliminate or reduce risks as much as possible, with the solution
first being sought in the design (“inherently safe design and construction”). If this is impossible
or not sufficiently possible, the MEDDEYV gives the manufacturer the option of taking other
measures (e.g. providing the user with specific instructions to carry out checks).

¢ Page 5, conclusions regarding the construction: We have a problem with how the RIVM
formulates its views on finding the brownish deposit on the inside of the mechanism in
the tip. The RIVM stresses emphatically that this was not necessarily caused by a leak,
but fails to repeat that this is definitely one of the possibilities.
This last possibility has potentially major consequences for patient safety and thus for
the use of the equipment. Due to this safety issue, we believe that the explanation that a
leak is the cause of the deposit takes precedence over an alternative, more innocent
explanation, unless this possibility can be rejected with a probability bordering on
certainty by means of a thorough investigation and analysis.
All of this must be seen in the light of the proven causal role of the scope in question in
the transmission of the Pseudomonas aeruginosa bacterium (of the clonal type). Also,
the idea is created that the researchers made a one-sided suggestion on the matter,
which is certainly not the case. We request that you qualify this.
Response from RIVM: The RIVM report looks at the considerations concerning the O-ring
construction and the way in which the condition of the O-ring should be checked for use. In
the report from the TU Delft, the brown deposit is discussed and the only possible cause
given is that the O-ring leaked.
However, the RIVM noted that there was also another possible cause, i.e. a leaking cardan
rubber. For reasons of meticulousness, this was included in the RIVM assessment. The
reason for the corrosion cannot be established with any certainty.
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e Page 11, point 1: This concerns the scope that came out of the disinfector and had
therefore undergone the complete manual and mechanical cleaning and disinfection
process.

Response from RIVM: correct.

e Page 11, point 3. It is true that work instructions for the endoscope in question were no
longer available, as this type of scope had been held in quarantine for more than a year
at the time of your visit to the MDL endoscopy department of the Erasmus MC. The
worK instructions had been removed to avoid confusion.

Response from RIVM: See Page 4, finding 3 above.
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Appendix I11: Communications from Olympus to
Customers in Europe

The following are letters sent by Olympus to customers in
Europe.



January 2013

Important Safety Advice

Safe reprocessing of TJF-Q180V

Dear Olympus Customer

With view to a recently reported case of a contaminated Olympus Video-Duodenoscope TJF-
Q180V, we would like to draw your enhanced attention to the following points:

= Closely observe all instructions from the reprocessing manual for TJF-Q180V
» Pay particular attention to the detailed pre-cleaning instructions, especially for the distal
end and forceps elevator

For your review, please find enclosed a paper safe for quick reference. It should be regarded
as additional information to the reprocessing instructions from the manual.

In addition to the above mentioned points, we would also like to remind you that TJIF-Q180V,
as all Olympus endoscopes, has to undergo detailed preparation and inspection before
patient use. In case you observe any damages or irregularities, do not use the endoscope
and contact Olympus for inspection and repair. Using an endoscope that is not functioning
properly may compromise patient or operator safety and may result in more severe
equipment damage.

For further information on the required steps, please refer to Chapter 3 “Preparation and
Inspection” of the instruction manual of TJIF-Q180V. Additional copies of the instruction
manual or the above mentioned reprocessing manual are available at any time upon request.

We trust the enclosed information will prove helpful, but if you have any questions or would
like to receive additional training on any aspect of the care and maintenance of your
Olympus TJF-Q180V, please contact your local Olympus representative who will be
delighted to make the necessary arrangements.

Yours sincerely,
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REPLY FORM

Olympus Subsidiary/Distributor

[Dept/Attn]

[Street No.]

[ZIP City]

Date
Ref No.
EXT-xxx

Important Safety Advice: Safe reprocessing of TJIF-Q180V

Dear Sirs and Madames,

We herewith confirm the receipt of your customer letter. We will share this information with
the relevant departments.

Name

Hospital

Department

Street

Postal Code/ City
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OLYMPUS

Your Vision, Our Future

TJF TYPE Q180V

Medical Endoscopy

Pre-cleaning your TJF-Q180

The TJF-Q180V has a number of features enabling easier reprocessing. This quick reference guide provides an

overview of the main improvements to the pre-cleaning procedure.

At the light source:
The distal cap of the TJF-Q180V is fixed and is therefore not removed
prior to pre-cleaning

The sealed froceps elevator wire of the TJF-Q180V means that the
elevator wire channel does not require flushing and rinsing

During manual cleaning:

Use one of the recommended brushes to brush the front and rear side
of the forceps elevator

The MAJ-1888 brush can be used for heavy soiling or delayed
reprocessing situations and enables deeper access to the forceps
elevator

The sealed forceps elevator wire of the TJF-Q180V means that the
elevator wire channel does not require flushing and rinsing

Before automated reprocessing:

Set and lock the forceps elevator to 45° before placing the endoscope
into an automated washer disinfector to enable cleaning and
disinfection of both sides of the forceps elevator

This sheet is for quick reference only. For detailed reprocessing instructions, please refer to the TJF-Q180V
reprocessing manual.

Specifications, design and accessories are subject to change without any notice or obligation on the part of the manufacturer.

OLYM PU s OLYMPUS EUROPA HOLDING GMBH
Postbox 10 49 08, 20034 Hamburg, Germany

Wendenstrasse 14-18, 20097 Hamburg, Germany
Phone: +49 (0)40 237 730, Fax: +49 (0)40 230 761
Wwww.olympus-europa.com

QIL 145-0086, 07.01.13
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May X, 2014

URGENT: Field Safety Corrective Action

Attention:

Re: EVIS EXERA [l DUODENOVIDEOSCOPE TJF-Q180V

Dear Customer,

Recently Olympus has received a few complaints of residual debris in the distal end of the
TJF Q180V duodenoscope after reprocessing. Olympus is always very concerned about
patient safety issues including the prevention of cross infection among patients through

endoscopy.

As a result of our complaint investigations, Olympus has determined to revise our
reprocessing instructions and recommends the use of an additional cleaning brush.  The
additional brush is the MAJ 1888. Olympus recommends brushing around the forceps
elevator with the MAJ-1888 brush in addition to the existing MH-507 brush in order to
adequately clean around the forceps elevator more thoroughly. The reprocessing manual
was updated accordingly.

For a detailed procedure, please refer to the enclosed updated reprocessing manual.

OLYMPUS regrets if the implementation of these measures might cause inconveniences
and fully appreciates your prompt cooperation in addressing this situation. In case of any
questions, please do not hesitate to contact your local vendor/OLYMPUS partner who will be

delighted to support you or make the necessary arrangements.

Please fill out, sign and return the attached Reply Form to your local vendor/OLYMPUS
partner.

Yours sincerely,
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<Name>

<Position>

<Address>

<Contact information>
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REPLY FORM

[Dept/Attn] Olympus France S.A.S

[Street No.]

[ZIP City]

Date
Ref No.
EXT-xxx

Technical Advice: Additional Cleaning Procedure of TJF-Q180V

Dear Sirs and Madams,

We herewith confirm the receipt of your customer letter. We will share this information
with the relevant departments.

Name

Hospital

Department

Street

Postal Code/ City
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Appendix 1V: Selected Adverse Event Reports

The following reports are copies of medical device reports and
MedWatch reports sent by manufacturers and hospitals to FDA
to account for incidents of antibiotic-resistant infections linked
to ERCP procedures. This compilation is not inclusive of all
device reports filed by manufacturers and hospitals but rather is
meant to provide a sample of the reports for each outbreak of
duodenoscope-linked infections between 2012 and spring 2015.



Advocate Good Samaritan Hospital
Downers Grove, lllinois



Ferm Approved: OMB No. 0810-0281, Expires: 63072015
See OMB slatement on revarse.

.5. Departmant of Health and Human Services F o cilinies Mfr Report #
. . or use by userfacilities, epa 2431293-2014-00006
Food and Drug Administration anporters, distributors and manufacturers J
for MANDATORY reporting UF/importer Report #

MEDWATCH

FORM FDA 3500A (2/13) Page 1 of 3

A. PATIENT INFORMATION C. SUSPECT PRODUCT(S)
1. Patlent Identifler 2. Age at Time 1. Name (Give fabeled strength & mfi/labeler)
of Event:
or
Date

FDA Use Only

s #1
#2

in cenfidence of Birth: ;
2. Dose, Frequency & Route Used 3. Therapy Datas (if uniknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM fromAd (er best estimate)
#1 #
1. [7] Adverse Event andior [ _| Product Problem (e.g., defects/maifunctions)
2. Outcomes Attributed to Adverse Event #2 ¥
{Check all that apply) 4. Diagnosis for Use (ndication) 5. Event Abated After Use
[} Death: [] Disabiiity or Permanent Damage Stopped or Dose Reduced?
7 A #1 [Jyes [JNo [00esnt
{7 uite-threatening [ Congenital Anomaly/Birth Defect ” Apply
Hospi A - it Other Serious {Importart Medical Events Doesn
(] Hospitalization - initial or prolonged {Impot ) AT T Exp Dt 22 D ves (N0 [ Aoply
ired | i P P ImpairT i
D Required Interventicn to Prevent Pesmanent mpairmentDamage (Devices) " ” 5 Event Reappeared After
3. Data of Event {mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
2014 Pt #2 #2 #1 [JYes [ INe DEE:IS;M
§. Describe Event or Problem 8. NDC# or Unique 1D Coesn't
on 05/21/2014, FUJIFILM Medical Systems U.S.A., Inc. #2 [ves [ N0 [ Anply
T 1 c cate Good § itan K i
{FMSU) wes contacted by Advocate Cood Samaritan Hospital 10. Concomitant Medical Products and Therapy Dates (Exclude treatment of eventj

{365H] of Fujinon duodenoscopes and patients testing
positive for CRE {carbapenem-resistant
Enterobacteriaceae) .

(Continue on page 3)

D. SUSPECT MEDICAL DEVICE

1. Brand Name ‘s
Fujinon

2. Common Device Name 2b. Procode
Ducdencscope

3. Manufacturer Name, City and State

FUJIFIIM Optical Corpsration, Mito Factozy, 4112 Teono,
Hitachiomiya City, Ibzraki, Japan, 313

PLEASE TYPE OR usE BLACK INK

4, Model # Lot# 5. Operator of Device
ED~530XT Health Professional
Catalog # Expiration Date {mm/dd/yyy} X
[] Lay UseriPatient
Seral # Unique [dentifier (UDI) # (] Otner:
1D102a045

X 6. {f Implanted, Give Date (mm/dd/yyy) 7. If Explantad, Give Date (mm/ddyyyy)
{Continue on page 3)

6. Relevant Tests/Laboratory Dats, Including Datas 8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

] ves No

Q. If Yes to [tem No. 8, Enter Name and Address of Repracessor

30, Device Available for Evaluation? (Do not send to FDA)

£l yes [ No  [/] Retumed to Manufacturer cn: 07/18/2014

{mm7adyyyy)
11, Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

{Continue on page 3)

7 Other Relevant History, Including Preexisting Medical Conditions (€ 0., allergies,
race, pregnancy, smoking and aicohol use, hepatic/renal dysfunction, etc.)

{Continue on page 3)

E. INITIAL. REPORTER
1. Name and Address

Advocate Good Samaritan Hospital
3815 Highland Avenue, Downers Grove, IL 60515

[ Phone # Ernail AGAress
(Continua cn page 3)
Submission of a report does not constitute an admission that medical 2. Health Professional? {3. Occupation 4. ;Ii‘«latrg‘ :&ngzfﬁlso Sent
rsonnel, user facility, importer, distributor, manufacturer or product - .
Faused or contribu:et? fo the event. P #1Yyes [Jne |Administrator/Supervisoll 7 ves []No [ Unk.

CONFIDENTIAL FUJIFILMO0000324




MEDWATCH

FORM FDA 3500A (2/13) (continued)

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only}
{. Check One 2. UFfimporter Report Number

[ user Facility (] 1mporter

Page 2 of 3

3. Usar Facility or Importer Name/Address

4. Cantact Person 5. Phone Number

6. Date Usar Facility or 7. Type of Repont 8. Date of This Repont
Importer Became (mm/ddiyyy)
Awara of Event (mm/ddiyyyi {7 initial
] Follow-up #
9. Approximate 10, Event Problem Cades (Refer o coding manualj
Age of Device
Patient } [ j [ ]
Code - i

Cose | - J-| |

11, Report Sent to FDA? 12, Location Where Event Occusred
3 Hospital Qutpatien!
[ ]ves — R (] Hosp Diagnostic Facility
[ No /) [] Home
X D Ambulatory
3. Report Sent to Manufacturer? [ | Nursing Home Surgical Facility
[ Outpatient Treatment
D Yas £aciity
One  (messny) [ omer.
{Specify)

14. Manufacturor Namse/Address

G. ALL MANUFACTURERS
1. Contact Office {and Manufacturing Site for Devices)
Name

2. Phone Number

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

] Death

{7} serious Injury

[] maifunction

2. if Foltow-up, What Type?
{_] corection
Additions| Informaton
[] Response t FDA Request
{7} Device Evaluation

3. Device Evaluated by Manufacturer?
E] Not Relumed lo Manufacturer
V] Yes Evaluation Summary Attached

] wo (Attach to explain why not} of
pravide cod?ge

4, Device Manufacture Date
{mmiyyyy}

06/01/2007
6. Lahgied for Single Use?

[} Yes Ne

6. Event Problem and Evaluation Codes (Refer o coding manual)

Patient -
e 3120 J-{ 2692 J-r f
toae [_zoss |-[ e |- |
Code 2893 1081
v [0 T H ]
Results E 125 1-[ 213 J- '-I I
Cenclusions 71 —I —{ H l
7. if Remedial Action Initiated, Check Type 8, Usage of Device
[] Recat ] Notification (] initiel Use of Device
[7] Repair [ inspection Reuss
[} Replace [_i Patient Monitoring [ unknown
. i 9. If action reperted to FDA under
D Relabsling O X::Jg:g:?, 21 USC 360i{f), list correction/
removal reporting number:
(] Cther:

3. Report Source

Address (Check all that apply)
FOJIFILY Medical Systems USA, Inc.
. C {7 Foreign
Endoscopy Division
10 High Point Drive, Wayne, NJ 07470 [ study
[] viteraure
FUJIFILM Optical Corporaticn, Mito  H [] Consumer
Emal Addess D Heatth Professional
4, Date Received by S. User Faciity
Manufacturer (mm/ad/syyyy) (AINDA # D ggmrﬁ:glame
10/14/2014 ep
IND # [] Distributor
6. If IND, Give Protocol #
BLA # [] Othes

PMAS
7. Type of Report 510(k) # K04207¢

(Check alt that apply) Combinatic -
()sday []30cay Broduct [ ves
[)70ay [_]Periodic Pre-1938 Oves |
D 10-day D initial

OTC Product
[} 15-day Follow-up# 1 [] ves

9. Manufacturer Report Number 8. Adverse Event Term(s})

2431293-2014-00001

10. [ /| Additional Manufacturer Narrative and { or 11. [] Corrected Data

The two subject endoscopes {second endoscope serial
number ND102A125 reported under MDR number
2431283-2014-00007) were received at Fujifilm Medical
Systems, Endescopy Division (FMSU-ESD). The distal tips
of the subject endoscopes were photographed and found to
have foreign matter on the distal end area in the
vicinity of the elevator and nozzle. However, according
ta the Equipment Service Request document received from
the customer, both subject endoscopes were reprocessed
in a Medivators AER prior to them shipping to FMSU-ESD.
Therefore, it is not known if any foreign matter was
removed from the endoscopes during that process. Some
foreign matter was still visikle even though the
customer stated they reprocessed the endoscopés.

Due to the nature of the incident invelving CRE
organism, both subject endoscopss were then reprocessed
twice in the Medivators AER at FMSU-ESD as a precaution
prior to further handling of the endoscopes. Both
subject endoscopes were inspected following FMSU-ESD
standard coperating procsdures, and were found to have
minor repairs due to wear and tear. In addition te the
necessary repaixs, in an sbundance of caution, the
insertion section assemblies and all internal channels
in the umbilicus sections were replaced.

(continued in attachment)

This section applies only o requirements of the Paparwork Reduction Act of 1996,
The public reporting burden for this collection of information has been estimated to average 56
minutes per response, including the time for reviewing instructions, searching existing data

sources, gathering and maintaining the data needed, and completing and reviewing the collection

of information. Send cormments regarding this burden estimate or any other aspect of this
collection of informatian, including suggestions for reducing this burden to

Department of Health and Human Services
Food and Drug Administration

Office of Chief Infarmation Cfficar
Paperwork Reduction Act (PRA) Staff
PRASafl@fda.his.gov

OMB Statement: "An agancy may not
conduct of sponsor, and a person is nol
required lo respend lo, a collection of
information unless it displays a currently
valid OMB contrel number.*

Please DO NOT RETURN this form to the above PRA Staff einail address.

CONFIDENTIAL

FUJIFILM0000325




MDR 2431293-2014-00006

12/03/2014

{Continued from section H 10}

Aletter was e-mailed to || | | < initia! Reporter, detailing inspection findings on the
subject scopes, explaining the findings of general wear and tear. The letter further detailed FMSU-ESD's
intent to replace the insertion sections assemblies and alf internal channels on both subject endoscopes
in an abundance of caution.

Repairs on both subject endoscopes were completed. The subject endoscopes passed QC inspection
and were returned to the customer.

There has heen no response to a Complaint Follow Up questionnaire sent to the customer requesting
patient information about the incidents. In addition, the insertion section assemblies removed from the
subject endoscopes were placed in quarantine, in case further examination is needed. No further similar
complaints have been received from this customer or any other customer.

onfirmed there have been no further similar incidents since this reported incident
occurred. urther stated culturing of the endoscopes is performed monthly.

Page 3 of 3
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,SE BLACK TNK

PLEASE TYPE ¢

U.S. Department of Healith and Human Services
Food and Drug Administration

MEDWATCH

FORM FDA 3500A (1/09)

A. PATIENT INFORMATION

1. Patient Identifier | 2. Age at Time
of Event:

or
Date
in confidence of Birth:

B. ADVERSE EVENT OR PRODUCT PROBLEM

4. [/] Adverse Event andior [ | Product Problem fe.g.. defects/maflunctions)

2. Qutcomes Attributed to Adverse Event

{Check alf that apply)

[7] Deata: (] Disabllity or Permarnent Damage
(eay Yy

[T Ufe-threatening [™] Congenital Anomaly/Birth Defect

[[] Hospitalization - inttiz! or prolonged (] Cther Serious (mportanl Medical Events}
D Required intervention {o Prevent Permanent Impairment’‘Oamage (Devices)

(&l

. Date of Event {mm/ddfyyyy) 4, Date of This Report [mm/ddiyvyy!
2014 05/20/2G14

5. Describe Event or Problem

O 05/20/2014, FOJIFILY Medical Systems U.82.3., Ino,

{FMSU) was contacted by advocate Good Samaritan Haospirtal

(RGSH)and advised of Fujinon (note: FM5U's endoscopes

bear the brand name of "Fujinon"; ducdencscopes and

patients testing positive for CRE (carbapensm-resistant

Entercbacteariaceae).

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, including Preexisting Medical Conditions (e.g.. allergres
face, pregnancy, smoking and aicohe! use, hepatic/enal dysfunction, efc.j

For use by userfacilities,
importers, distributors and mantfacturers

tor MANDATORY reporting
Page 1 of 2

Form Approved: OMEB No. 02 10029 1, Expires 123141

Bea OME slalement on reverse.

Mfr Repor #

2431293-2014-00002

UF/Importer Report #

C."SUSPECT PRODUCT(S)

1

1. Name {Give (abeled strength & mfr/abeler}

FDA Use Only

#]

2. Dose, Frequency & Route Used

3. Therapy Dates (I unknown, give duration)
immdte {or best estmate)

#1

#2

#2

#1

4. Diagnosis for Use {Indication)

5. Event Abated After Use
Stopped or Dose Reduced?

#1 ] Jves [ INo Doesnt

Apply

#2 D)’es [: No D E::,Tl

8. Event Reappeared After
Reintroduction?

#2
6 Lot# 7. Exp. Date
#1 #1

&2 #2

#1 [ Jves T INo DEE;;""

9. NDC# or Unique iD

#2 {Jves JNo [] E::;syn.'

1. Brand Name

10. Concomltant Medicaf Products and Therapy Dates (Exclude treatmant of avent)

D. SUSPECT MEDICAL DEVICE

Fujinon

2. Common Device Name

Ducdenoscope

3. Manutacturer Name, City and State
U 3l Torpd ¢

5. Oparator of Device

Hezlth Professional

[ Lay UseriPatent

4. Model # Lot#

ED-530KT
Catalog # Expiration Date (mm/dd/yyyy)
Serial # Other #

Wpl0zAa12:s

D Cther:

6. If Implanted, Give Date {fmmddyyyy)

7. If Explanted, Give Date {mm/dd/yyyy}

£ Yes No

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

8. i Yes to Item No. 8, Enter Name and Address of Reprocessor

D Yes No

10. Device Available for Evaluation? {Do nof serud to FDA)
[} Returned to Manutacturer on:

{mm/ddlyyyy)

1. Name and Address

AQVeCate Good

E. INITIAL REPORTER

amzritan
381% Bighland Avenue,

11. Concamitant Medical Products and Tharapy Dates (Exclude treatment of event}

Hesplta
Downars Grove, IL 60515

Submission of a report does not constitute an admission that medical
personnel, user facility, importer, distributor, manufacturer or product
caused or contributed to the event.

- —CONFIDENTIAL ...

2. Mealth Professional?

Y] Yes []No

3. Qccupation 4. Inltlal Reporter Also Sent
. X Report to FDA
Administrator/Supervisor (8] Yes [INo [[] unk

-FUJIEILM0000322_




MEDWATCH
FORM FDA 3500A (1/09) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

1%, Check One 2. UF/importer Report Number
{] User Facility [ 1 wnportar
3. User Facility or Importer Name/Address

FS

Contact Person 5. Phone Number

8. Date of This Report

7. Type of Report
{mm/gdyyyy)

{7 initial

7] Folicw-up #

&. Date User Facility or
Importer Became
Aware of Event (mm/cd/yyyy}

Page20f2

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

[] peath
(7] serious tnjury
{1 Matfunction

{7} oter cpr positive Growth

2. 1f Follow-up, What Type?
[ Conecticn
(] Aggitionat Information
[] Response to FOA Request
{j Device Evaluation

4. Device Manufacture Date
{mmyyyy}

04/25/2012
5. Labeled for Single Use?

[ ves Ne

3. Device Evaluated by Manufacturer?
(V] Not Retumed to Manufacturer
[j Yes E] Evatuation Summary Altached

:j No (Altack page to explsin why notj or
provida cocﬁs

6. Evaluation Codes {Refer fo coding mariial)

I
.

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

i. Contact Office - Name/Address (and Manufacturing Site
for Devices)

2. Phone Number

3. Report Source

«o.a, Ine, Endescopy Divisian

10 High Point Drive, Wayss, NI 07470 (Check akf that apply)
I L Forr

[ stugy
FUJIETILY Optical Corporation, Mito GLiterature
Factory, 4112 Tone, Hitachiomiya <ity,
Ibarakl, Japan, 213-2224 (] Cansumer

D Heaith Professional
(¥ User Facdity

4. Date Received by ) 5.
Manufacturer {mn/ddsiyyvy) (AINDA # D Eompany
05/724/2014 e N
— IND # ™ Distributor
§. INND, Give Protocol & .
STN# [} other:
PRAS

7. Type of Report
&

510( % EC4207%
heck all that apoly; o

Combinat —_
[]5day []30-day Prodact [] Yes
£ 7-day [_j Pericdic Pre-1938 [yes | — ————

D 10-day [:I Initial
{1 15<day E] Follow-up ¥
S Manufacturer Report Number

2431253-2014-00062

OTC Preduct I‘j Yes

8. Adverse Event Term(s}

9. Approximate 10. Event Problem Codes [Rafer to coding manual) Mathod L3263 I—[ . i-‘
Age of Device [
. s r 1 S
E:’;;m j- E |— ] Rasults l 3Z3:% }-F H H ]
Device 1 : -
Coae” | [ |- | corawsions | 32 |- ]
11. Report Sent ta FUA? 12. Locatlon Where Event Occusred 7. If Remedial Action Initiated. Check Type 8. Usage of Device
] Yes [ Hospital (I g,‘;‘{’;gg?é Fagility ] Recal [ Notification {7] nitial Use of Device
] No {mm/dd/yyyyi { } Home [] Ambuistory (] Repair 7 Inspection /] Reuse
— |
3. Report Sent to Manufacturer? g Nursing Homa Surgical Facility [] Repiace [T Patient Menitoring i Unknown
Gulpalienat Treatment : . 8. If action raported to FDA under
(3 ves Facilty [} Relabeling |73 Hadincations 21 USC 360i(f), list corrections
D No {mmAadyyyy) ™ Other removal reporting number:
e ' - _ Other:
18pacHy) O

and / or 1t. [_] Corrected Data

immediately

0. [ /] Additional Manufacturer Narrative
FOJIFILY Medical Systems 0.5.3., Inc. ¢

initisted an investigation, iacluding a visit to AGSH,
to identily the root cause for the incident. FMSY
personnel were informed that, in response to CRE
incidents at its sistex heospital, Advocate Lutheran
General, AGSH had conducted a review of prior medical
records for its patients who were positive for CRE. 2t
the time of this report, FMSU has been advissd that two
of three sndoscopes (SN # LDI0ZA045 and 8N # NDI022125)
have allsgsdly bkeen cultured positive for CEE. Three
patients whe had undergene ERCF procedures tested
positive for CRE and two of three of thess patients
expressed svmptoms consistent with positive CRE. The
customer is unsure wnethsr the patients transferred CRE
to the endoscope or vice versa. Weon-FUJIFILM sguipment,
including a channel cleaning device instead of cleaning
brush, is used to manually clean the endoscopes and an
AER is used for aatomzted high-leval disinfection. A
review of F#SU service records for AG5H indicated no
abnormalities other than general wear and tear repairs
attributable to normal usage and handling of the device.
FHSU has reguested but has not receivead any informstion
on any treatment or hespitalizations for thesss patients,
at the time of this initiazl report. In addition, FMSD
has reguested that the duodenoscopes that tzsted
positive for CRE be returned for a detailed sxamination.
To date, the custemer has not returned any dnodanoscopes
Lo FMSU. The investigaticn is still ongoing. FMSO will
submit a supplamental MDR once the investigation is
completed.

The public reporting burdan for this collection of information has heen estmated to average 66
Jinutes per rasponse, including the time for reviswing instructions, searching existing data

durces, gathering ard maintaining the dala needed, and completing and reviewing the
~ollection of informalion, Send comments regarding this burden estimate or any ather aspect of
this coliection of information, including suggestions for reducing this burden (o;

CONFIDENTIAL ...

Depactmenit of Health and Human Services OMB Statement:

Food and Ooug Admiinistration Ag agency may m:{t congjuddtor spons%r,
. ” . and a persen is net required to res|
%(aep?;?ar;;eilarggrmauon Officer (HFA-TH3) to. a collecticn of :nformation mlesgol?

dig currently valid ON Nt
Rockville, MO 20857 nutgnlgg:‘a Y valid OM8 control

Please DO NOT RETURN this form fo this address.

FUJIFILM0000323




Advocate Lutheran General Hospital
Park Ridge, Illinois



Form Approved: OMB No. 10-029 1, Expires 12/31/11

U.S. Department of Health and Human Services . For .use. by user-facilities, See OMB statement on reverse.
Food and Drug Administration importers, distributors, and maanacmrers Mfr report # 2518897-2013-00004
MEDWATCH for MANDATORY reporting UF/Importer Report #
FORM FDA 3500A (6/10) Page 1 of 3 FDA Use Only
C. SUSPECT PRODUCT(S)
1. Name (Give /abeled strength & mfr/ labeler)
#1
N/A #2
3. Therapy Dates (/f unknown, give duration,
2. Dose, Frequency.& Routs Used Fromy %c (or begt estimate) g /
In confidence #1 1
B. ADVERSE EVENT OR PRODUCT PROBLEM
#2 #2
1. E Adverse Event and/or x Product Problem (e.g. defects/malfunctions)
" - — 5. Event Abated After U
2. Outcomes Atfributed to Adverse Event 4. Diagnosis for Use (/ndicatior) S‘{gpped or Dose Ir?eg:ced?
(Check all thaf apply)
|:| Death: |:| Disability or Permanent Damage #1 D "
(mm/ddlyyyy) #1 Dyes [INe [ ASSE/n
[] Life-Threatening [ congenital Anomaly/ Birth Defect #2 b "
oesn
E Hospitalization — Initial or prolonged D Other Serious (Important Medical Events) #2 I:I Yes I:I No D Apply
6. Lot# 7. Exp Date 8. Event Reappeared After
E Required intervention to Prevent Permanent Impairment/ Damage (devices) Reintroduction?
3. Date of Event_(mm/ddjyyy) 4. Date of This report (mm/ddyyy) # # Doesn't
i Patient Information i 08/29/2013 #1 [Jves [ONo [ Apply
5. Describe Event or Problem #2 5 Doesn't
9. NDC# or Unique ID #2 [JYes [ONo [ Apply
On August 29, 2013, PENTAX Medical received MedWatch Report
(MW5031083) regarding an incident at Advocate Lutheran General - -
Hospital for the foIIowing: “Patient underwent an ERCP proce dure 10. Concomitant Medical Products and therapy Dates (Exciude treatment of event)
using a PENTAX ED-3490TK A110084 side viewing duodenoscope.
Patient developed a CRE infection. Proper cleaning of scope confirmed
as per company recommendations. Organism found under elevator on
scope.”
Additional information obtained from the customer confirmed there were
a total of 4 patients that became infected with CRE after they underwent D. SUSPECT MEDICAL DEVICE
ERCP using ED-3490TK, A110084: 1 Brand Name
PENTAX
2. Common Device Name
VIDEO DUODENOSCOPE
3. Manufacturer Name, City and State
PENTAX Medical, Montvale, NJ
4. Model # Lot # 5. Operator of Device
ED-3490TK
Catalog # Expiration Date (mm/dayyyy) X Health Professional
Serial # Other # D Lay User/ Patient
110084
A [ other:
6. Relevant Tests/ Laboratory Data, Including Dates’
n/a 6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/dd/yyyy)
8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
[ ves X No
9. If Yes to ltem No. 8, Enter Name and Address of Reprocessor
10. Device Available for Evaluation? (Do rot send to FDA)
D Yes No D Returned to Manufacturer on:
(mm/ddyyyy)
11. Concomitant Medical Products and Therapy Dates (Exciude treatment of event)
7. Other Relevant History, Including Pre existing Medical Conditions (c.g., aflergies, see page 3 of 3, Concomitant Medical products
race, pregnancy, smoking and alcohol use, hepatic/ dysfunctions, efc.)
n/a
E. INITIAL REPORTER
1. Name and Address Phone # | patient Information |
i Patient Information §
\dvocate Lutheran General Hospital
1775 Dempster St.
Park Ridge, IL 60068
Submission of a report does not constitute an admission that medical 2. Health Professional? (3, 4 '3:‘3' reporter Also Sent
e =g port to FDA
personnel, user facility, Importer, distributor, manufacturer or product B Yes [ No
cause or contributed to the event. B ves [ No [ unk

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000007



FDA USE ONLY

MEDWATCH

FORM FDA 3500A (6/10) Page 2 of §

F. FOR USE BY USER FACILITY/ IMPORTER (DEVICES Only)

H. DEVICE MANUFACTURERS ONLY

1. Check One 2. UF/ Importer Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
[ user Facility K importer 2518897-2013-00004 [ peath [ correction
3. User facility or Importer Name/ Address E Serious Injury D Additional Information
Pentax Medical B Mmalfunction [] Response to FDA Request
3 Paragon Drive . )
Oth D Evaluat
Montvale, NJ 07645 o L] Devics Evaluation
" 4. Device Manufacture Date
3. Device Evaluated by Manufacturer? (mmiddyyyy)
4. Contact P n 5. Phone Ni . X Not Returned to Manufacturer 0410212000
D Yes D Evaluation Summary Attached
6. Date User facility or 7. Type of Report 8. Date of This Report .
Importer Became (mm/aayyyy) D%Jgg‘z‘;ﬁdg@e’ to explain why nof) or 5. Labeled for Single Use?
Aware of Event (mm/edy) | B wnitial See H.10 below O Yes X No
08/29/2013 g 09/20/2013
0 Folow-up # —_— 6. Evaluation Codes (Refer to coding manual)
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device Patient Melmdl 10 || |'| |'| |
atien
ot 1735 | - | |- | |
4 yrs Device Results | 204 | ) | 234 | - | | - | |
iy 1091 | - | 2303 |- | |
11. Report Send to FDA? 12. Location Where Event Occurred Conclusions | 46 | : I o4 I - | I - I |
B Yes  09/20/2013 | X Hospital Outpatiert
—_—re - O Diagr?ostic Facility 7. If Remedial Action Initiated, Check Type 8. Usage of Device
O ne (mm/ddlyyyy) [ Home O Rrecal [ Notfication [ Initial Use of Device
13. Report Sent to Manufacturer? D Nursing Home Ambulatory D Repair D Inspection & Reuse
5 v O Outpatient Treatment Surgcal Center D Replace D Patient Monitoring D Unknown
es 09/20/2013 Facility [ Retabeli [ Wodifcation/ s,nmwnmm
i . elabeling Adjustment 21 USC 360 I(f), list correction/
O ne (mm/dalyyyy) [ other: removal reporting number:
v & other see H.10 below :
(Specify)
14. Manuf; Name and Addi
Hoya Corporation PENTAX Miyagi Factory
30-2 Okada Aza.shimomiyano 10. E Additional Manufacturer Narrative and/ or 1. D Corrected Data

Tuskidate, Kurihara-shi, Miyagi, Japan 987-2203

During a conference call with Advocate Lutheran General Hospital on
Sept. 6, 2013, PENTAX was informed that four patients developed
carbapenem-resistant Enterobacteriaceae (CRE) infection after
undergoing ERCP procedures using scope ED-3490TK, A110084.
These patients were treated with antibiotics. Twenty-two additional
patients screened positive for CRE but did not develop an infection, this
occurred after this same scope was used on the patients for ERCP.

G. ALL MANUFACTURERS

1. Contact Office - Name/ Address (and Manufactuning Site
for devices)

Contact Office = see F.3 above 3. Report Source
(Check all that apply) The scope was tested at the user facility and positive culture was found
O Foreign behind the elevator and through the hole of the scope. Customer
Manufacturing Site = see F.14 above confirmed that non-PENTAX brushes are used to manually reprocess
O stuy their scopes. The cleaning brushes used at the facility are Medivators
O u Pull-Thru ™ Pre-Cleaning Device. In addition, Surg-Enz® is the
Literature enzymatic detergent/cleaner used to reprocess the scope and Cidex
0 consumer OPA is used for High Level Disinfection.
B Heath Professional According to the PENTAX Reprocessing/Maintenance Instruction For
O  user faciity Use (IFU), it specifically states that user must "Be aware that all

recessed areas around the elevator mechanism should be thoroughly
cleaned with an appropriately sized cylinder cleaning brush (e.g. CS-
C9S) and

4. Date Received by Manufacturer |5.

08/29/2013 O Company in a cleaning detergent solution.”
(ANDA # Representative
- 0 o The use of non-PENTAX cleaning brushes and Surg-Enz® are
IND # Distributor considered off-label use. Accordlng to the PENT,
6. If IND, Give Protocol # STN# X oter: Reprocessing/Mainentance |IFU, PENTAX highly recommends that
PMA/ ONLY PENTAX cleaning brushes specified in our instructions for use
s1ok# K092710 MEDWATCH should be used to manually clean PENTAX endoscopes. In addition,
Tw-ﬁpoﬁ Combination Surg-Enz is not listed on the PENTAX Medical approved list of
(Check all that apply) Product O ves Compatible Reprocessing Systems/Agents.

O sday [ 30-day
O 7dey [ Periodic Pre-1938 [ ves The endoscope has since been taken out of commision and is currently
0 1o O inital OTCProduct [] Yes being held by the Center of Disease Control (CDC). Therefore,
0 day 0 nitia PENTAX has not been able to evaluate the scope.

16-day Follow-up #

9. Manufacturer Report N r |5 Ad Event Term(s) Investigation is ongoing.
2518897-2013-00004 n/a
The public reporting burden for this collection of information has been established to average 66 Department of Health and Human Services OMB Statement:
minutes per response, including the time for reviewing instructions, searching existing data Food and Drug Administration "An agency may not conduct or spensor,
sources, gathering and maintaining the data needed, and completing and reviewing the Office of Chief Information Officer and a person is not required to respond to,
collection of information. Send comments regarding this burden estimate or any other aspect of 1350 Piccard Drive, Room 400 a collection of information unless it displays
this collection of information, including suggestions for reducing this burden to: Rockville, MD 20850 a currently valid OMB control number.”

NOT RETURN this form to this address

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000008



(CONTINUATION PAGE)
For use by user-facilities,

MEDWATCH importers, distributors, and manufacturers
for MANDATORY reporting
FORM FDA 3500A (6/10) Page 3 of 3

B.5. Describe Event or Problem (continued)

B.6. Relevant Test/ Laboratory Data, Including Dates (confinued)

B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g. allergies, race, pregnancy, smoking and alcohol use, hepatic/ renal dysfunction, efc) (confinued)

Concomitant Medical Products and Therapy Dates (exc/ude treatment of event) (For continuation of C. 10 and/ or D. 11; please distinguish)

Other Remarks
F10 Patient Code 1735 = Infection, Bacterial

F10 Device Code 1091 =Device Cleaning Issue;
2303 = Bacterial contamination of device

H.6 Evaluation Codes
_Method 10 = Actual device involved in incident was evaluated

_Results 204 = Disinfection error;
234 = Reuse of device without following disinfection/sterilization instructions

_Conclusion 46 = Device failure indirectly contributed to event, 54 = Device was out of specification in a manner that relates to event

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000009



Form Approved: OMB No. 0910-0291, Expires: 6/30/2015
See OMB statement on reverse.

U.S. Department of Health and Human Services For use by userfacilities Mfr Report #
Food and Drug Administration importers, distributors and manufacturers

MEDWATCH for MANDATORY reporting UF/lmporter Report # . o oo 000 0000,

FORM FDA 3500A (2/13) Page 1 of 3
A. PATIENT INFORMATION C. SUSPECT PRODUCT(S)

FDA Use Only

1. Patient Identifier |2. Age at Time 3. Sex 1. Name (Give labeled strength & mfr/labeler)
of Event:
or [] Female #
Date #2
In confidence of Birth: L] male kgs - -
2. Dose, Frequency & Route Used 3. Therapy Dates (/f unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM from/to (or best estimate)
] #1 #1
1. |:| Adverse Event  and/or |:| Product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event #2 #2
(Check all that apply) 4. Diagnosis for Use (/ndication) 5. Event Abated After Use
[] Death: [] Disability or Permanent Damage #1 Stopped or Dose Reduced?
_ _ (Mm/aadnyyy) _ _ #1 D Yes D No D Doesn't
[] Life-threatening [] Congenital Anomaly/Birth Defect 0 Apply
Hospitalization - initial or prolonged Other Serious (Important Medical Events) Doesn't
[ Hosp prolong [ 6 Lot# 7 Exp. Date #2 [JYes [INo [y
|:| Required Intervention to Prevent Permanent Impairment/Damage (Devices)
#1 #1 8. Event Reappeared After
3. Date of Event (mm/ddAryyy) 4. Date of This Report (mm/ddA/yyy) Reintroduction?
07/03/2014 #2 #2 #1 [ Yes [ ]No Dggslsy”'t
5. Describe Event or Problem 9. NDC# or Unique ID Doesnit
# [ ]Yes [ |No |:|App|y
i 1 3 3 5 ~
Per PENTAX M.ed}cal s 1nvest1ga§10n %ESUIt.S ! Fhe CRE 10. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)
cases were limited to one hospital in Illinois and
PENTAX Medical has not received any other reports
potentially linking the ED-3490TK to CRE infection since
% the device received market clearance in 2009. Post
& market surveillance data for PENTAX Medical endoscopes Conti 3
M demonstrated that the products have an excellent safety (Continue on page 3)
QO |record. An extensive review of hospital procedures D. SUSPECT MEDICAL DEVICE
3 revealed that the hospital was not using validated 1. Brand Name
M |detergent and high level disinfectant products, nor was
[ |it using cleaning equipment recommended by PENTAX 2. Common Device Name 2b. Procode
g Medical for reprocessing its duodenoscopes. This .
o deviation from the validated reprocessing protocol 3. Manufacturer Name, City and State
QO |potentially contributed to CRE contamination. For
M |example, while PENTAX Medical recommends the use of a
E tri-bristle channel cleaning brush, investigation showed 4. Model # Lot # 5. Operator of Device
that ALGH personnel used a non-bristled (squeegee-type) D Health Professional
(LH channel cleaning device during the time leading up to Catalog # Expiration Date (mm/dd/Ayyy) .
< |the CRE incidents. [] Lay User/Patient
E Serial # Unique Identifier (UDI) # [] other:
[a W
. 6. If Implanted, Give Date (mm/dd/yyy) 7. If Explanted, Give Date (mm/dd/A/yyy)
(Continue on page 3)
6. Relevant Tests/Laboratory Data, Including Dates 8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
[JYes []No
9. If Yes to Item No. 8, Enter Name and Address of Reprocessor
10. Device Available for Evaluation? (Do not send to FDA)
[]Yes [ ]No [] Returned to Manufacturer on:
(mm/ddfyyy)
(Continue on page 3) 11. Concomitant Medical Products and Therapy Dates (Exclude freatment of event)
7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
(Continue on page 3)
E. INITIAL REPORTER
1. Name and Address
Phone # Email Address
(Continue on page 3)
Submission of a report does not constitute an admission that medical 2. Health Professional? |3. Occupation 4. Initial Reporter Also Sent
personnel, user facility, importer, distributor, manufacturer or product [JYes []no Report to FDA
caused or contributed to the event. []Yes [JNo [JUnk

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000053



MEDWATCH

FORM FDA 3500A (2/13) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

2. UF/Importer Report Number
2518897-2013-00004

1. Check One
[ ] User Facility

[ ] Importer

3. User Facility or Importer Name/Address

4. Contact Person 5. Phone Number

8. Date of This Report

6. Date User Facility or
(mm/ddiyyy)

Importer Became
Aware of Event (mm/dd/Ayyy)

7. Type of Report
[] Initial
4
Follow-up #

9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
Patient ‘ _ ‘ ‘ _ ‘ ‘
Code
Sose” | -] -| |
Code
11. Report Sent to FDA? 12. Location Where Event Occurred
Yes 0(7[’7/[:/2 d/ ;yiyl) 4 E ﬁosmta' O 8.”;5?23?@ Facility
ome

[ ]No

13. Report Sent to Manufacturer?

Yes 07/03/2014
D No (mm/ddlyyy)

14. Manufacturer Name/Address

‘:‘ Ambulatory
Surgical Facility

[ ] Nursing Home

[] Outpatient Treatment
Facility

[] Other:

(Specify)

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number

Name

3. Report Source
(Check alf that apply)

[] Foreign

[] study

[] Literature

[] Consumer

D Health Professional

[] User Facility

Address

Email Address

4. Date Received by 5.
Manufacturer (mm/ddAryyy) (A)NDA # |:| Company )
Representative
IND # [] Distributor
6. If IND, Give Protocol # .
BLA # [] other:
PMA/
7. Type of Report 510(k) #
(Check all that apply) Combinati
ombination
[]5day [ ]30-day Product [] Yes
[J7-day  []Periodic Pre-1938 [ ] Yes

[] 10-day [] Initial
[] 15-day Follow-up # _4

9. Manufacturer Report Number

OTC Product

[] Yes

8. Adverse Event Term(s)

Page 2 of 3

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

[] Death

[_] Serious Injury

(] Malfunction

2. If Follow-up, What Type?
Correction
Additional Information
D Response to FDA Request
[] Device Evaluation

3. Device Evaluated by Manufacturer?
|:] Not Returned to Manufacturer
|:| Yes D Evaluation Summary Attached

|:| No (Attach page to explain why not) or
provide code:

4. Device Manufacture Date
(mmAyyy)

5. Labeled for Single Use?

[]Yes []No

6. Event Problem and Evaluation Codes (Refer fo

coding manual)

Patient
Code

Device
Code

-l |

Results

Method |
Conclusions ‘

| H
R H
R

7. If Remedial Action Initiated, Check Type

[] Recall
[ ] Repair

[ ] Replace

[] Notification

[] Inspection
[] Patient Monitoring

8. Usage of Device
[] Initial Use of Device

[[] Reuse

D Unknown

[] Relabeling

|:| Other:

|:| Modification/
Adjustment

9. If action reported to FDA under
21 USC 360i(f), list correction/
removal reporting number:

10. |:| Additional Manufacturer Narrative

B.4, F.11, F.13 Added date;

.5 Additional information adde

us]

F.2 Added UFI/Importer Report N
F.7, G.7 Checked Follow up #4;

G.9 Removed Manufacturer Report

.2 Checked Correction and Addi

T

H.10 Checked Corrected Data.

and /or 1. Corrected Data

d

umber;

Number;

tional Information;

This section applies only to requirements of the Paperwork Reduction Act of 1995.
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

FOIA CONFIDENTIAL TREATMENT REQUESTED

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a currently
valid OMB control number."

Please DO NOT RETURN this form to the above PRA Staff email address.
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Delete Page

(CONTINUATION PAGE)
For use by user-facilities,
importers, distributors, and manufacturers

MEDWATCH for MANDATORY reporting

FORM FDA 3500A (2/13) (continued) Page3of3

B.5. Describe Event or Problem (continued)

PENTAX Medical retrained ALGH personnel on both reprocessing and pre-procedural performance check
activities for the device on July 17, 2013. 1In addition, in October 2013, the hospital implemented its
own initiative to sterilize its duodenoscopes using ethylene oxide. During our investigation, PENTAX
Medical determined that between March and July there had been five specific ED-3490TK duodenoscopes
used on patients who either had an active infection or been screened and tested positive for CRE. The

; serial numbers of those devices are: A110084, Al110574 and A110299, Al110086 and Al110471. All of these
g |endoscopes were tested for CRE and only one, All0084, was found to be positive for CRE. As noted,
2 | PENTAX Medical has not received any reports of incidents of CRE infection for model ED-3490TK or any
8 |other PENTAX endoscope from any other hospitals. Therefore, PENTAX Medical considers this MedWatch
é report closed.
m
B.6. Relevant Tests/Laboratory Data, Including Dates (continued)
@
1]
£
2
8
=
[T}
<
m
B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued)
~
1]
£
2
8
x
©
4
m

Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (For continuation of C.10 and/or D.11; please distinguish)

Other Remarks

Back to Item D.11 Back to Iltem C.10

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000055



MEDWATCH
FORM FDA 35004 (8118} (cnrxfénuad) Page 2 of 2

1. hgsk One 2. UFﬂmaamf Repost Numbsy

1. Type of Reportably Svant 2. i Yollow-up, Wiat Typa?
{73 user Fafty ¥ impaner E5HBTATLI- 1 Dasth {7} Comrextian
3. User Faclily or importer NamalAdidreas {1 Seous Injury {7} Adstiona feformation
;lzlji(gz:i iﬁf;wa » Inc. 7] matunction {7} Rexponze o FOA Ruguaat
Py H 1V
Montvale, NI 07545 M eotae {7} Device Bvatuation
3. Davise Svaluated by Mamdacturer? &, {i)‘év:g; Manufacture Date
il
[] ot Rehurned o Manufactusér
4. Cantast Ferson 5. Phunes Nusiilies [Jyes  {7] Svalustion Summary Attashed @8/81/2012
— ne ()y,m Jgam f2 expiain why soff or 8. Labeled for Bingle Ued¥
€. Dats User ‘sc;my or 7. Typs of Regort 8. Dateof § WS Raport provde ca
Inperie Sovsy {rséaieay {ves {Ane
&ware of Bvent {rrm’ddrywpl f?i ndtial .
1672872013 Y ; :
09/26/20613 £ Foowup # 8. BEvidustion Codes (Refsr io cootng menud)
Lo TEOWAURE " .
¢ Apprecimate. 10, Bvent Probless Cuges (Refar 10 coding manial Resthod { 3263 l"‘{ ;*{ i"§
Age-ef Deviee” :
Patism | S ]__ ! [ i i 3 [,,J z...‘ ol
% moschs | Ceds | 1735 =i | Resulls | 3218 !
Device: | BN i . i
Code | 1681 l - [ 2363 l ~i ‘ Lonctusiens 1 i8 l*i 24 ]-[ i";
11. Rapant Sent to FUAT 12, Louation Wiare Event Gotwved 7. H Ramadial Action inltialed, Theck Typa- & Uizags of Devite
2842013 ] Hospiat {7 Crpastin "} Natfieat T indtiat UsE of Device
S {l L Diagroste Factiy [ Recas [} Natfcation [:::1 ¢
L Home = Ambtstory ] Repeir {7} nszesetinn || Reuss
13. Raport Sent fo Manulattares? ; Nursirig Home = Burgical Fashiy {7} Repiacs: {7} Patiert Monitoring m Urknown
16/28/2613 i S;zf;,;:ksm Trantment [ Relateting | Moifications 8. ¥ setlon fepuned i FDA w\é?t
et iy ! Sajustment 21 UST 360, st cosrectian!
TRy — ; sl rapoviing, numies:
i i Other 1 Chae
e P [} Ctnes
14, Menuiseiurss RamefAddrass
Boya Corporation PENTAN Mivagi Factory s
ROy N t’ o o A * . & vag b T Aditionat Wanafmturer Nasrative. and/or 11, [ ] Corranied Sata:
S~2 QOkada Fua Shimomiyvanoc o ~

Tuskidste, Kuribava-shi, Mivagi, Japan 3§7~22063 B3 Additlonal informavien: During a conference call with
Advoest¥ Lutheran General Hospital on Sept. 03, 2013
PENTAX was informed that one patient developed
carbapsnen-resistant Enterohacteriaceae (CRE} infection
after undergoing ERTE proaedures using scope RD-345CTX,

- Suntact Offics ~ Nemafdddress {sad Mamdacturiog Site Alil)f:?*:s, ad?:-.%;ona.‘ teive p"t“m'fs w’ere. sereenaa for
for Devizes) CHE; nine patiests scregnsd negative and 3 patients
fontact office = sme F3 a3bove saresned positive for CRE but 4id not develon an CRE
Mapufacturing $ite = F14 abowve R&?Oﬁ%wcﬁ infeotion,
{Citack ot thel epply) The scape was tested at vhe uwser facilivy snd positive
.{_—}Fumm cufture? was found behind the el=zvator and through the
{71 sty hole of the scopd, Customer confirzmed that non-PENTAX
[} Literstn brushes az2 used to manually rsprocess tha PENTAN
o scopes, The clsaning drushes uSed at the facility ara
{] Consumer ' Medivators. In addivion, Surgetnz® is the enavmatic
Jif ] Health Prafessional detexq”'l:/cleaner uvsed tc reprocess e Scopes and is
pN T rer—— = [¥] uses Fachity :‘:t :32 t.}f‘e“slffi:ﬁx aﬁproeedj;s:i: .?f ‘détezzgvzr?'f:s; Cidf—:}?’ GPA
Manuiactures ryNETIyY AINDAE ] Company is :.;-d ?A n-gl’l“ﬁeiﬁcl'{)fbl..s t,._._‘i.:()l.. Z?r.u.r‘;rmm:. M u:_h.é.
08/30/2613 ¥ P — Sapresenistive PENTAX i}ep:oces’jslﬁg!haxn-.-znc:m:-a Instruction For ise
- - WOR {7 Distribestor (TFD} ., it specificelly states Chat uger must “Bs awars
8. 3 IND, v Protocol & o T {} O that all recessad axess avound the slevitor u\ecp.ani.sm
SINF should pe thoroughly cleaned with an appropriately sized
PRAS R . cylinder cleaning brush {s.g. CHCOEY end in a olsaning
iy xF ‘Lf““ art N 10008 \('m” detergent solution.”
f aifthat agpl) Sombinaticn R HE: Endoscope was evaluaved by wsexr and bacterial
[} s-day {1 20-day Produst culturz {CRE} was found behind elevator. The scrual
D?’-day {:‘Psriciﬂs PrE 1838 A seope has not yet hean evaluated by PENTAX.
i~ s 1 freisi - Investigazion iz gtill ongoing.
[ todsy [ tritiat O Produst 11 Yes Investigation iz gtill ongoing
¥ Ranulscturer Report Sumber {8, Adverse Buant Tarmds)
13~CG0307
The nublic repurting burdan for this cofection of Infervation kas kaan gt msﬁ&d s qvasEne 68 {xepiarterent of Hisatih anid Hanans Ssivies QRIS Statemunt:
minuias per ressonss, including the time for reviswing inatrections g existing data Food and Dnag Admintairation “An agenzy may not canduct or sooNsar,
yrsct wusintafetng dhe dude nessded, and vompisting snd reviewing the Offia of Chinf infamation Qfficer &”%g’mg’;fgﬁgj:ggf;g&iﬁsﬁw
soifagtion of infarmation, Send comments raga(c&*g this burdian esimalz or ey olher sspext of 1353 Fficmm Oﬁn.__ﬂmm L d?s;:ta’ﬂ 3rum:r‘ﬂy vl OMS control
s voliretion of information, incliding suggestons fis recuaiig s turden Rorkudis, MO 20355 mpa

Pigure DL ROY RETURN this farm o this sddress,
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PLEASE TYPE OR USE BLACK INK.

U.8. Deparimant of Health and Human Services
Food snd Drag Administration

MEDWATCH
FORM FDA 35004 {8/10)

In confidence

1. _ﬂ Advarse Event  andiar i Fraduet Problaw (g, defectsimaliunctions)

For use by userfacilities,
importers, distriburors and menufacruress
for MANDATORY reporting

Foarm e'&p..rweé CME Mo, 0210078 1, Explfes 12031111
Sos DMB Statemdng ar ravirs

M ReRan Y 5 16897-2013-00005

L impontze Repont #

e

2 Gsssm}mes Adtribated {o Advarse Evert
{Ohack a8 thut applyd

: Death: 7] misatiity or Permanest Damugs

{IrearY
{7} Lite-tarnatéiiing [7] Congerdtal Anomalyiins Defest

2 Hosgitalizatinn - initial o prolongsa [:] Ctreer Sercud {fmporiant Medical Evants)

77 Required intervention fo Pravant Permanent inpainnentDamags (Devices)

% Dok, Fraguiney & Route Used A Thrdpy Dies (I unkosive, give duration}

Fomio for bast exlimats)

4. Date of Evemt & 4. Dageof This Report inmddaddnyy?

$U/3CG/2013

Lo

§. Describa Event or Probigsm
on September 30, 2013 user facility repariad an event as
follows: Patifnt undwrwent an Endoscopic Retrograds
Cholangiopancreatography {ERCP) procedars {date unkoown)
and developed an Carbapenem—-resistant
anterobacterioaceas (CRE) infection.
reczived antibiotics. No further inform
swzilsble at this point about the pac
found behind alevator on acope.

The patient
stion is
snt. CRE orge

porc
i

fl.gm

#1 EH
#2 #2
& Dlagnosis for Usg dadicaticn; 3. Bvent Akated Altsr Uss
» Siopped or Dose Reduped?
i # Tives [ine Dot
— L g 5
#2 .
g2 1 ey Dogsa't
8. Lot # 7, Exp. Date — LY Apggy
81 #4 &, Bvent Raeippmreti A
Reinirod 7
B 42 # Cives [INa {7jbuen
: — b P«ps.s‘
8 MDC¥orUniguetd e oot
#2 ] ves L Appiy

16, Soncomitant Medicat Produsts and Therapy Detes (Sxcivds beaiment of eveng

TRENTAX

2. Common Devics Name. -
VIGRO DUDQDENCICOFE

3. Wanufasturer Nagne, City and State.
PENTAX of Amecica, Inc.

Montvale, NJ

4. Model & Lotk % Operater of Boview:
34 300
B - ] rieglh Profassional
Catafug & Expiration Dt (mavdilyyy} L
N ’ {1 Lay UseriPatient
Savial & Othar § {7} Gther:
RLIORTE -

5. Refawant Testeflsboratory Déta, including Dates

§. If dsplanisd, Sive Dade @l 7. 1 Explanted, Glve msta Myt

8. i 1his & Single-use Dovice WHat wis Repronss

[]vex [f]te

d g Rabsi

d on '8 Patient?

8. §f Yas to e Ro., 8, Enter Namg and Address of Reprocessor

10 Daving Avatable for Bvalustion? (Ca ool sesd i FOA)
7 ves N [T] msturmest to Manuiastuss o

{rmladinyyl

7. cher Relgvant History, inchuding, Frssmisting HKadizal Conditions &9, allergizs,
558, pmq:.gm,,, kit @0 alonnol vsk, hepatichrensf dysiunction, #ic.]

1. Soneomitant Mesioat Produsts and Therapy Dates " (Sxciude Feainien! of gvani)

i Patient Information i

Ad\;oc:ﬂ:r- Tithersn General Hospital
1775 Dempster Strsen

Park Ridge, ITL 80068

Submigsion of 8 report doss not constitute an admission that medical
parsennel, user fchity, importer, disteibutor, manufasturey or produst
sausEd or contributa fo the avert,

FOIA CONFIDENTIAL TREATMENT REQUESTED

7. Hostth Professionai?

Wives [t

3. Qesupation 4. Initiat &apmt;r Also Sant

Regort fo F

[& ves TiMs []usk.

sther Healtheare Professional
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U.S. Department of Health and Human Services

Food and Drug Administration importers, distributors, and manufacturers | mir report # 2518897-2013-00006
MEDWATCH for MANDATORY reporting UF/Importer Report #
FORM FDA 3500A (6/10) Page 1 of 3 FDA Use Only

A. PATIENT INFORMATION
1. Patient Identifier

In confidence

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. X Adverse Event

and/or |:| Product Problem (e.g. defects/malfunctions)

2. Outcomes Aftributed to Adverse Event
(Check all that apply)

O Death:
(mm/ddsyyyy)
[ Life-Threatening

|:| Disability or Permanent Damage

D Congenital Anomaly/ Birth Defect
E Hospitalizafion — Inifial or prolonged D Other Serious (Important Medical Events)

E Required intervention fo Prevent Permanent Impairment/ Damage (devices)

3. Date of Event (mm/dd/yyyy)_ 4. Date of This report (mm/dd/yyyy)
i Patient Information : 10/18/2013

5. Describe Event or Problem
On October 18, 2013 user facility reported an event as follows: Patient
underwent an Endoscopic Retrograde Cholangiopancreatography
(ERCP) procedure (date unknown) and developed an Carbapenem-
resistant Enterobacterioaceae (CRE) infection. The patient received
antibiotics and was released from the hospital on an unknown date. No
further information is available at this point about the patient.

6. Relevant Tests/ Laboratory Data, Including Dates’
Escherichia coli (E-coli) New Delhi Metallo-beta-lactamase (NDM)
organism - Date unknown

7. Other Relevant History, Including Pre existing Medical Conditions (c.g., afergies,
race, pregnancy, smoking and alcohol use, hepatic/ dysfunctions, etc.)

For use by user-facilities,

Form Approved: OMB No. 10-029 1, Expires 12/31/11
See OMB statement on reverse.

C. SUSPECT PRODUCT(S)

1. Name (Give /abeled strength & mfi/ labeler)
#1

#2

3. Therapy Dates (/7 unknown, give durafion)

2. Dose, Frequency,& Route Used Fromy/ to (or best estimate)

#1 #1
#2 #2
N . - 5. Event Abated After Use
4. Diagnosis for Use (/ndication) Stopped or Dose Reduced?
#1 Doesn’t
#1 Ovyes ONe O Apply
#2
Doesn’t
# [OYes ONo [ Apply
6. Lot# 7. Exp Date 8. Event Reappeared After
Reintroduction?
#1 # Doesn’t
#1 [Oves [ONo [J Aeply
#2 #2
Doesn’t
5. NDCH or Unique 1D #2 [Jves [JNo [ Apply

10. Concomitant Medical Products and therapy Dates (Exc/ude treatment of event)

D. SUSPECT MEDICAL DEVICE

1. Brand Name
PENTAX
2. Common Device Name
VIDEC DUDODENOSCOPE
3. Manufacturer Name, City and State
PENTAX of America, Inc.

Montvale, NJ
4. Model # Lot # 5. Operator of Device
ED-3490TK
Catalog # Expiration Date (mm/dd/yyyy) E Health Professional
[ Lay User/ Patient
Serial # Other #
A110299 O other:

6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mmy/dd/yyyy)

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
O ves X No

9. If Yes to ltem No. 8, Enter Name and Address of Reprocessor

10. Device Available for Evaluation? (Do not send to FDA)

O Yes [ No

D Returned fo Manufacturer on:

(mm/ddjyyyy)

11. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

E. INITIAL REPORTER

1. Name and Address Phone #

1775 Dempster Street

Park Ridge, IL 60068
Submission of a report does not constitute an admission that medical 2. Health Professional? |3. Occupation 4 Tnitial reporter Also Sent
personnel, user facility, Importer, distributor, manufacturer or product Report o FDA
cause or contributed to the event. & ves O Ne | Other Healthcare I Yes [J No [J Unk.

FOIA CONFIDENTIAL TREATMENT REQUESTED

Professional
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MEDWATCH

FORM FDA 3500A (6/10)

F. FOR USE BY USER FACILITY/ IMPORTER (DEVICES Only)

1. Check One
[ user Facility B importer

2. UF/ Importer Report Number
2518897-2013-00006

Page 2 of 3

3. User facility or Importer Name/ Address
Pentax Medical
3 Paragon Drive
Montvale, NJ 07645

FDA USE ONLY

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

2. If Follow-up, What Type?

4. Contact Person 5. Phone Number

[ peath O correction
Serious Injury [ Additional Information
[ malfunction [] Response to FDA Request
[ other [ oevice Evaluation
3. Device Evaluated by Manufacturer? i %%}}%’}f""" Date
E Not Returned fo Manufacturer
08/03/2011

[ Yes [ Evaluation Summary Attached

DNo (Attag;gage o explain why not) or 5. Labeled for Single Use?

6. Date User facility or 7. Type of Report 8. Date of This Report
Importer Became (mm/ddiyyyy)
Aware of Event (mm/ddiyyyy) X initial

10/18/2013 [ Follow-up # 11/12/2013
€. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
Patient
e 18| - | - |
2yrs
Device
Devic 1091 | | 2303 | : | |
11. Report Send to FDA? 12. Location Where Event Occurred
i Qutpatient
E Yes —1 1712/2013 E Hospital Dia‘g:osea‘c Facility
O ne (mm/ddyyyy) [ Home
13. Report Sent to Manufacturer? D Nursing Home Ambulatory
Oulpaient Treatment Surgical Center
X Yes 11/12/2013 | O Facility
O ne (mm/ddlyyyy) O other:
(Specify}

14. Manufacturers Name and Address
Hoya Corporation PENTAX Miyagi Factory
30-2 Okada Aza-Shimomiyano
Tuskidate, Kurihara-shi, Miyagi, Japan 987-2203

provide ¢
O ves O nNe
6. Evaluation Codes (Refer to coding manual)
Method | 3263 | - -
Results | 3218 | - | [- 1 |- | |
Conclusionsl 18 | - | 24 | - I | - | |
7. If Remedial Action Initiated, Check Type 8. Usage of Device
[ recan [ notification [ nitial Use of Device
[ Rrepair [ inspection B Reuse
D Replace D Patient Monitoring D Unknown
) Modification/
[ Relabeling O Adjustment 1 uscmgol list cormecton/
0 other removal re| number:

G. ALL MANUFACTURERS

1. %)néactthoe - Name/ Address (and Manufacturing Site 2. Phone Number
¥ doucoe) 800-431-5880
Contact Office =see F.3 above 3. Report Source
(Check all that apply)
. O Forei
Manufacturing Site = see F.14 above oreton
O stay
O Literature
D Consumer
IX] Health Professional
& User facility
4. Date Received by Manufacturer |5.
10/18/2013 [0 Company
{ANDA # Representative
IND # O oistributor
8. If IND, Give Protocol # STN# O other
PMATKO92710
S10K# 1
7. Type of Re
ecka/lplhogapply) Product tion O Yes
O sday [ 30-day
o Pre-1938 O vYes
O 7day [ Periodic
0 10<day [ mital OTC Product [] Yes
[ 15day [ Follow-up #
9. Manufacturer Report Number | 8. Adverse Event Term(s)
2518897-2013-00006

10. [ Additional Manufacturer Narrative and/ o 11. [J Comected Data

H10 Additional Narrative:

B5: During a conference call with Advocate Lutheran General Hospital
on October 18, 2013, PENTAX was informed that one patient
developed carbapenem-resistant Enterobacteriaceae (CRE) infection
after undergoing ERCP procedures using scope ED-3490TK, A110299.
In addition, one patient was screened for CRE but did not develop an
CRE infection.

The scope was tested at the user facility and positive culture was found
behind the elevator and through the hole of the scope. Customer
confirmed that non-PENTAX brushes are used to manually reprocess
the PENTAX scopes. The cleaning brushes used at the facility are
Medivators. In addition, Surg-Enz® is the enzymatic detergent/cleaner
used to reprocess the scopes and is not on the PENTAX approved list
of detergents. Metricide OPA is used for High Level Disinfection.
According to the PENTAX Reprocessing/Maintenance Instruction For
Use (IFU), it specifically states that user must "Be aware that all
recessed areas around the elevator mechanism should be thoroughly
cleaned with an appropriately sized cylinder cleaning brush (e.g.
CSC9S) and in a cleaning detergent solution."

H6: Endoscope was evaluated by user and bacterial culture (CRE) was
found behind elevator. The actual scope has not yet been evaluated by
PENTAX. Investigation is still ongoing (Complaint #: 13-00309).

The public repeorting burden for this collection of information has been esfablished fo average 66

minutes per response, including the ime for reviewing instructions, searching existing data
sources, gathenng and maintaining the dafa needed, and compleling and reviewing the
collection of information. Send comments regarding this burden esfimate or any other aspect of
this collection of informafion, including suggestions for reducing this burden to:

FOIA CONFIDENTIAL TREATMENT REQUESTED

Department of Health and Human Services

Food and Dm? Administration

Office of Chief Informafion Officer

1350 Piccard Drive, Room 400

Rackville, MD 20850

Please DO NOT RETURN this form to this address

OMB Statement:

"An agency may not conduct or sponsor,
and a person is not required to respond fo,
a collection of information unless it displays
a cumrently valid OMB control number.”®

MURRAY00000084




(CONTINUATION PAGE)
For use by user-facilities,

MEDWATCH importers, distributors, and manufacturers
for MANDATORY reporting
FORM FDA 3500A (6/10) Page 3 of 3

B.5. Describe Event or Problem (confinued)

B.6. Relevant Test/ Laboratory Data, Including Dates (confinued)

B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g. allergies, race, pregnancy, smoking and alcohol use, hepatic/ renal dysfunction, etc) (confinued)

Concomitant Medical Products and Therapy Dates (exc/ude treatment of event) (For continuation of C. 10 and/ or D. 11, please distinguish)

Other Remarks
F10 Patient Code 1735 = Infection, Bacterial

F10 Device Code 1091 =Device Cleaning Issue;
2303 = Bacterial contamination of device

H.6 Evaluation Codes
_Method 3263 = ACTUAL DEVICE NOT EVALUATED

_Results 3218 = MICROBIAL CONTAMINATION
_Conclusion 18 = FAILURE TO FOLLOW INSTRUCTIONS ; 24 = OFF-LABEL, UNAPPROVED, OR CONTRAINDICATED USE
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12/3/2015 MAUDE Adverse Event Report: PENTAX PENTAX PENTAX DUODENOSCOPE

FDA Home> Medical Devices? Databases®

MAUDE Adverse Event Report: PENTAX PENTAX PENTAX DUODENOSCOPE

-~ 6‘510(k)7|DeNov08 Registration &  |Adverse |Recalls"'IPMA'2IHDE"3IClassification'4|Standards1°
sy . Listing® Events'0
CFR Title  |Radiation-Emitting |X-Ray |[Medsun IcLIA20ITPLC2 lInspections??
2116 Products'” Assembler '8 Reports19
PENTAX PENTAX PENTAX DUODENOSCOPE Back to Search Results
Model Number ED-3490TK
Event Date 06/21/2013

Event Type Injury
Event Description
Pt underwent an ercp procedure using a pentax ed-3490tk -a110084 side viewing duodenoscope. Pt developed
a cre infection. Proper cleaning of scope confirmed as per company recommendations. Organism found under
elevator on scope.

Search Alerts/Recalls??

New Search | Submit an Adverse Event Report2*

Brand NamePENTAX
Type of DevicePENTAX DUODENOSCOPE
Manufacturer (Section D)PENTAX
3 Paragon Drive
Montvale NJ 07645
MDR Report Key3252445
Report NumberMW5031083
Device Sequence Number1

Product CoderpT25

Report SourceVoluntary
Reporter OccupationRISK MANAGER
Type of Reportinitial
Report Date07/23/2013
1 Device Was Involved in the Event
1 Patient Was Involved in the Event
Date FDA Received07/23/2013
Is This An Adverse Event Report?No
Is This A Product Problem Report?Yes
Device OperatorHealth Professional
Device MODEL NumberED-3490TK
Device LOT NumberA110084
Was Device Available For Evaluation?Yes
Is The Reporter A Health Professional?No
Is this a Reprocessed and Reused Single-Use Device?Yes

Patient TREATMENT DATA
Date Received: 07/23/2013 Patient Sequence Number: 1

Links on this page:
1. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

2. http://www.addthis.com/bookmark.php
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/detail.cfm ?mdrfoi__id=3252445
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12/3/2015 MAUDE Adverse Event Report: PENTAX PENTAX PENTAX DUODENOSCOPE
http://www.fda.gov/default.htm
http://www.fda.gov/MedicalDevices/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm
/scripts/cdrh/devicesatfda/index.cfm
/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
/scripts/cdrh/cfdocs/cfpmn/denovo.cfm
/scripts/cdrh/cfdocs/cfRL/rl.cfm

10. /scripts/cdrh/cfdocs/cfFMAUDE/TextSearch.cfm

11. /scripts/cdrh/cfdocs/cfRES/res.cfm

12. /scripts/cdrh/cfdocs/cfPMA/pma.cfm

13. /scripts/cdrh/cfdocs/cfHDE/hde.cfm

14. /scripts/cdrh/cfdocs/cfPCD/classification.cfm

15. /scripts/cdrh/cfdocs/cfStandards/search.cfm

16. /scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

17. /scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm

 ® N o 0 kW

18. /scripts/cdrh/cfdocs/cfAssem/assembler.cfm

19. /scripts/cdrh/cfdocs/Medsun/searchReportText.cfm

20. /scripts/cdrh/cfdocs/cfClia/Search.cfm

21. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm

22. /scripts/cdrh/cfdocs/cfTPLC/inspect.cfm

23. http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/default.htm
24. https://www.accessdata.fda.gov/scripts/medwatch/

25. ../cfPCD/classification.cfm?start_search=&ProductCode=FDT

Page Last Updated: 10/31/2015

Note: If you need help accessing information in different file formats, see Instructions for Downloading
Viewers and Players.

Accessibility Contact FDA Careers FDA Basics FOIA No Fear Act Site Map Transparency Website
Policies

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA

TUsaox. ~ BY E1 ] &) oo
For Government For Press

Combination Products Advisory Committees Science & Research Regulatory Information Safety
Emergency Preparedness International Programs News & Events Training and Continuing Education
Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive

@ U.S. Departmeant of Health & Human Services

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/detail.cfm ?mdrfoi__id=3252445 2/3
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Allegheny General Hospital
Pittsburgh, Pennsylvania



March 27, 2015

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

OCA_0001268



PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services For use b faciliti Mir Report #
i Y user-tacilities, 2951238-2015~
Food and Drug Adminieirafion importers, distributors and manufacturers il
M E D w Arc" for MANDATORY reporting UF/importer Report #
FORM FDA 3500A (2/13) Page 1 of 2 o Uso Oy

A. PATIENT INFORMATION
1. Patient ldentifier

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. [¢] Adverse Event

and/or  [_] Product Problem (e.g., defects/maffunctions)

2. Outcomes Attributed to Adverse Event
(Check all that apply)

(] Death:
Life-threatening 0] congenital Anomaly/Birth Defect
Hospitalization - initial or prolonged (] Other Serious (Important Medical Events)
IZ] Required Intervention to Prevent Permanent Impairment/Damage (Devices)

[T Disability or Permanent Damage
VYY)

3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy)
02/23/2015 03/09/2015

5. Describe Event or Problem

Olympus received a Voluntary MedWatch that stated a
patient's blood culture tested positive for CRE
Klebsiella Pneumonia after undergoing an Endoscopic
Retrograde Cholangio~Pancreatography (ERCP)procedure.The
user facility noted that the patient had no history of
the this organism.

Olympus has made multiple attempts to contact the user
facility for additional information by phone and in
writing with no results. No further information is
available at this time.

(Continue on page 3)

6. Relevant Tests/Laboratory Data, Including Dates

(Continue on page 3)

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergles,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc,)

(Continue on page 3)

Form Approved: OMB No. 0910-0291, Expires: 6/30/2015
See OMB statement on reverse.

C. SUSPECT PRODUCT(S)
1. Name (Give labeled strength & mfr/labeler)

#1
#2
2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration)
from/fto (or best estimate) o )
#1 #1
#2 #2
4. Diagnosis for Use (Indication) 5. Event Abated After Use
. Stopped or Dose Reduced?
#1 [] Yes [Ono Dosen't
" Apply
Doesn't
6. Lot# 7. Exp. Date #2 [] ves O O Apply
# # 8. Ev.ent Reappeared After
itroduction?
® #2 #1 [Jves [Ino [ 2:;%""
9. NDC# or Unique ID q
#2 [JYes [INo DR::,’;"‘

10. Concomitant Medlcal Products and Therapy Dates (Exciude treatment of event)

(Continue on page 3)
D. SUSPECT MEDICAL DEVICE

1. Brand N
rendName olympus EVIS EXERA IT Duodenvideoscope

2b. Procode
FDT

2. Common Device Name
Duodenvideoscope

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEM CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Tokyo, 192-8507, Japan

4. Model # Lot# 5. Operator of Device

TIF-Q180V N/a Health Professional
Catalog # Expiration Date (mm/dd/yyyy) X

TIF-QL80V N/A [ Lay User/Patient
Serial # Unique (dentifler (UDI) # [ other:

UNK N/A

6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (nm/dd/yyyy)
N/A N/A

8. Is this a Single-use Device that was Rep d and R d on a Patient?
[] Yes [¢] No

9. If Yes to Item No, 8, Enter Name and Address of Reprocessor

10. Device Avallable for Evaluation? (Do not send to FDA)
3 ves No  [] Retumed to Manufacturer on:
(mm/adlyyyy)

11. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

(Continue on page 3)

E. INITIAL REPORTER

1. Name and Address

Allegheny General Hospital
320 East North Avenue
Pittsburgh, PA 15212

Email Address

Submission of a report does not constitute an admission that medical
personnel, user facllity, Iimporter, distributor, manufacturer or product
caused or contributed to the event,

2, Health Professional?

[7] Yes [ No

3. Occupation

4, Initial Repoﬂxr Also Sent
Risk Manager

Report to FD

[ Yes [JNo [7] unk.

OCA_0001269



MEDWATCH

FORM FDA 3500A (2/13) (continued)

1. Check One

[] user Facility [] importer

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
2. UFimporter Report Number

Page 2 of 2
H. DEVICE MANUFACTURERS ONLY

3. User Facllity or Importer Name/Address

4. Contact Person 5. Phone Number
6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became (mm/ddlyyyy)
Aware of Event (mm/dd/yyyy) D Initial
[ Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
Patient - l l I |
Code l =
Coso” -l - |
Code
11. Report Sent to FDA? 12. Location Where Event Occurred
[] Yes [] Hospital Outpatient
Sy |:| Diagnostic Facility
[ No Ambulatory
13. Report Sent to Manufacturer? (] Nursing Home Surgical Facility
[] Outpatient Treatment
[ Yes Faclility
O no mm ) [ other:
~ (Specily)

14. Manufacturer Name/Address

A A A RER

1. Contact Office (and Manufacturing

Site for Devices)

2, Phone Number

3. Re}::on S
(Check all that apply)

7. Type of Report
(Check all that apply)

[] 10-day [/] tnitial
[J15day [] Follow-up#

Combination
[(]5day [/]30-day Product ] Yes
(J7-day [] Periodic Pre-1938 [[] Yes

OTC Product [ Yes

Address
OLYMPUS AMERICA, INC (] Foreign
2400 Ringwood Avenue [0 study
San Jose, CA 95131 ] Literature
Oc
I Smell Adkross IZI Health Professional
4. Date Received by 5, IZI User Faciltly
Manufacturer (mm/dd/yyyy) (ANDA# D Company
Representative
03/09/2015 )
IND # [] pistributor
6. IfIND, Give Protoco! # .
BLA# [[] other:

PMAY
510(k) # K080403

9. Manufacturer Report Number  |8.

2951238-2015-00127

Adverse Event Term(s)

1. Type of Reportable Event
[ peatn
Serious Injury
[[] Malfunction

2. If Follow-up, What Type?
{T] correction
[[] Additional Information
[[] Response to FDA Request
[[] pevice Evaluation

3. Device Evaluated by Manufacturer?
(] Not Retumed to Manufacturer
7] Yes  [] Evaluation Summary Attached
No (Attach page to explain why not) or
D provide ood%a:

4. Device Manufacture Date
(mmiyyyy)

Unk
5. Labeled for Single Use?
[] Yes No

6. Event Problem and Evaluation Codes (Refer to coding manual)

Patient
Code

1735 |-|

- |

Device |

oeee [“on |

Method |

Results I

H
5
COnclusionsI 67 H 92

7. If Remedial Action Initiated, Check Type

(] Recall [[] Notification

(] Repair ] nspection

(] Replace [[] Patient Monitoring
Relabel Modification/

a oing [ Adjustment

[:] Other:

8. Usage of Device
[[] initial Use of Device

Reuse
[] unknown

9. If action reported to FDA under
21 USC 380(f), list correction/
removal reporting number:

10. [v] Additional Manufacturer Narrative

supplemented accordingly.

scope.

The device referenced in this report has not yet been
returned to Olympus for evaluation. If any additional
information becomes available this report will be

As part of our investigation with this report, an
Olympus Endoscopy Support Specialist (ESS) performed an
In-Service and trained staff on TJF-180V reprocessing at
the user facility on 05/24/2015. The ESS observed that
the user facility was not following the IFU for
reprocessing of duodenvideoscopes correctly. Freshwater
was not being used for every scope, single-use items
were being used to clean multiple scopes and reusable
items were not autoclaved or high level disinfected pex
each use. Additionally, this account uses a third party
for repairs and was unsure of the serial number of the

and /or 11. [[] Corrected Data

This section applies only to requirements of the Paperwork Reduction Act of 1998,
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person Is not
required to respond to, a collection of
information unless it displays a currently
valld OMB control number."

Please DO NOT RETURN this form to the above PRA Staff emalil address.
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Boca Raton Regional Hospital
Boca Raton, Florida



U.8. Department of Health and Human Services Mfr Roport #: 2051238-201
: -2015-00184
Food and Drug Administration For use by user- facilities, —
MEDWATCH importers, distributors and manufacturers UFfimporter Report #:
FDA oSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

A. PATIENT INFORMATION

1. Patient ldentifier (In confidence) I — - 4, Welght

B. ADVERSE EVENT OR PRODUCT PROBLEM
1. [X] Adverse Event andfor [ 1 Product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event (Checked all that apply)

[ 1 Death [ 1 Disability or Permanent Damage

[ 1 Life-threatening ‘ { ) Congenital Anomaly/Birth Defect

{ 1 Hospltalization - Initial or prolonged (X1 Other Serlous (Important Medical Events)
[ 1 Required Intervention to Prevent Permanent Impalrment/Damage (Devices)
3. Dato of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)

06/11/2014 S : 04/14/2015

5. Describe Event or Problem

Olympus was Informed that a total of nine patients tested posltive for Carbenspenum Resistant Enterbacterlaceas (CRE) .
Klebsiella pneumoniae, after having undergone an endoscopic retrograde cholangiopancreatography (ERCP) procedure,
However only six of those patients used an Olympus duodenovideoscope during their ERCP procedures. The other three patients
underwent a procedure using either a Fujt or Pentax duodenovideoscope.

Olympus followed up with the user facility and was Informed that they have implemented a double (2x's) with high level HLD)
disfectant in the AER disinfection process for all duodenovideoscopss. It was reported by the user facil ty that since mid 2014,
they began to monitor and randomly cultured all their duodenovideoscopes after confirming five patient Infections of CRE-KP
ranging from August 08, 2014 to December 12, 2014 after each had undergone a ERCP procedure. The inltlal five patient
infections with CRE-KP were confirmed utilizing test methods ranging from sputum, bload, urine, liver asplrate, and bile drainage.
The patients were treated with antibiotics. It was reported that there were no further Issues with the duodenovideoscopes testing
positive until a sixth Fatient tested positive for Extended Spectrum Beta-Lactamase (ESBL) strain following the March 18, 2015
ERCP procedure using thie same duodenovideoscope (s/n: 2102101). On March 21, 2015 the duodenovi @oscope cultured
positive, with the same ESBL strain. The duodenovideoscope was then sequestered, re-cleaned and underwent double
{2x's)HLD in the AER disinfection cycle. The duodenovideosco;e was re-cultured and showed no growth. The
duodenovideoscope was placed back In service on March 24, 2015, The user facility said they will continue to monitor and
complete random testing to control the issue in-house so no further Issues oceur,

This Is the first of six reports.

6. Relavant TestsiLaboratory Data, Including Dates
Blood and urine test on 12/12/2014 :

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergles, race, pregnancy, smoking and alcohol use, hepaticirenal dysfunction, efc.)
Pancreatic carcinoma '

C. SUSPECT PRODUCT(S)
Sectlon C Is not applicable to devices.

D. SUSPECT MEDICAL DEVIGE

1: Brand Name ! 2, Common Device Name
Olympus EVIS EXERA Il DUODENOVIDEOSCOPE Duodenovideoscope, Product Code: FDT
3. Manufacturer Name, City and State 4, Maodel # Catalog #
OLYMPUS MEDICAL SYSTEM CORPORATION TJF-Q180V. TJF-Q180V
2851 Ishikawa-cho, )
Hachiojl-shi, Tokyo, 192-8507, - | Serlal# Lot#
Japan, JA 2102101 v ‘
Expiration Date (mm/dd/yyyy) - Other# .
5. Operator of Davice 6. Implanted Date (mm/dd/yyyy) 7. Explanted Date (mm/dd/yyyy) .
Health Professional :

8. Is this a Single-Use Device that was reprocessed and Reused on a Patlent?
() Yes (e) No () Nolnformation

9. Roprocessor Nama and Address 10, Davice Avallable for Evaluation? (Do not send to FDA)

{) Yes

(*) No

{ ) No Information

[ 1 Returned to Manufacturer

OCA_0000427



U.S. Department of Health and Human Services Mir Report #: 2051238-2015
- -00184
Food and Drug Administration For use by user-facilities, .
MEDWATCH importers, distributors and manufacturers UFfimporter Report #:
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

11. ConComitant Medical Products and Therapy Dates (Excludes frealment of event)

Medivator DSD-Edge
Pentax Duodenovideoscope
Fuji Duodenovideoscope

E. INITIAL REPORTER
1. Name and Address 2, Health Professlonal?
(e) Yes () No () NoInformation

Boca Raton Reglonal Hospltal, Inc.

800 Meadows Road 3. Occupation
Boca Raton, FL 33486-2368, US Physlclan
4. Initial Reporter Also Sent Report to FDA?
() Yes () No (e) Unknown ( ) Nolnformation

F. FOR USE BY USER FACILTY/IMPORTER (Devices Only)
1. User Facllity or Importer
( ) UserFacliity ( ) Importer

2, User Facllity/importer Number

3, 4, and 5, User Facllity or Inporter Name/Address, Contact Person, and 6. Date UF/importer Became Aware of Event (mm/dd/yyyy)
Phone Numbar .

7. Type of Report
() Initlal () Follow-up

8. Date of This Report (mm/dd/yyyy) 9. Approximate Age of Device -

10. Event Problem Codes (Refer to coding manual) 14, Manufacturer Name/Address
Patient Cods(s): 1735 CA,US
Davice Code(s): 2303

11. Roport Sont to FDA?
() Yes () No () Nolnformation

12. Locatlon Where Event Qccurred

13. Report Sent to Manufacturer?

{) Yes () No () Nolnformation
G. ALL MANUFACTURERS

1, 2, Contact Office - Name/Address/Phone Number 1, 2. (Continued) Manufacturing Site Address/Phone for Dovices

ympus America
2400 Ringwood Ave
San Jose, CA 95131, US

3. Report Source (Chock all that apply) 4. Date Recelved by Manufacturer (rim/dd/yyyy)
[ 1 Forelgn [X) Health Professional
{1 Study [X] User Facliity
[ 1 Literature [X] Company Representative 8. PAATE10%)
[ 1 Consumer [ ) Distributor K080403
[ ] Other ’ 6. IFIND, Give Protocol #

7. Type of Report 8. Adverse Event Term(s)

[ ] 5day [X] Initial [ ] Follow-up
H. DEVICE MANUFACTU RERS ONLY
1. Type of Reportable Event 2. If Follow-up, What Typa? 3. Device Evaluated by Manufacturer?

9. Manufacturer Report Number
2051238-2015-00184

( ) Death [ 1 Correction [ 1 NotReturned to Manufacturer
(e) Serlous Injury [ 1} Additional Information () Yes [ 1 Evaluation SummaryAﬂached
( ) Malfunction . [ 1 Response to FDA Request (¢) No

( ) No Information { 1 Device Evaluation

[ 1 No Information

OCA_0000428



U.S. Department of Health and Human Services Mifr Report #: 2951238-2015.0018
* = -~ 4
Food and Drug Administration For use by user-facilities, ‘ . )
MEDWATCH importers, distributors and manufacturers UFlimporter Report #:
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:
4. Device Manufacture Date (mm/dd/yyyy) 6. Evaluation Codes (Refer to coding manual)
Method Code(s): 3320
5. Labeled for Single Use? Result Code(s):
() Yes () No () Nolinformation Conclusion Cods(s): 20 - 67
7. If Remedial Action Initiated, Check Type 8. Usage of Device ‘9,slg a;tlcin relrorte_d to FDA unier 21
[ 1 Recal * [ 1 Notification () Initial Use of Device' roporiiag mumeCTrectioniremoval
[ 1 Repair [ 1 Inspsction { ) Reuse
[ 1 Replace [ 1 Patlent Monitoring { ) Unknown
[ 1 Relabeling [ 1 Modification/Adjustment ( ) No Information
[ 1 Other :

10. [X] Additional Manufacturer Narrative ‘andlor 11. [ 1 Corrected Data
additional and significant information becomes avallable later.

facllity's reprocesslngf practices. During the on-site visit, several reprocessing pract

Please cross-reference the associated complalnts: '
2951238-2015-00185, 2951238-2015-00186, 2951238-2015-00187, 2951238-2015-001 88, 2051238-2015-00197

No files attached.

The device referenced In this report has besn returned to Olympus for evaluation. However, the device was sent to an off-site
independent laboratory for further testing, Once returned a physical evaluation will be performed on the referenced device. The
exact cause of the user's experlence could not be conclusively determined at this time. A supplemental report will be submitted If

As part of our investigation with this report, an Endoscopy Support Specialist (ESS? visited the user facllity to observe the user

ces were discussed such as man
pre-cleaning, manual cleaning w/HLD, Rinsing, Alcohol flush but were not demonstrated as the customer stated that they are
using a Medivator DSD-Edge AER. It was also reported that the customer sometimes lay down thelr scopes colled up after
removing from the AER, The customer was Informed that the scopes need to be hung Immediately after the HLD process, It was
noted that the user facility was not using a MH-856 (suction cleaner adapter), as recommended in the instruction manual,

ual cleaning,
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Carolinas Medical Center,
Charlotte North Carolina



U.S. Department of Health and Human Services Mfr Report i#: 2051238-2015-00254
Food and Drug Administration For use by user- facilities,

MEDWATCH importers, distributors and manufacturers
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

UF/importer Report #:

A. PATIENT INFORMATION
1. Patient Identifier (In confidence) 4. Weight

B. ADVERSE EVENT OR PRODUCT PROBLEM
1. [X] Adverse Event andlor [ ] Product Problem (e.g., defects/malfunctions)

2. Outcomes Attributed to Adverse Event (Checked all that apply)

[X] Death [ 1 Disability or Permanent Damage
[ ] Life-threatening [ 1 Congenital Anomaly/Birth Defect
[ 1 Hospitalization - initial or prolonged [ 1 Other Serious (Important Medical Events)
[ 1 Required Intervention to Prevent Permanent impairment/Damage (Devices)
3. Date of Event (mm/dd/yyyy) 4, Date of this Report (mm/dd/yyyy)
05/14/2015

5. Describe Event or Problem
In an article published on May 15, 2015, it was reported that a patient at a medical center died in 2013 as a result of carbapenem-
resistant Enterobacteriacaea (CRE) infection following an ERCP procedure using an Olympus duodenoscope.

Otympus followed up with the user facility in an effort to obtain additional information regarding the reported event, but with no
results after multiple inquiries.

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

C. SUSPECT PRODUCT(S)
Section C is not applicable to devices.

D. SUSPECT MEDICAL DEVICE

1. Brand Name 2. Common Device Name
EVIS EXERA Il Duodenovideoscope Duodenoscope, Product Code: FDT
3. Manufacturer Name, City and State 4. Model # Catalog #
Olympus Medical System Corporation TJIF-Q180V TJF-Q180V
2951 Ishikawa-cho, Sorial # Lot#
Hachioji-shi, Tokyo 192-8507, JA era
Unk N/A
Expiration Date (mm/dd/fyyyy) Other #
5. Operator of Device 6. iImplanted Date (mm/dd/yyyy) 7. Explanted Date (mm/dd/yyyy)
Health Professional

8. Is this a Single-Use Device that was reprocessed and Reused on a Patient?
() Yes () No () NoInformation

9. Reprocessor Name and Address 10. Device Available for Evaluation? (Do not send to FDA)

() Yes

(¢) No

( ) No Information

[ 1 Returned to Manufacturer

11. ConComitant Medical Products and Therapy Dates (Excludes treatment of event)

E. INITIAL REPORTER
1. Name anq Address 2. Health Professional?

(¢) Yes () No () NoInformation
Carolinas Medical Center
1000 Blythe Blvd. 3 ‘_’ccupaﬂon
Charlotte, NC 28203-5871, US Risk Manager
Email:Unk 4, Initial Reporter Also Sent Report to FDA?
manen () Yes () No (s) Unknown ( ) No Information

F. FOR USE BY USER FACILITYAMPORTER (Devices Only)

1. User Facility or Importer 2. User Facility/Importer Number

OCA_0000454



U.S. Department of Health and Human Services
Food and Drug Administration

MEDWATCH

FDA eSubmitter Generated Form 3500A

For use by user-facilities,
importers, distributors and manufacturers
for MANDATORY reporting

Mfr Report #: 2951238-2015-00254

UF/importer Report #

Form Code:

( ) UserFacility ( ) Importer

3, 4, and 5. User Facility or Importer Name/Address, Contact Person, and
Phone Number

6. Date UF/Importer Became Aware of Event (mm/dd/yyyy)

7. Type of Report
() Initial ( ) Follow-up

8. Date of This Report (mm/dd/yyyy) 9. Approximate Age of Device

10. Event Problem Codes (Refer to coding manual)
Patient Code(s): 1735 - 1802
Device Code(s): 2303

11. Report Sent to FDA?
() Yes () No

( ) No Information

12. Location Where Event Occurred

13. Report Sent to Manufacturer?

1, 2. Contact Office - Name/Address/Phone Number

Olympus America, Inc.
2400 Ringwood Avenue
San Jose, CA 95131, US

() Yes () No () Noinformation
G. ALL MANUFACTURERS

14. Manufacturer Name/Address

1, 2. (Continued) Manufacturing Site Address/Phone for Devices

3. Report Source (Check all that apply)

4, Date Received by Manufacturer (mm/dd/yyyy)

[ 1 Distributor

[ 1 Foreign [ 1 Health Professional 05/14/2015
[ 1 Study [ 1 User Facility

[X] Literature [ 1 Company Representative 5. PMA/510(k)
[X] Consumer K080403

[ 1 Other

6. If IND, Give Protocol #

7. Type of Report

[} S5day [x1 Initial [ ] Follow-up
H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event 2, If Follow-up, What Type?

(e) Death Correction
( ) Serious Injury Additional Information
( ) Malfunction Response to FDA Request

( ) No Information Device Evaluation

No Information

]
]
]
]
]

8. Adverse Event Term(s) 9. Manufacturer Report Number

2951238-2015-00254

3. Device Evaluated by Manufacturer?
[ 1 Not Returned to Manufacturer

() Yes [ ] Evaluation Summary Attached
{¢) No )

4. Device Manufacture Date (mm/dd/yyyy)

5. Labeled for Single Use?
() Yes (e) No () No Information

6. Evaluation Codes (Refer to coding manual)
Method Code(s):
Result Code(s):
Conclusion Code(s): 67 - 92

7. If Remedial Action initiated, Check Type

[ 1 Recall [ 1 Notification

[ 1 Repair [ 1 Inspection

[ 1 Replace [ 1 Patient Monitoring

[ 1 Relabeling [ 1 Modification/Adjustment
[ 1 Other

8. Usage of Device

( ) Initial Use of Device
() Reuse

{ ) Unknown

{ ) No Information

9. If action reported to FDA under 21
USC 360i(f), list correction/removal
reporting number

10. {X] Additional Manufacturer Narrative andior 11. [ ] Corrected Data

No device was returned to Olympus for evaluation. The exact cau
cause of death is unknown. This report will be updated according!

se of the source of the infection is unknown and the exact
y if additional information becomes available at a later time.
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U.S. Department of. H.eaItI.1 and Human Services . Mfr Report #: 2951238-2015-00254
Food and Drug Administration For use by user-facilities
2

MEDWATCH importers, distributors and manufacturers
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

UF/lmporter Report #:

Please cross reference MFR. Report Numbers: 2951238-2015-00258, 2951238-2015-00259, and 2951238-2015-00281.

File Attachments

No files attached.
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U.S. Department of Health and Human Services Mfr Report #: 2951238-2015-00281
Food and Drug Administration For use by user-facilities,

MEDWATCH importers, distributors and manufacturers
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

A. PATIENT INFORMATION
2. Age at Time of Event, Date of Birth 3. Sex )
No Information
B. ADVERSE EVENT OR PRODUCT PROBLEM

1. Patient Identifier (/n confidence)
1. [X] Adverse Event andior [ ] Product Problem (e.g., defects/malfunctions)

UF/importer Report #:

4. Weight

2. Outcomes Attributed to Adverse Event (Checked all that apply)

[X] Death [ 1 Disability or Permanent Damage
[ 1 Life-threatening [ 1 Congenital Anomaly/Birth Defect
[ 1 Hospitalization - initial or prolonged [ 1 Other Serious (Important Medical Events)
[ 1 Required Intervention to Prevent Permanent impairment/Damage (Devices)
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
05/14/2015

5. Describe Event or Problem

Olympus became aware of a news article in February 2015 which reported that 18 people at one medical center had
carbapenem-resistant Enterobacteriacaea (CRE) in the first months of 2015. Of those, 15 had CRE upon admission to the
hospital; three acquired it in the hospital, and one died. The cause of death was not reported. No details were reported about
how the three became infected in the hospital. Olympus followed up with the user facility in an effort to obtain additional
information regarding the reported event, but with no results after muitiple inquiries.

In an article published on May 15, 2015, it was reported that a patient at the same medical center had allegedly died in 2013 as a
result of CRE infection following an ERCP procedure using an Olympus duodenoscope. Because the May 15 article reports that
an Olympus product was allegedly associated with CRE infection at the medical center in 2013, Olympus has determined to
submit a report for the three CRE cases discussed in the February 2015 article based on the possibility that an Olympus
duolpler:g.scope may have been associated with the three CRE events reported to have been acquired at this medical center
earlier this year.

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

C. SUSPECT PRODUCT(S)
Section C is not applicable to devices.

D. SUSPECT MEDICAL DEVICE

1. Brand Name 2. Common Device Name
EVIS EXERA Il Duodenovideoscope Duodenoscope, Product Code: FDT
3. Manufacturer Name, City and State 4. Model # Catalog #
Olympus Medical System Corporation Unk Unk
2951 Ishikawa-cho, -
Hachioji-shi, Tokyo 192-8507, JA Serial # Lot #
Unk N/A
Expiration Date (mm/dd/yyyy) Other #
5. Operator of Device 6. Implanted Date (mm/dd/yyyy) 7. Explanted Date (mm/dd/yyyy)
Health Professional
8. Is this a Single-Use Device that was reprocessed and Reused on a Patient?
() Yes (s) No () No Information
9. Reprocessor Name and Address 10. Device Available for Evaluation? (Do not send to FDA)
() Yes
() No
{ ) No Information
[ 1 Returned to Manufacturer

11. ConComitant Medical Products and Therapy Dates (Excludes treatment of event)

E. INITIAL REPORTER |

1. Name and Address 2. Health Professional?
(¢) Yes () No () No Information

Carolinas Medical Center -
1000 Blythe Blvd. 3. Occupation

OCA_0000409



U.S. Department of Health and Human Services Mfr Report #: 2951238-2015-00281
Food and Drug Administration For use by user-facilities, ™ PRr—
MEDWATCH importers, distributors and manufacturers Flimporter Report #
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:
Charlotte, NC 28203-5871, US Risk Manager

Email:Unk

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. User Fagility or Importer

( ) UserFacility ( ) Importer

4. Initial Reporter Also Sent Report to FDA?

() Yes () No (e) Unknown ( )} No Information

2. User Facility/lmporter Number

3, 4, and 5. User Facility or Importer Name/Address, Contact Person, and
Phone Number

6. Date UF/importer Became Aware of Event (mm/dd/yyyy)

7. Type of Report
() Initial () Follow-up

8. Date of This Report (mm/dd/yyyy) 9. Approximate Age of Device

10. Event Problem Codes (Refer to coding manual)
Patient Code(s): 1735 - 1802
Device Code(s): 2303

11. Report Sent to FDA?

() Yes () No () NoiInformation

12. Location Where Event Occurred

13. Report Sent to Manufacturer? -
() Yes () No () Nolnformation
G. ALL MANUFACTURERS
1, 2. Contact Office - Name/Address/Phone Number

Olympus America, Inc.
2400 Ringwood Avenue
San Jose, CA 95131, US

14. Manufacturer Name/Address

1, 2. (Continued) Manufacturing Site Address/Phone for Devices

3. Report Source (Check all that apply)

[ 1 Foreign [ 1 Health Professional

[ 1 Study [ 1 User Facility

[x] Literature [ 1 Company Representative
[X] Consumer [ 1 Distributor

[ 1 Other

4. Date Received by Manufacturer (mm/dd/yyyy)
05/14/2015

5, PMA/510(k)
Unk

6. If IND, Give Protocol #

7. Type of Report
[ 1 6day ([X] [ 1 Follow-up
H. DEVICE MANUFACTURERS ONLY
2. If Follow-up, What Type?

Initial

1. Type of Reportable Event

(o) Death Correction
( ) Serious Injury Additional Information
( ) Malfunction Response to FDA Request

( ) No Information Device Evaluation

No Information

— e
— e e

8. Adverse Event Term(s) 9. Manufacturer Report Number

2951238-2015-00281

3. Device Evaluated by Manufacturer?
[ 1 Not Returned to Manufacturer

() Yes [ ] Evaluation Summary Attached
(e) No

4. Device Manufacture Date (mm/dd/yyyy)

5. Labeled for Single Use?
() Yes (e) No ( ) No Information

6. Evaluation Codes (Refer to coding manual)
Method Code(s):
Result Code(s):
Conclusion Code(s): 67 - 92

7. If Remedial Action initiated, Check Type

[ 1 Recall [ 1 Notification
[ 1 Repair [ 1 Inspection

8. Usage of Device

( ) Initial Use of Device
() Reuse

9. If action reported to FDA under 21
USC 360i(f), list correction/removal
reporting number

OCA_0000410




U.S. Department of Health and Human Services Mfr Report #: 2951238-2015-00281
Food and Drug Administration For use by user-facilities
3

MEDWATCH importers, distributors and manufacturers UF/importer Report #:
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

[ 1 Replace [ 1 Patient Monitoring ( ) Unknown

[ 1 Relabeling [ 1 Modification/Adjustment ( } No Information

[ 1 Other

10. [X] Additional Manufacturer Narrative andlfor 11. [ 1 Corrected Data

No device was returned to Olympus for evaluation. The exact cause of the source of the infection is unknown and the exact
cause of death is unknown. This report will be updated accordingly if additional information becomes available at a later time.

Piease cross reference Mfr. Report Number: 2951238-2015-00254, 2951238-2015-00258, and 2951238-2015-000259.

File Attachments

No files attached.
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Cedars-Sinail Medical Center
Torrance, California



OLYMPUS

March 20, 2015

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002 '

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

OCA_0001226



Form Appraved: OMB No. 09100#291 , Explros: 6/30/2015

B stalement on roverse,

U.S. Department of Health and Human Services Mir Report # _2015-000
Fac and g dinstaton o pers [ 2551288 2015700004
M ED w A rc" for MANDATORY reporting UFAmporter Repo
FORM FDA 3500A (2/13) Page 1 0f2
1. Patlent Identifior |2, Age at Time 3. Sex 4. Wolght 1. Name (Give labsled strenglh & miiiabeler)
of Event: #
or [[] Femate lbg
in confid of Bkth (] male " ! I
<o ence H Date ”
- 2. Dose, Frequency & Route Used 3 Theng}vor bes? ((’s rlllln"km}wn give duration)
" #
1. [7] Adverse Event andfor  [] Product Problem (e.g., defects/malfunctions)
2. Outcomos Attributed to Adverse Event #2 #2

{Check ali that appiy}
Dealh:

[] Life-threatening

unk ] Disabifity or Permanent Damage

[[J Congenital Anomaly/Birth Defect

D Required Intervention to Prevent Permanent impalrment/Damage (Devices)

[ Hospitaltzation - Inilsi or prolonged [} Other Serious (important Medical Events)

4, Diagnosis for Use (/ndication)
#

5, Event Abated After Use
Stopped or Dose Reduced?

#1 [JYes [Jno Dggep‘syn't

3. Date of Event (mm/adiyyy) 4. Date of This Report (mm/dd/yyyy)
08/01/2014-02/28/2015 03/04/2015

5. Deoscribe Evont or Problom

Olympus was informed that fouxr patient's may have been
infected by a "drug resistant organism" of Carbapenem-
resistant enterobacteriaceae (CRE) from one Olympus
duodenoscope in use f£rom August 2014 to mid~February
2015. It was further reported that one of the four
infected patient's expired, The cause of death is
unknown. However, it was reported that the death was
unzelated to a CRE infection.

Olympus made multiple attempts to obtain additional

information via telephone and in writing, but with no
success.

This is one of four reports,

PLEASE TYPE OR USE BLACK INK

9. NDC# or Unique ID

#2
Doesn't
o AT #2 DYBS D No D Apply
. 8 ' 8. Evont Ro-ppeared After
2 # #1 Yes
D u} o O %

# [JYes [Ino D%;;m

1. Brand Name

10. Concomitant Medical Products and Therapy Dates (Exclude treatmant of event)

D. SUSPECT MEDICAL. DEVICE

Olympus Ducdenovideoscope

(Continue on page 3}

2. Gommon Device Name
Duodenovideoscope

2b. Procode
KOG

3, Manufacturer Namo, City an

OLYMPUS MEDICAL SYSTEM CORPORATION
2951 Ishikawa-cho, ‘Hachioji-shi, Tokyo, 192-8507, Japan

4. Model # Lot# 5. Oporator of Device

Unk N/a [] Health Professional

, :kautog # Expiration na:o/ gnmﬂd/yyyy) ] ey UserPatnt
Serlal # Uniqus [dontifier (UD))# ] other:

Unk

6. ifimplanted, Give Dato (mm/dd/yyyy)

7. {fExplanted, Give Date (mm/dd/yyyy)

(Conlinue on page 3) N/3 /A
©- Relovant Testa/L.aboratory Data, including 8. I8 this a Singlo-use Device that was Reprocessed and Reused on a Patlent?
[ Yes No
9. If Yes to item No. 8, Enter Name and Address of Repracessor
10. Device Avallable for Evaluation? (Do not send to FDA)
O ves No  [[] Retumed fo Manufaclurer on:
. (mda7yy5y)
(Continue on page 3) 11. Concomitant Madical Products and Therapy Dates (Exclude imalment of event)
7. Other Relevant History, Including Preaxisting Madical Conditi
race, pregnancy, mlzm am}l arcogml us:. mm?!n‘n/‘ron‘;ill dysﬂmwg‘v.s (93 - aliis,
(Continue on page 3)
E. INITIAL REPORTER
1. Name and Address
Cedars~Sinai Medical Center
4100 W. 190th Street
Torrance, CA 90504-5513
[Phone # Emall Addrass
(Continue on page 3)
33&'3.'?:;?“ :;:! tI:POit c:oes :_l‘O( cgmw an adm;slon that medical 2. Health Professional? | 3. Occupation 4. ?E‘l'ﬂﬁzpomr Also Sent
u mporter, or, manufacturer or product
caused or’contvlbuto? to the event, ’ g @l ves [Jno |Risk Manager {]Yes [} No 7] nk.

OCA_0001227



FORM FDA 3500A (2/13) (continued)

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only}

1. Check Oneo 2. UFfimporter Report Number
[J user Facilty [ tmporter

Page 2 of 2

3. Usor Faciilly or importor NameiAddross

v

H. DEVICE MANUFACTURERS ONLY
1. Typo of Reportable Event

2. it Follow-up, What Type?

[¥] Dezth [} Comection

[ Serious Injury [[] Additional Information

(] Maltunction [C] Response to FDA Request
[} pevice Evaluation

3. Davice Evaluated by Manufacturer?

4. ?ovlne M)anuracm Date
Not Retumed to Manufaciurer

[J¥es []Evaluation Summery Atached | UNK
O m«agmgo fo explain why not) o 5. Labeled for Single Use?
L] 5
[ Yes No

4. Contact Porson 5. Phone Numbar
6. Date Usor Facllity or 1 of Re 8. Date of This Re|
importer Bocnl'n:y e port (mmiddryyyy) pot
Aware of Event (mm/do/yyyy) D Inktial
] Foltow-up#
9. Approximate 10. Evont Problem Codes (Refer lo coding manual)
Age of Device
Patient
Code - -l |
Davice
Code
- || |
11. Roport Sentto FDA? 12. Location Where Event Occurred
Clves L] Hospla 03 Dlegrostc Faciy
T (mmiddlyyy)
Clne (] Home [] Ambulatory
73. Report Sont to Manufacturer?| L) Nursing Home Surglcal Facllity
() Ougnﬂenl Treatment
[JYes __- Facllity
N CCE T
[Cne [ Other:
(Spaciy)

14. Manufacturer Name/Addross

6. Event Problom and Evaluatlon Codes (Refer {o coding manusi)

Polent ™02 |-[ 1138 |-[ |
Ouioa [ 3320 |-| 2303 H: |
S
Ross [ | M |
N T

‘17, i Romodial Action Initiatod, Chack Type _|6. Usage of Device
[ Recat [] Notiication (] nltel Use of Device
[] Repeir [ wepection [7] Reuse
[JReplace  [] Patient Monitoring L] Unknovin
Modiflcal 9, If action Tted to FDA under
[ Retabeling 7] Retendol? 21 USC 360111, Net ormections
M n removat Nllm‘linn number:
[ Other:
10. [/] Additlonal Manufacturer Narrative and /o 1. [} Corracted Data

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Namo I
|
3. Roport 8
Address mk aﬂmesppw
OLYMPUS AMERICA, INC L] Foreign
2400 Ringwood Avenue [ study
San Jose, CA 95131 EJE]I.Remm
Email Add| E] G or
— Health Profassional
R ey | B o
cturer (m Company
03/04/2015 (ANDAR - Repissontative
IND# [[] Distributor
6. If IND, Give Protocol # Oth
BLA# [ other:
7. Type of Report w.?kl)‘
(Cheok all that apply) com
[5-day [¥]30-day Product [ Yes
[Dj:::ya % ::‘::I‘"“ Pre1038  []Yes |————ree
y .
OTC Product
[} 15-day [] Follow-up# ___ OYes |
9. Manufacturer Report Number |6. Adverse Event Term(s)
2951238-2015-00094

The device refexenced in this reporxt has not been
returned to Olympus for evaluation. The exact cause of
the reported event could not be conclusively determined
at this time. However, an Olympus Endoscopy Support
Specialist (ESS) has been scheduled to visit the site to
pexform a demonatration of Olympus recommended
reprocessing practice.

If additional information becomes available at a later
time, this repoxt will be supplemented. :

Please cross reference mfr. report numbers:
2951238-2015-00095, 2951238-2015~-00140, and
2951238~2015-00141.

This section applies only to requirements of the Paporwork Reduction Act of 1985,
The publio reporting burden for this collection of information hes been estimated to average 66
minutes per response, Including the time for reviewing instructions, searching existing dala

sources, gathering and malntaining the data needed, and completing and raviewing the collection

of informalion, Send commeants regarding this burden estimate or any ather aspact of this
collsction of information, including suggestions for reducing this burden to:

Department of Heallh and Human Services OMB Statement: "An agency may not

Food and Drug Administration conduct or sponser, and a person Is not
Office of Chief Information Officer requlred 1o respond to, a collection of
Paperwork Reduction Act (PRA) Staff Information unlegs it displays a currently
PRAS!aff®fda.hhsgov valid OMB control number.”

Please DO NOT RETURN this form to the above PRA Staff emall addrass, '

OCA_0001228



Charite-Universitatsmedizin
Berlin, Germany



OLYMWBUS Date: April 25, 2013

o Report Type: Manufacturer Report
Your Vision, Qur Future

8010047-2013-00092

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event any further correspondence may be

directed to my office.

Sincerely,

OCA_0001695



PLEASE TYPE OR USE BLACK INK

/"\v.

“ 5. Describe Event or Problem

U.S. Department of Health and Human Services
Food and Drug Administration

MEDWATCH
FORM FDA 3500A (1/08)

A. PATIENT INFORMATION

1. Patient Identifier [2. Age at Time
Unk of Event:

3. Sex

Unk

or [ Female _Unk s
Date o
In confidence of Birth: Unk [ Male _Unk ks

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. [] Adverse Event andlor

2. Outcomes Attributed to Adverse Event
(Check all that apply)

7 Death:
{7 tife-threatening
(] Hospitalization - initial or prelonged

(e.g.,

[ Product Probl

[] visability or Permanent Damage
m yyyY)
[0 Congenital Anomaly/Birth Defect

|Zj Other Serous (Impartant Medical Events)

D Required Intervention to Prevent P Impai WDamage (Devices)
3. Date of Event (mm/dd/yyyy) 4. Date of This Report {mm/dd/yyy)
Unk 3/27/2013

he subject device was returned to OLYMPUS Deutschland
GmbHE (ODE) for repair purpose. ODE sterilized and
repaired the subject device as routine work. After that,
ODE received the information that some patients which
were treated with the subject device got a Klebsiella
infection. Accoxding to informatien from the facility,
the same bacteria was not detected from the subject
device. There was no additional information.

6. Relevant Tests/Laboratory Data, Including Dates
Jnk

7. Other Relevant History, lncludereoxlstlng Medical Conditlons (s.g., aflergies,
race, prognancy, smoking snd alcohol use, hepatic/renal dysfunction, slc.)
Unk

For use by userfacilities, _
importers, distributors and manufacturers
for MANDATORY reporting

Page 10of 15

Form Approved: QM8 Nos.os 10-028 1, Expires 12/31/11

ee OMB slatement on reverse.

Mir Report #

8010047-2013-00092

UF/importer Report #

C. SUSPECT PRODUCT(S)
1. Name (Give febeled sireongth & miriabeler)
#1 N/R

FDA Use Only

#2 N/R
2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration)
fromAo {or best estimate)
#1N/A #1
#2N/a #2
4. Dlagnosis for Use {indi ) 5. Event Abated After Use
Stopped or Dose Reduced?
#N/A )
#t [JYes [JNo []2:;“'
#2N/3 = d :
oesn
6. Lot# 7. Exp. Date 2 [:] Yes D No D Apply
#N/A # N/A 8. Event Reappeared After
Reintroduction?
2N/ #2 N/A #1 [JYes [JNo []Doesnt

9. NDC# or Unique ID

Apply
#2 [JYes CINo [ 2;;""

10. Concomitant Medical Products and Therapy Dates (Exclude trealment of event}

N/A

D. SUSPECT MEDICAL DEVICE
1. Brand Name

EVIS EXERA II DUODENOVIDEOSCOPE

7.¢ Dovi
ommeon Device Name . s DENOERDOSCOPE

3. Manufacturer Name, City and State
OLYISPUS MEDICAL SYSTEMS CORPORATION.

2951 Ishikawa~cho Hachiouji-shi, Tokye,

192-8507 Japan

4. Model # Lot# 5. Operator of Device

TIF-Q180V u/a Health Professional
Catalog # Expiration Date (mm/dd/yyyy)

N/ ] Lay User/Patient
Serial ¥ Other # (] other:

2000700 N/A

6. If implanted, Give Date (mm/dd/yyyy)

7. If Explanied, Give Date (mm/dd/yyyy)

8. Is this a Single-use Device thal was Reprocessed and Reused on a Patient?

[ Yes No

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

10. Device Available for Evaluation? (Do not send to FDA)

[ Yes No

(] Returned to Manufacturer on:

(mm/ddlyyyy)

11. Concomitant Medical Products and Therapy Dates (Excluds lreatment of event)

N/a

E. INITIAL REPORTER

1. Name and Address

Charite-Universitatsmedizin Berlin
Campus Virchow-Klinikum Humboldt
Universitat zu Berlin
Augustenburger Platz 1

13353 Berlin Germany

Submission of a report does not constitute an admission that medical 2. Health Professional? |3. Occupati 4. Initial Reporter Also Sent
personnel, user facility, importer, distributor, manufacturer or product Y N Report to FDA
caused or contributed to the event. (7] ves [ No [[JYes [@] No [Junk.

OCA_0001696



MEDWATCH
FORM FDA 3500A (1/09) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

Page 2 of 15
H. DEVICE MANUFACTURERS ONLY

G. ALL MANUFACTURERS

1. Contact Office - Name/Addi (and Manuf: ing Site 2. Phone Number
for Devices,
OLYMPUS MEDICAL SYSTEMS CORP. 3, Ft:clror’: Sl?luhr(io
2851 Ishilawa-cho, Hachioji-shi, Tokyo | (Cnockehihalapoly)
192~8507, Japan Foreign
D Study
[ Literature
[[] consumer
Health Professional
4. Date Received by 5. (] User Facitity
Manufacturer (mm/ddiyyyy) (AJNDA # Company .
3/28/2013 Reprosentative
IND# [ pistributor
6. If IND, Give Protocol #
STN# [0 other:
PMA/
gﬁ: of Report 510(k) #
ck all thaf apply}
Combination e p—
[ s-cay [] 30-day Product e
Oy [ :’° fodie Pre-1938 Oves |——
o i
[]10-day [/} Initiaf OTC Product [ Yes
[ 15-day [ Follow-up # _ _—
9. Manufacturer Report Numb 8. Adverse Event Term(s)
8010047-2013-00092

the cause of this event.

device.

report

1. Check One 2. UFfimportsr Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
[[] user Facility ] importer [ peath ] comaction
3. User Facility or Importer Name/Address [ serious Injury [[] Addtional Information
[:] Malfunction {7 Response to FDA Request
Other: potential Infection [[] Device Evaluation
3. Device Eval i by f: er? 4. Device M)muf:cturo Date
¥
Not Retumed to Manufacturer ”
4. Contact Person 5. Phone Number [Oyes [JE Summary Allached August/2010
D No (A“aggfeg, to expiain why not) or 5. Labeled for Single Use?
5. Date User Facillty or 7. Type of Report 3. Date of This Report provide coce: v N
Importer Became (mmiddiyyyy) [ves [ No
Aware of Event (mm/dd/yyyy) D Initiat
6. Evaluation Codes (Refer fo coding manual)
] Foliow-up # I X
9. Approximate 10. Event Problem Codes (Refer {o coding manual) Method [ .‘I i‘[ "{ l
Age of Device
Patient _ _ _
Patlent [ 1735 |- |- B Resuts | l ‘ [ |
Device i
Code 3190 - L__l- i___’ Conclusions I H H H i ;-
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedial Action initiated, Check Type 8. Usage of Device N
[ Yes [ Hospltal D e Faciity [ Recal [ Notifcation (] tnitie Use of Device
mm/dd) .
CiNe (e [ Home [ Ambuatory [ Repaic [ inspection [} Reuse
13. Report Sent to Manufacturer? {(] Nursing Home Surgical Facility [[) Reptace (] Patient Monitoring [~ Unknown
Outpatient Trealment . 9. If action reported to FDA under
] Yes u Facillly [ Retaveling [ m’:ﬂ’;ﬁ{” 21 USC 3601(f), list correction/
{mm/ddlyyyy) removal reporting number:
JNo [[] Other: (] Other:
{Specify}
14. Manufacturer Name/Address
10. E] Additional Manufacturer Narrative and /or 11. E] Corrected Data

Since the subject device had already sterilized and
repaired, OLYMPUS MEDICAL SYSTEMS CORP. (OMSC) could not
evaluate it. Thus, OMSC cannot conclusively determine
Eowever,
as a possible cause of this phenomenon that patients
infected from other than the endoscope and procedure
such as environmental factor in the facility, because
the same bacteria was not detected from the

This report is being submitted as a medical device
in an abundance of caution.

it can be considered

subject

The public reporting burden for this collection of lnformauon has been eslimaled lo averaga 66
minutes per response, mclud!ng the time for g dal
sources, galhering and ing the data and g and lhe

llection of inf i nd ¢ garding this burdenesh\aieoranyotheraspee(of
1his collection of informaticn, including suggestions iur reducing this burden to:

Depariment of Heallh and Human Services
Food and Drug Administration

Office of Chief Information Officer (HFA-710)
5600 Fishers Lane

Rockville, MD 20857

OMB Statement:

"An agency may not conduct or spensor,
a person is nol required fo respond

Io a callection of information unless it

dlsplgeys a currently valid OMB control

numi

Please DO NOT RETURN this form to this address.

OCA_0001697



—

OI_YM PUS Date: July 5, 2013

Report Type: Manufacturer Report
8010047-2013-00092

Your Vision, Qur Future

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Dear MDR Coordinator,

Enclosed is a supplemental report for a previously reported 30-Day MDR reportable event.

Any further correspondence may be directed to my office.

Sincerely,

OCA_0001698



U.S, Department of Health and Human Services
Food and Drug Administration

MEDWATCH

FORM FDA 3500A (1/09)

A. PATIENT INFORMATION
1. Patient Identifier |2. Age at Time
of Event:

or
Date

in confidence
B. ADVERSE EVENT OR PRODUCT PROEBLEM

1. [] Adverse Event

and/or

[] Product Problem (e.g., defects/malfunctions)

For use by user-facilities,
importers, distributors and manufacturers
for MANDATORY reporting

Page 1 of 15

of Birth: kas|

2. Outcomes Attributed to Adverse Event
{Check all that apply)

[:] Disability or Permanent Damags

[ eath:
(mm7alyyyy)
[ Life-threatening

D Hospitalization - initial cor pralonged

[ Congenital Anomaly/Birth Defect

D Required Intervention to Prevent Permanent Impairment/Damage (Devices}

D Other Serious (Important Medicai Events)

w2

. Date of Event {mm/dd/yyyy) 4. Date of This Report {mm/dd/iyyyy)

"=, Describe Event or Problem
( his is a supplemental report for Mfr Report #
8010047-2013-00092 to provide additional information
based on the report from the user facility through
BfArM, Competent Authority in Germany.
A patient who had been diagnosed with Klebsiella
pneumoniae was examined on February 8th 2013. In total,
the subject device was used to carry out anocther twenty-
eight examination on twenty-siz patients between
February 8th and March 1lith before it was sent to
Olympus for repair. Subsequently, K. pneumoniae were
found 5 of these patients. Two of the five patients have
since died. OLYMPUS MEDICAL SYSTEMS CORP. has not been
informed the cause of the patient death.

PLEASE TYPE OR USE BLACK INK

6. Relevant Tests/Laboratory Data, Including Dates

™

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergles,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

Form Approved: OMB No, 08 10-028 1, Expires 12131711
Ses OMB statement on revarse.

MirReport# o 010047-2013-00092

UF/Importer Report #

FDA Usse Only

C. SUSPECT PRODUCT(S)
1. Name (Give labsled strength & mf/labeler)

# N/A
#2 N/A
2. Dose, Frequency & Route Used 3. Therapy Dates (if unknown, give duration)
from/to (or best estimatea)
#1N/A #1
#N/A #2
4. Diagnosis for Use {Indication) 5. Evant Abated After Use
LN/2 Stopped or Dose Reduced?
# #1 [JYes JNo Doesn't
Apply
#2R/A Doesn't
6. Lot# 7. Exp. Date #2 [ves [ONo gy
#N/B #1 w/a 8. Event Reappeared After
Reintroduction?
#2N/A #2 N/A #1 [Jyes [No 2::19;1‘2
9. NDC# or Unique ID Hoseml
# L—_] Yes D No D Apply

10. Concomitant Medical Products and Therapy Dates (Exclude treatment of even}
N/a

D. SUSPECT MEDICAL DEVICE

. Brand Name

—_

»

Common Device Name

«

Manufacturer Name, City and State

4. Model # Lot # 5. Operator of Device
[ ] Health Professional
Cat Explration Date (mm/dd/
atalog # xplration Date (m fyyyy) D Lay UserPationt
Serlal # Other # (7 other:
8. If Implanted, Give Date (mm/ddhyyy) 7. If Explanted, Give Date (mavdd/yyyy)

o«

. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

[Jyes [JNo

If Yes o Item No, 8, Enter Name and Address of Reprocessor

©

10. Device Avallable for Evaluation? (Do no! send fo FDA)

OJyes [JnNo fm

11. Concomitant Medical Products and Therapy Dates {Exclude treatment of event)

[ Returned to Manufacturer on:

E. INITIAL REPORTER

1. Name and Address

Submission of a report does not constitute an admission that medicat
personnel, user facility, importer, distributor, manufacturer or product
caused or contributed fo the event.

2. Health Professional? [3. O ion 4. Initial Reporter Also Sent
Report to FDA
Cyes [N [®] Yes [JNo [ unk.

OCA_0001699



MEDWATCH
FORM FDA 3500A (1/09) (continued)

F. FOR USE BY USER FACILITYAMPORTER (Devices Only)
1. Check One 2, UFfimporter Report Number
[T} User Faciliy ] Importer

3. User Facillty or Importer Name/Address

4. Contact Person 5. Phone Number

6. Date User Facllity or

7. Type of Report
Importer Became

8. Date of This Report
(mm/dolyyyy)

Page2of 15

H. DEVICE MANUFACTURERS ONLY
4. Type of Reportable Event

[[] eath

{7 serious Injury

{7 Malturiction

[ other:

2. If Follow-up, What Type?
[ correction
[T Additionat Information
] Response to FDA Request
D Device Evaluation

3. Device Evaluated by Manufacturer?
[ Not Returned to Manufacturer
[JYes [[]Evaluation Summary Attached

D No (Attach page to explain why not) or
provide code:

4, Device Manufacture Date
(mmdyyyy)

5. Labeled for Single Use?

] Yes [ Ne

G. ALL MANUFACTURERS
1. Contact Office - Name/Address (and Manufacturing Site 2. Phone.-Number
for Devices)
3. Rer[':ort Source
(Check all that apply)
7] Foreign
[ study
[ \iterature
[} consumer
D Heatllh Prafessional
4. Date Received by 5. ] User Facility
Manufacturer (mm/ddiyyyy) {AINDA # {"] company
Rnp;
IND # [[] pistributer
6. If IND, Give Protocol #
STN# "} other:
PMA/
7. Type of Report 510(k) #
{Check all that apply)
Combination
[J5day [[]30-day Product OYes
[J7day []periodic Pre-1938 [ Yes

[ 1o-day ] tnitial
[] 15-day Follow-up # _L
9. Manufacturer Report Number

8010047-2013-00092

OTC Product (] Yes

8. Adverse Event Term(s)

Aware of Event (mm/dd/yyyy) 7 nitial
8. Evaluation Codes (Refer fo coding manual)
[J Follow-up #
9. Approximate 10. Event Problem Codes (Refer fo coding manual} Method \ H’ -| 1-r !
Age of Device
ol - - CH M H
Code | 41 Resuits
oo -| ]-| | conieions [ ][ ]
Code onclusions (
11. Report Sent to FDA? 12. Location Where Event Occurred 7. if Remedial Action Initiated, Check Type 8. Usage of Device \
[ Yes [] Hospital L S Petete Faciity [ Recal [] Notification [ initat Use of Device
[ No (mavddlyyyy) [[] Home Ambulalo [J Repair ] Inspection D Reuse
" LA
13. Report Sent to Manufacturer? % Nursing Home Surgicat Facility [ Replace [ Patient Monitoring [~ Unkaown
Qutpatient Trealment s ificati 9. If action reported to FDA under
[ Yes Facility [ Retabeting ] Modification? 21 USC 360i(), list correction/
(mmvddiyyyy) ) removal reporting number:
[ONe [[] other: Other:
Spachy) [ Other:
14. Manufacturer Name/Address

10. Additional Manufacturer Narrative

were tested negative.

and /or

According to the reguest from the user facility, OLYMPUS
EUROPA disassembled the subject device in conjunction
with personnels from the user facility. They took eight
samples from each part dismantled from the subject
device for culture test. The personnels from the user
facility brought them back and performed the culture
test. Subsequently, all samples collected from the parts

Based on the result of the culture test,
SYSTEMS CORP. thinks that this event was most likely
caused due to the other cause than the subject device.

1. [[] Corrected Data

OLYMPUS MEDICAL

The public reporting burden for this callection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the
collection of information. Send camments regarding this burden estimate or any other aspect of
this collection of information, including suggestions for reducing this burden to:

Department of Heallh and Human Services
Food and Drug Administration

Office of Chief Information Officer (HFA-710)
5600 Fishers Lane

Rockville, MD 20857
Please DO NOT RETURN this form to this address.

OMB Statement:

"An agency may not conduct or sponsor,
and a person is not required to respond
to, a collection of Information unless it
displays a curenily valid OMB condrol
number.”

OCA_0001700



Clinique De Bercy
Charenton-le-Pont, France



S _r2-009F.
FR

OLYM Pus Date: December 20, 2012

e — T L T B AR T R TN s

Report e: Manufacturer Report
Your Vision, Our Future port Typ P

8010047-2012-000452

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event any further correspondence may be

directed to my office.

Sincerely,

OCA_0001713
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U.S. Department of Health and Human Services

inistrati For use by userfacilities, Mifr Report #
Food and Drug Administration lmporfgers Mﬁsﬁ g)x?gi{} d manufacturers
MEDWATCH or reporting
FORM FDA 3500A (1/09) Page 1 of 15

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time
of Event:

3. Sex

or [J Female ibs
or
Date
in confidence of Birth: D Malo kgs

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. [/] Adverse Event  andlor

[] Product Problem (e.g., defects/malfunctions)

2. Qutcomes Attributed to Adverse Event
{Check eli that apply)

(7] peath:
] Life-threatening
'C] Hospilalization - initial or prolongec

[:] Disability or Permanent Damage

)
(] congenital Anomaly/Birth Defect

D Other Serious (Important Medical Events)
D Required Intervention to Prevent Permanent Impairment/Damage (Devices)
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/fyyyy)
10/08/2012 11/21/2012

S. Describe Event or Problem

by user facility reported to identified biliary
.etions of 3 patients that underwent ERCP at the

facility and tested positive for Escherichia coli.

was no report of infections or other patient harm.

There

( vant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., aflergies,
race, pregnancy, smoking and alcohof use, hepatic/renal dysfunction, etc.)

Form Approved: OMB NuS 08 10-029 1, Expires 12/21/11

e OMB statement on reverse.

8010047-2012~00452

UF/importer Report #

C. SUSPECT PRODUCT(S)

1. Name (Give labeled strength & mfrflabeler)

FDA Use Only

#
#2
2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give dumtron) l
from/to (or best estimate}
# #1
#2 #2
4. Diagnosis for Use (indication) §. Event Abated After Use
o Stopped or Dose Reduced?
#1 JYes [JNo []Doesnt
#2 hoy
Doesn't
6. Lot# 7. Exp. Date #2 [JYes [JNo DAppIy
#1 #1 8. Event Reappured After
#2 #2 #1 Yes No Doesn't
Zl Ove O Reny
9. NDC# or Unique 1D ) 3
oesn
#2 [JYes (Jno [ Apply
10. C: itant Medical Products and Therapy Dates (Exclude trealment of event)
N/A

D. SUSPECT MEDICAL DEVICE

1. Brand Name

EVIS EXERA II DUODENOVIDEOSCOPE

2. Common Device Name

CUODENQOENDOSCOPE

3. Manufacturer Name, City and State

OLYMPUS MEDICRL SYSTEMS CORPORATION.

2851 Ishikawa-cho Hachiouji-shi,Tokyo, 19

2-8507 Japan

4, Model # Lot# 5. Operator of Device
TJIF-Q180V (] Health Professional
Catalog # Expiration Date (mm/dd/yyyy) )
[] Lay UserPatient
Sorial # Other # | ] other:
2101357

6. If Implanted, Give Date (mm/dd/yyyy)

7. IfE

pk d, Give Date (

fddlyyyy)

8. Is this a Single-use Device that was Reprocessed and Reused on a Patlent?

] Yes No

9. If Yes to item No. 8, Enter Name and Address of Reprocessor

10. Device Avallable for Evaluation? (Do not send to FDA)
[[] Retumned to Manufacturer on:

[ ves No

T Ga)

11.¢C [tant Medical Product:

E. INITIAL REPORTER

1. Name and Address

and Therapy Dates (Exciude treatment of event)

P ——

Clinique De Bercy

Charention Le Point, 94,

France

Submission of a report does not constitute an admission that medical 2. Health Professional? !3. Occupati 4l E.!ﬁp':,lﬂateop:g:r Also Sent
ersennel, user facllity, importer, distributor, manufacturer or product p :
Caused or contributed fo the event. P W] ves D No  [ther Healthcare Professional (] Yes [@) No [ Junk.

OCA_0001714



MEDWATCH
FORM FDA 3500A (1/09) (continued)

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only}
1. Check One 2. UFfimporter Report Number
[ user Facility ] importer

Page 2'0of 15

3. User Facllity or Importer Name/Address

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

[ Death
[ serious injury
[J Malfunction

[/l Other: potential Infection

2. if Follow-up, What Type?
] Correction
[T] Additional Information
[] Response to FDA Request
[T] Device Evaluation

3. Device Evaluated by Manufacturer?
Not Returned to Manufacturer

4. Device Manufacture Date
(mmiyyyy}

G. ALL MANUFACTURERS

1. Contact Office - Name/Address {and Manufacturing Site
for Devices)

2. Phone Number

| 3. Report Sourco
OLYNMPUS MEDICAL SYSTEMS CORP. (Check alf that epply)
2951 Ishikawa-cho, Hachioji-shi, Tokyo | /] Foreign
102-8507, Japan ] Study
[[] Literature
[] consumer
|:] Health Professional
7. Date Recelved by [] User Facilty
Manufacturer (mm/dd/lyyyy) (ANDA # D gz;’:gfmve
11/21/2012 e
IND # [] oistributor
6. If IND, Glve Protocol #
STNE [ other:
7.1 f Roport i
. Type of Ropo 510(k) #
(zxeck all that apply} k)
Combination
[J5day [/]30-day Product [ ves
[J7-day [ Periodic Pre1938 [ Yes
Initial
D 10-day o OTC Product |:| Yes
[] 15-day D Follow-up #
9. Manufacturer Report Number  |8. Adverse Event Term(s)
8010047-2012-00452

4. Contact Person 5. Phone Number [:] Yes E] Evaluation Summary Attached 01/2011
D No (%ttachfaga to explain why not) or 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report provide code:
Importer Became P (mm/ddlyyyy) P O es No
Aware of Event (mm/dd/yyyy) D Initial
6. Evaluation Codes (Refer to coding manual)
[] Follow-up # ]
9. Approximate 10. Event Problem Codes (Refer fo coding manual) Method | l"| i'l J‘I i
Age of Device
Patient | I_I ‘_l ]_
o | 2109 |-| - | Results | | .
Device 1
Code 1091 |- - | Conausions | 67 |- sz || H |
1-1( it Sent to FDA? 12. Location Where Event Occurred 7. If Remed|al Action Initiated, Check Type 8. Usage of Device
[ Yes [ Hospitat 0O g;tp:g:;é Facil ] Recall [] Notification (] tnitiat Use of Device
T @mddm | [ Home ‘ v O Reuse
Ono [] Ambulatory 7] Repair ] tnspection
13. Report Sent to Manufacturer? [ Nursing Home Surgical Facility ] Replace [ Patient Monitoring [ Unknown
(] Yes . Faciy T Treatment [ Relabeing (] Modifation 5 TSC 3a0i0, st sormecion”
{mm/dd/yyyy) ! removal reporting number:
CIne [] other: _ [] Other:
- (Specify)
14. Manufacturer Name/Address

10. @ Additional Manufacturer Narrative

additional information regarding

the present tine,
phencmenon cannot be determined,

contributory factors.

supplemental report will follow.

and/or
Olympus followed up with the user facility to obtain

informed that the device had been cultured, but was
negative for growth at the facility.

The subject device was not returned to Olympus for
evaluation, and will be sent to an independent
microbiclogy laboratery for microbiological testing. At
the exact cause of the

reprocessing and user handling cannot be
If significant additional information is
This report is being submitted as a Medical Device
Report in an abundance of caution.

Cross~reference Mfr. Reportf 8010047-2012~00453, and
8010047-2012-00454 for other related reports.

11. [ Corrected Data

this report, and was

reported
insufficient
ruled out as

however

received, a

The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the
collection of information. Send comments regarding this burden estimate or any other aspect of
this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Qffice of Chief Information Officer (HFA-710)
£600 Fishers Lane

Rockville, MD 20857

Please DO NOT RETURN this form to this address.

OMB Statement:

"An agency may not conduct or sponsor,
and a person Is not required to respond
to, a coilection of information unless it
displays a currently valid OMB contro!
aumber.”

OCA_0001715



PLEASE TYPE OR USE BLACK INK

Vasln

]

Form Approved: OME No. 08 10-029 1, Explires 12/31/41
See OMB sialement on reverse.

U.S. Department of Health and Human Services F Y Mir R #
1 " Or use by user-facilities, f Report 8010047-2013-00595
Food and Drug Administration importers, distributors and manufacturers
MEDWATCH for MANDATORY reporting UF/importer Report #
Page 1 0f 15
FORM FDA 3500A (1/09) 9 FDA Use Only
A. PATIENT INFORMATION C. SUSPECT PRODUCT(S)
1. Patient Identifier (2. Age at Time 1. Name (Give labelsd strength & mir/labeler)
Unk of Event: Unk 41 N/B
or
Date #2 N/A
In confidence of Birth: Unk
2. Dose, Freguency & Route Used 3. Therapy Dates (if unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM fremAo (or best estimate)
#IN/2 #1
1. E] Adverse Event  andior D Product Problem (s.g., defect: ffunctions)
2. Outcomes Attributed to Adverse Event #2N/A #2
(Check all that apply) 4. Diagnosis for Use (Indication) 5. Event Abated After Use
Death: Disability or Permanent Damage Stopped or Dese Reduced?
- T 0 * MN/A Doesn
) , # [JyYes [(Jno [}
[[] Life-threatening [J Congenital Anomaly/Birth Defect 2N/A Apply
[:] :ospi‘!iiz:ab;on . infh'al or Ppmlonge: E] IOlhe.r Serious (Important Medical Events) S ToiE 7 Exp Date 4 D Yes D No D AD:;t;n.'
D equired Inlervention to Prevent Permanent Impairment/Damage (Devices) wN/A “ N/A B Event Resppeared After
_13. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
11/08/2013 11/21/2013 #2N/A #2 N/3 # [JYes [JNo DE::E""
5. Describe Event or Problem 9. NDC# or Unique 1D
Doesn't
#2 [JYes [(ONo [Jagy

Olympus Medical Systems CORP. (OMSC) was informed that
after endoscopic retrograde cholangiopancreatography
(ERCP) using the subject device, Enterobacteries and
Pseudomonas were detected from two patients. The user
facility said the same bacteria were detected from the
instrument channel and the suction channel of the
subject device, too. The outcome of the patients is
unknown. D. SUSPECT MEDICAL DEVICE

1.BrandName o S EXERA II DUODENOVIDEOSCORE

2. o
Commen Device Name 1 =NOENDOSCOPE

10. Concomitant Medical Products and Therapy Dates (Exclude lrealment of event)
n/a

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEMS CORPORATION.

2951 Ishikawa-cho Kachiouji-shi, Tokyo, 192-8507 Japan

4. Model # Lot # 5. Operator of Device
TJCF-?IBEV NéAI T Health Professional
atalog xpiration Date (mm/dd/yyyy)
N/A [} Lay UseriPatient
Serial# Other # [ other:
2101336 N/A
6. If Implanted, Give Date ( fyyyy) 7. If Explanted, Give Date {mm/dd/yyyy)

8. Relevant Testa/Laberatory Data, Insluding Dates 8. Is this a Single-use Device that was Roprocessed and Reused on a Patient?
Unk [ Yes No

9. If Yes to llem No. 8, Enter Name and Address of Reprocessor

10. Device Available for Evaluation? (Do not send fo FDA)
O ves No  [] Returned to Manuf on:

(moV3aryyyy)
11. Concomitant Medical Products and Therapy Dates (Exciude treatmert of event)
N/A

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., afiergies,
race, pregnancy, smoking and alcohol uss, hepalic/renal dysfunction, elcﬂ

Unk
E. INITIAL REPORTER

1. Name and Address Phone t_

Clinique de Bexrcy
¢ Quai de Bercy, 94220 Charenton-le-Pont, France

Submission of a report does not constitute an admission that medical 2. Health Professional? |3. Occupatl 4. Initial Reporter Also Sent
personnel, user facility, importer, distributor, manufacturer or product v N Report to FDA
caused or contributed to the event. ¥l Yes []No [ Yes [8]Ne [JUnk.

OCA_0001723



MEDWATCH
FORM FDA 3500A (1/09) (continued)

1. Check One
[] User Facility ] Importer

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
2. UF/importer Report Number

Page 2 of 15

3. User Facility or Importer Name/Address

H. DEVICE MANUFACTURERS ONLY

1. Type of Reportable Event 2. If Follow-up, What Type?

[J Deatn ] cemection

[ serious Injury [[] Additional Information

[[] Malfunction 7] Respense to FDA Request
) Other: porential Infection [ Device Evaluation

G. ALL MANUFACTURERS
1. Contact Office - Name/Add (and Manufi

2. Phone Number

for Devices)

ing Site

OLYMPUS MEDICAL SYSTEMS CORP. 3. Rgtl:z: S;l;,rcfl
2951 Ishikawa-cho, Hachioji-shi, Tokyo (Check afl that apply)
192-8507, Japan Foreign
[] study
{7 Literature
[0 consumer
Heallh Professional
4. Date Received by 5. (] User Facility
Manufacturer (mm/dd/yyyy) (AINDA# Company
11/25/2013 Representative
_ IND # {1 Distributar
§. 1f IND, Give Protocol # D Other:
STN# ’
7. Tyi f Report E o0
. e of Repo 510(k) #
{Cﬁeckallf 8t apply) &)
Combination
D S-day E 30-day Product D Yes
E] 7-day  [] Periodic Pre-1938 CYes |———
] t0-day [7] Initial oTC Product [ Yes
[ 15ay (] Follow-up # _—
8. Manuf er Report Numt 8. Adverse Event Term(s)
8010047-2013-00595

3. Device Evaluated by Manuf: ? 4, ?ovlc. M)anul'lclurc Date
'mmlyyyy)
Not Returned to Manufacturer
4. Contact Person 5. Phone Number [JYes [[]EveluationS y Attached 01/2011
D No \(,ﬁﬁ”h age to explein why not) o 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report pro s:
Importer Became " (mmv/ddlyyyy) P [ es [ No
Aware of Event (mm/dd/yyyy) ] tnitia
6. Evaluation Codes (Refer to coding manual)
] Follow-up # ( 9 d
9. Approximate 10. Event Problem Codes (Re/er (o coding manual) Method | I"l l"l i' [
Age of Device
Patient [ _r _r . _|
Patie 135 |-| -1 | Rosuts | | i - %
Devic: - i
Codee l 3190 ' - i | - r l‘ Conclusions 67 - 92 -' H l
11. Report Sent to FDA? 12, Location Where Event Occurred 7. If Remedial Action Initiated, Check Typa 8. Usage of Device
[ Yes [[] Hospita! d giutp:mé Eacilt [ Recall (] Notfication [ tnitial Use of Device
(mmidalyyyy) [ Home *9 Y I i [J Reuse
[ no Ambulatory [[] Repair [ inspection
13. Report Sent to Manufacturer? (] Nursing Home Surgical Faclily ) Replace (7] Patient Monitoring [ Unknown
Outpatient Treatment P 9, if action reported to FDA under
] Yes O oy [JReisbeing [ Kecttetnr 21 USC 360i(f), list correction!
D No (mmiddlyyyy) (] Other: ) removal reporting number:
,____W—— D Other:
14, Manufacturer Name/Address

10. D Additional Manufacturer Narrative and/or 1. [] Corrected Data

Olympus France investigated the reprocessing practice in
the facility. The facility brushed the distal end, the
instrument channel, the suction channel, énd the
instrument channel opening with the same cleaning brush,
which Olympus does not recommend. In addition, the
instruction manual of the subject device directs to use
the specific c¢leaning brush for the distal end and the
instrument channel opening, which is different from the
cleaning brush used for the instrument channel and the
suction channel. Olympus Medical Systems CORP (OMSC)
could not determine the xroot cause of this event.
However, improper reprocessing could not be ruled out as-
a contributory factor to the reported event.

The public reporting burden for this collection of information has been eslimaled to average 66

minules per respense,
i d

including the time for reviewing instructions, searching exlsling data
i ing the

ining the data

ded, and

g and

OMB Statement:
"An agency may not conduct or sponsor,
and a person Is not required to respond

Depariment of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer (HFA-710)

1o, 2 collection of information unless

comments regarding this burden eslimale or any other aspect of

g an
collection of information. Send
this i ion, incl

1 of informati

ding suggestions for reducing this burden to:

5600 Fishers Lane
Rockviile, MD 20857
Please DO NOT RETURN this form to this address.

displays a currently valid OMB contro
nurmber."

OCA_0001724



OLYM PUS Date: March 16, 2015

Report Type: Manufacturer Report (30day)
#8010047-2015-00210

Your Vision, Qur Future

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

C Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be

directed to my office.

Sincerely,

OCA_0001725



FLODAOSE L 1D UN UDE DLALN AUIND

U.§! Department of Health and Human Services
Food and Drug Administration

MEDWATCH
FORM FDA 3500A (21 3)

A. PATIENT INFORMATION
1. Patient Identifler |2: Age at Time
of Event:
or

Date
of Birth:

In confidence
B. ADVERSE EVENT OR PRODUCT PROBLEM

1. Adverse Event

andfor D Product Problem {e.g., defecisimaifunctions)

For use by user-facilities,

importers, distributors and manufacturers
for MANDATORY repotnng

Page1of2 TR B

2. Qutcomes Attributed to Adverse Event
{Check alf that apply)

(] Death:
{mmiadlyyyyJ
[ Life-threatening [[] congenital Anomaty/Birth Defect

D Hospitalization - initial or prolonged Other Serious (Important Medical Events)
D Required [ntervention to Prevent Permanent ImpairmentDamage (Devices)

[T] Disability or Permanent Damage

3. Date of Event (mmiddlyyyy) 4. Date of This Report (mm/dd/yyyy)
11/08/2013 11/21/2013

5, Describe Event or Problem

mpus Medical Systems CORP. (OMSC) was informed that
after endoscopic retrograde cholangiopancreatography
(ERCP) using the subject device, Enterobacteries and
Pseudomonas were detected from two patients. The user
facility said the same bacteria were detected from the
instrument channel and the suction channel of the
subject device, too. The outcome of the patients is
unknown.

(Continue on page 3)

-C’.evant Tests/Laboratory Data, including Dates

(Continue on page 3)

Terell teting Medi

7. Other Relevant History, | .'_P ]
race, pregnancy, smoking and al { use, hepaticlrenal d

I Condmons {e.g., allergies,
, elc.)

(Continue on page 3)

Submission of a report does not constitute an admission that medical
personnel, user facility, importer, distributor, manufacturer or product
caused or contributed to the event.

Form Approved: OMB No. 0910-0291 Expires: 6/30/20
Ses OMB statement on rever

8010047 2015-00210 o
UF/Importer Report # .

Mfr Report #

FD\A Use On
C. SUSPECT PRODUCT(S)
1. Name (Give labeled sirength & mirliabeler)

#
#2
2, Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration
fromito (or besf estimate)
#1 #1
#2 #2
4. Dlagnosis for Use (Indication) S. Event Abated After Use
- Stopped or Dose Reduced?
# [JYes [INo DE:;E‘
#2 Doesr
6. Lot# 7. Exp. Date #2 [Jves [ONo [Jagy
# # 8. Event Reappeared After
Reintroduction?
#2 #2 #1 Yes N Doesr
Od D o [] Apply
9. NDC# or Unique ID Doser
#2 [ Yes [JNo ] Apply

10. C itant Medical Prod!

and Therapy Dates (Exclude treafment of event)

(Continue on page 3)

D. SUSPECT MEDICAL DEVICE

T Brand Name 1S EXERA IT DUODENOVIDEOSCOPE

12!). Procode

2. Common Device Name
DUODENOENDOSCOPE

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEMS CORPORATION.

2951 Ishikawa-cho Hachiouji-shi, Tokyo, 192-8507 Japan

4. Model # Lot # §. Operator of Device

TJIF-Q180V N/A Health Professlon:
Catalog # Expiration Date (mm/ddiyyyy)

TIF-Q180V N/a {_] Lay User/Patient
Serial # Unlque Identifier (UDI) # [_] Other:

2101336 N/A

6. If Implanted, Give Date (mm/ddlyyyy) 7. If Explanted, Give Date (mmiddiyyyy)
N/A N/A

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
[0 Yes No

9. If Yes to item No. 8, Enter Name and Address of Raprocessor

10. Device Available for Evaluation? (Do not send to FDA)

{JYes [ No  [7] Returned to Manufacturer on:
{mmidaryyyy)
11. Cor itant Medical Products and Therapy Dates (Exclude ireatment of event}

(Continue on page 3)
E. INITIAL REPORTER
1. Name and Address
Clinique de Bercy
9 Quai de Bercy,

94220 Charenton-le-Pont, France

Email Address

3. Initial Reporier Also Ser
Report to FDA

[JYes [f]No [Juni

OCA_0001726



MEDWATCH

FORM EDA 3500A (2/13) (continued)

Page 2 of 2

1. Check One
[Z] ser Faciity

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only})

[ tmporter

2. UF/importer Report Number

3. User Facility or Importer Name/Address

4. Contact Person

5. Phone Number

6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became (mmiddlyyyy)
Aware of Event {(mm/ddlyyyy) [ Initat
[ Follow-up #
S. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
ote |- - |
Code -
oy -l J-| I
Code
11. Report Sent to FDA? 12. Location Where Event Cccurred
Hospital Outpatient
[Jves [ Hosp O Dlagnostic Facility
D No (mmiddiyyyy) D Home
D Ambulatory »
13. Report Sent to Manufacturer? (] Nursing Home Surgical Facility
Outpatient Treatment
[JYes Facllity
'mmldal; ]
[INe ¢ s 7] other:
(Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices)

2. Phone Number

3. Report Source
Address (Check all that apply)
OLYMPUS MEDICAL SYSTEMS CORP. Foreign
2951 Ishikawa-cho, Hachioji-shi, Tokyo |[]Stdy
192~-8507, Japan [] Literature
(1 Consumer
Email Address Health Professional
4. Date Received by . z} User Faofiity
Manufacturer {mmiddiyyyy) (ANDA # O Company
11/25/2013 it
725/ IND # D Distributor
6. If IND, Give Protocol #
BLA# [ other
PMAY
7. Type of Report 510(k) #
(Check all that apply)
Combination
[Jsday [(¥]30-day Product [ Yes
O 7-day []Periodic Pre-1938 [ Yes
X J

(] 10-day L] Initia OTCProduct [ ] Ves

[ 15-day [] Follow-up #
9. Manufacturer Report Numb 8. Ad Event Term(s)
8010047-2015-00220

1. Type of Reportable Event

H. DEVICE MANUFACTURERS ONLY

2. if Follow-up, What Type?

O Not Returned to Manufacturer
[(JYes [] Evaluation Summary Attached

D No {Attach J.)age 1o explain why nof) or
provide code:

[£] Besin, (] correciion
[ serious Injury [[] Additional Information
] Malfunction [[] Response to FDA Request
[[] Device Evaluation
3. Device Evaluated by Manufacturer? 4, Device Manufacture Date

{mmlyyyy)

5. Labeled for Single Use?

[ Yes CNo

6. Event Problem and Evaluation Codes (Refer lo coding manual)

- |

-] |

H

Coae |__1735_|-|

coce” 3120 ||

Metod | L Mk

e
conawsions | 67 |- 92 ||

-

7. if Remedlal Action Iniliated, Check Type

] Recat [C] Notification

(] Repair [] Inspection

"] Replace [[] Patient Monitoring
Relabelin Modification/

D e D Adjustment

D Other:

8. Usage of Device
[[] Initial Use of Device

[[] Reuse

D Unknown

9, If action reported to FDA under
21 USC 360i(f), list correction/
removal reporting number:

10. [/] Additional Manufacturer Narrative

8010047-2023-00595) .

8010047-2013-00595

instrument channel,

However, improper reprocessing

This report is being submitted upon further review of
the MDR complaint filed on December 17, 2013 (Mfr#
It has been determined that one
additional MDR is needed to account for the reported
number of patients allegedly infected by the scope.

Please cross reference these associated complaints:

and/or 11. [[] Corrected Data

O

Olympus France investigated the reprocessing practice in
the facility. The facility brushed the distal end, the
the suction channel, and the
instrument channel opening with the same cleaning brush,
which Olympus does not recommend. In addition, the
instruction manual of the subject device directs to use
the specific cleaning brush for the distal end and the
instrument channel opening, which is different from the
cleaning brush used for the instrument channel and the
suction channel. Olympus Medical Systems CORP (OMSC)
could not determine the xoot cause of this event.

could not be ruled out as

a contributory factor to the reported event.

This section applies only to requirements of the Paperwork Reduction Act of 1985,
The public reporting burden for this collection of information has been estimated fo average 66
minutes per response, including the time for reviswing instructions, searching existing data

soureas, gathering and malintaining the data needed, and completing and reviewing the cellection

of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing thls burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a persen is not
required to respond to, a collection of
information unless it displays a currently
valid OMB control number.”

Please DO NOT RETURN this form to the above PRA Staff emall address.

OCA_0001727



Erasmus Medical Center
Rotterdam, Netherlands



OLYM PU§ Date: May 25, 2012

Report Type: Manufacturer Report
8010047-2012-000157

Your Vision, Qur Future

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event any further correspondence may be

directed to my office.

Sincerely,

OCA_0001740



X AASfAOL A L L AT VAN UL DL 1AND

Form Approved: OMB No. 02 10-029 1, Expires12/31/1
See OMB

’ E . statement on reverst
e e gt t I T e)

M EDW ATC H for MANDATORY reporting UF“”".W““ Report #

FORM FDA 3500A (1/09) Page 10of 15 FDA Use O

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time
Unk of Event:
or

C. SUSPECT PRODUCT(S)

1. Name (Give labeled strength & mfrflabeler)
Unk  fos g1 N/A

Unk

Date Unk °' s N/A
In confidence of Birth: - -
2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM from/to for best estimate)
# N/R #1
1. [] Adverse Event  andfor [] Product Problem (e.q., defects/maifuncions)
2. Outcomes Attributed to Adverse Event #2N/A #2
(Check all that apply) 4, Diagnosis for Use (/ndication) 5. Event Abated After Use
] Death: [_] Disability or Permanent Damage 2 N/2 Stopped or Dose Reduced?
(mm/aaryyyy) i - #1 [JYes [JNo []Doesnt
] Life-threatening I™] cengenital Anomaly/Birth Defect 2 N/A Apply
itall - initial Other Serlous (Important Medical Events - Doesn'l
[] Hospitalization - initial or prolonged [ ] (imp ) S ToE 7 Exp Date #2 [JYes [INo DAppIy
. ionto P .
E Required Intervention to Prevent Permanent ImpairmentDamage (Devices) 4N/A “ N/A 8. Event Roappeared After
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
January/2012 4/26/2012 #2N/A #2 N/A #1 Oyes [Onoe [ Rgm"”
5, Nescribe Event or Problem 9. NDC# or Unique ID
#2 [JYes [Ono [ E;;;m
-~ Rpril 2012, tk}e usex fac:!.lltyz “.*P"r“d that . 10. C itant Medical Products and Therapy Dates (Excluds trealment of event)
Pseudomonas aeruginosa were identified from 16 patients. N/A

The facility also reported that the device was tested
because the patients received endoscopic diagnosis using
the device before and same bacteria was detected in the
sample which ceollected from distal end the device. The
microbiology test for patients had been reportedly

conducted since January 2012. There is ne additional D. SUSPECT MEDICAL DEVICE

inf t ;. 1.
information on the patients. Brand Name EVIS EXERA IT DUODENOVIDEOSCODE

2.0 e N
ommon Device Name - DENOENDOSCOPE

3. Manufacturer Name, City and State
OLYMFUS MEDICAL SYSTEMS CORPORATION,

2951 Ishikawa-cho Hachiouji-shi,Tokyo, 192-8507 Japan

4. Model # Lot# 5. Operator of Device

TJF-Q180V N/A Health Professional
Catalog # Expiration Date (mmvdd/fyyyy) X

N/A [[] Lay UserPatient
Serial # Other # [ other:

2101363 N/A

6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/dd/yyyy)

( __/evant Tests/Laboratory Data, Including Dates
Unk

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

[ Yes No

9. If Yes to Item No. 8, Enter Name and Address of Repracessor

10. Device Avallable for Evaluation? (Do not send to FDA)
[ ves No [} Retumed to Manufacturer on:

(mmiddiyyyy)
1. C itant Medlcal Products and Therapy Dates (Exclude treatment of event)
N/RA

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
raco, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

Unk

E. INITIAL REPORTER

1. Name and Address

Erasmus Medical Center,
Rotterdam Netherland

Submission of a report does not constitute an admission that medical 2. Health Professional? |3. Occupat! 4, Eit;:l ::opgg:r Also Sen
personnel, user facility, Importer, distributor, manufacturer or product :
caused or contributed to the event. ' f7] Yes [ JNo  Physician [ Yes [8]No [ unk

OCA_0001741



MEDWATCH
FORM FDA 3500A (1/09) (continued)

F.FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. Check One 2. UFfimporter Report Number
] user Facility [ ‘mporter

Page20f 15

3. User Facility or Importer Name/Address

4. Contact Person 5. Phone Number

6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became (mm/dd/fyyyy)
Aware of Event (mm/dd/yyyy) D initial

7] Follow-up #

9, Approximate

10. Event Problem Codes (Refer fo coding manual)
Age of Device

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

2. If Follow-up, What Typa?

[ death [ correction
[[] sericus Injury [ Additional Information
[] Malfunction {7 Response to FDA Request

[/} Other: potential Infection [] Device Evaluation

3. Device Evaluated by Manufacturer?

4. Device M)anuflcture Date
[] Not Returned to Manufacturer ¢

[OYes [ Evaluation Summary Attached January /2011
D No (Amggdpage to explain why not) ot 5. Labeled for Single Use?
provide code:
[ Yes No

6. Evaluation Codes (Refer to coding menual)

s MM

Health Professional
/] User Facility

4. Date Received by 5.
Manufacturer (mm/dd/yyyy) (ANDA # D Company
4 Representative
/26/2011
IND # [] Distributor
6. If IND, Give Protocol #
STN# [ otter:
7. T f Report o
. e O epo: 510k #
(zgeck all that apply) k)
Combination
[] 5-day {/] so-day Product {Jyes
[J7-day [ Periodic Pre-1938 [ Yes
[J fodey [4] Initial OTC Product [ Yes
[ 15-dey [ Follow-up#___
9. Manufacturer Report Number  |8. Adverse Event Term(s)
8010047-2012-00157

Patient | |' 1_| |_ I_I l
pater 17135 |- |- | I Results ,
. . ]
Device [ 3190 |- - | | Condusions | 67 |- 92 || - |
. ] |
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedial Action Initiated, Check Type 8. Usage of Device \ ’)
Hoespital Outpatient p Initiat Use of Device
Oves [ Hosp O e et Facty ] Recall {7 Notification O
One iz ] Home [ Ambuiatory [[] Repair [] Inspection [[] Reuse
13. Report Sent to Manufacturer? [ Nursing Home Surgical Facility [] Repiace [[] Patient Monitoring [ Unknown
Outpatient Treatment if 9. If action reported to FDA under
[ Yes - Facilty [] Reiabeling D;"gjﬂﬁgng’ 21 USC 360i(f), list correction/
mm/ddlyyyy) removal reporting number:
One [ other: [} Other:
(Specify)
14. Manufacturer Name/Address
10. [ V] Additional Manufacturer Narrative and {or 11. ] Corrected Data
The device was not returned to OYMPUS MEDICAL SYSTEMS
{OMSC) for evaluation because the device was being
investigated by independent organization. However, the
photograph of the distal end of the device which was
A A A RER sent from OLYMPUS NEDERLAND showed the debris around the
1. Contact Office = N e (and Manufacturing Site 2. Phone Number Obj?Cthe lens. f_'n adgla.t:.on there is no abnormal recoxrd
for Devices) I in it manufacturing history record.
From the above information only, CMSC can not
] 3. Report Source conclusively detexmine the cause this event. However, it
OLYMPUS MEDICAL SYSTEMS CORP. (Check alf that apply) can be considered as a possible cause of this phenomenon
2951 Ishikawa-cho, Hachioji-shi, Tokyo [] Foreign that the patient infected from other than the endoscope
192-8507, Japan DS(udy and procedure such as environmental factor in the "‘}
: 2 )
[ uiterature facility. (‘.
[] consumer

This report is being submitted as a medical device
report in an abundance ¢f caution.

The public reporting burden for this collection of information has been estimated to average 66
minutes per response, Including the tims for reviewing instructions, searching existing data
sourcas, gathering and maintaining the data needed, and completing and reviewing the
collection of information. Send comments regarding this burden estimate or any other aspect of
this collection of [nf tion, including suggestions for reducing this burden to:

Depariment of Health and Human Services OMB Statement:

R oy o o 2 o e
Office of Chlef Information Officer (HFA-710) !

5600 Fishers Lane to, 2 collection of Information unless it

displ t OMB control
Rockville, MD 20857 Smioys 3 curently vald OMS ¢
Please DO NOT RETURN this form to this address.

OCA_0001742



OLYMPUS o

Report Type: Manufacturer Report (30day)
#8010047-2012-00157

Your Vision, Qur Future

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Dear MDR Coordinator,

Enclosed is a supplemental 30-day MDR reportable event. Any further correspondence may

be directed to my office.

Sincerely,

OCA_0001831



PLEASE TYPE OR USE BLACK INK

U.S: Department of Health and Human Seivicés
Food and Drug Administration

FORM FDA 3500A {2113} ‘ SRS
A. PATIENT INFORMATION

1. Patient Identifler (2. Age at Time
of Event:

3. Sex

For use by userfacilities,
importers, distributors and manufacturers
for MANDATORY teporting

- Page1of2” -

C. SUSPECT PROD

Form Approved: OMB No, 0910-0291, Expires; 6/30/2015

See OMB statement on reversa.

Mfr Repost #

8010047-

seiz-00157 = 7.

UF/Importer Report #

AL Lt

PRCTETY

UCT(S})

1. Name.(Give labeled sirength & mirilabeler)

additicnal information based on the medical journal
article that Olympus found on April 27, 201S.

From January to April 2012, 30 patients with a VIM-2-
producing Pseudomonas aeruginosa were identified. 22 out
of 30 patients had undergone an endoscopic retrograde
cholangiopancreatography (ERCP) using the subject
device. 8 out of 30 patients had not undergone an ERCP.
7 out of 8 patients without a histery of ERCP had a
history of ICU stay. The device was introduced to the
user facility in February 2011, No infection in which
the device was involved occurred until January 2012, The
device was withdrawn from clinical use on March 14,
2012,

The first patient underwent an ERCP on January 3, 2012
with the device, and subsequently the VIM~2 (Type-B) was
isolated from patient’s blood culture on January 4,
2012,

(Continue on page 3)

or [] Female Ibs #
Date or #2
In confidenca of Birth: D Male ) .
— . AL 2. Dose, Frequency & Route Used 3. Therapy Dates (if unknown, give duration}
B. ADVERSE EVENT OR PRODUCT PROBLEM framito (or best estimate)
#1 #
1. [ Adverse Event  analfor [} product Problem (e.g., defectsh lons}
2. Outcomes Attributed fo Adverse Event #2 #2
(Check all thal apply) 4. Dlagnosis for Use {Indication) 5. Event Abated After Uss
[ peath: [ Disability or Permanent Damage Stopped or Dose Reduced?
W (GG ] # #1 DYES D No Doesn't
D Life-threatening C] Congenital Anomaly/Birlh Defect 4 Apply
D Hospilalization - initial or profonged [[] Gther Sedous {Impertant Medical Events) S LotE B D w2 Cves [N o 0 g;;;r.n
D Required Inlervention to Prevent Permanent Impairment/Damage (Devices) -
- #1 # 8. Event Reappeared After
3. Date of Event (mm/{ddfyyyy) 4, Date of This Report (mmiddiyyyy) Reintroduction?
i/4/2012 #2 #2 #1 [Yes [JNo E;;rsyn'l
5. Describe Event or Problem 8- NDC# or Unique ID Doesn'l
This supplemental report is being submitted to provide : #2 [(Jves OOne [ Apply

10. Concomitant Medical Products and Therapy Dates (Exclude ireatment of event)

D. SUSPECT MEDICAL DEVICE
1. Brand Name

(Conlinue on page 3)

2. Commeon Device Name

|2b. Procode

3. Manufacturer Name, City and State

§. Operator of Device

[T] Healih Professianal

[7] Lay UserrPatient

4. Modei # Lot #
Catalog # Expiration Date {mm/ddiyyyy)
Serial # Unique ldentiffer (UDI) #

7] Other:

6. Relevant Tests/Laboratory Data, Including Dates

{Continue on page 3}

6. If Implanted, Give Date (mm/ddiyyyy}

7. If Explanted, Give Date (mm/ddiyyyy)

[dves [N

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

9. If Yes to Item No, 8, Enter Name and Address of Reprocessor

[Jves [JNe

10. Device Available for Evaluation? (Do not send to FDA)}

[7] Returned to Manufaciurer on:

Ml aclyyyy)

7. Other Relevant Histary, Including Preexisting Medical Conditions (e.g., aflergles,
race, pregnancy, smoking and alcchol use, hepaticlrenal dysfunction, efc.)

Enzymatic cleaner

1. Name and Address

E. INITIAL REPORTER

11. Concomitant Medlcal Products and Therapy Dates (Exciude lresfment of event)

for manual cleaning

ETD-3 in ceombination with peracetic acid as a disinfectant.

{Continue on page 3)

Phone # Email Address
{Continue on page 3}
Submission of a report does not constitute an admission that medical 2. Health Professional? |3, © ti 4. Initial Reporiar Also Sent
personnel, user facility, importer, distributor, manufacturer or product " N Reportto FDA |
caused or contributed to the event. OYes [Me [Jyes [JNe []Unk.

OCA_0001832



MEDWATCH
FORM FDA 3500A {2/13) (continued)

F.FOR USE BY USER FACILITY/IMPORTER {Devices Only)

1. Check One 2. UFiimporter Report Number
d Us‘gﬁFa_gﬂRy [] Imporier

3. User Facility or Importer Name/Address

4. Contact Person 5. Phona Number

8. Date of This Report

6, Date User Facility or
(mmiddiyyyy)

importer Became
Aware of Event (mm/ddlyyyy)

7. Type of Report

([ tnitial
[ Follow-up #
10, Event Problem Codes (Refer lo coding manua)

9. Approximate
Age of Device

Patient I r I I |
Code - -
ot | - | i
Code -
11, Report Sent to FDA? 12. Location Whera Event Occurred
Hospital Qutpatient
D ves D ? D Diagnostic Facility

(mmiddiyyyy)

[ Home
[] Mursing Home

[] Qutpatient Treatment
Facility

[ other:

[ Ne

13. Report Sent to Manufacturer?

[ Yes
O Ne

14, Manufacturer Name/Address

Ambulalory
Surgical Facilily

d

(mmiddiyyyy)

(Specily)

G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name
3. Report Scurce
Address (Check alf that apply)
[J Fareign
[ study
Literature
_ (] Gonsumer
Email Address [7] Health Brofessional
4. Date Received by 5. D User Facility
Manufacturer (mmiddlyyyy} (ANDA# (] Company
Rep ive
IND # [:_] Distributor
6. 1f IND, Give Protocol #
BLA# [[] Other:
PMAS
7. Type of Report 510(k) #
{Check all that apply} N
Combination
[ 5-day (] 30-day Product [ves
Oy O ]Pe"'“‘d‘c Pre-1938  [JYes |—————
" Itfai
[J10-day (]l , |oTcProdut [ ves
D 15-day Follow-up # —_— T
9, Manufacturer Report Number  |B. Adverse Event Term(s)

Page 2 of 2

H. DEVICE MANUFACTURERS ONLY
1. Typs of Reportable Event
"] peaih - . ‘r

0 Serious injury

[ Malfunction

2. If Follow-up, What Type? ™ '
.. ] Comeglion 7. "
M| Additioral Information

[[] Respense to FDA Request

[C] pevice Evaluation

4, Device Manufacture Date,

3. Device Evaluated by Manufacturer?
: ‘ ; (mmiyyyy)

D th Returned 16 Manufacturer
]:l Yes |:] Evaluation Summary Atlached

D Ne fAltach page lo explaln why nol) or
provide code:

5. Labeled for Single Use?
[ Yes [One

6. Event Problem and Evaluation Codes (Refer fo coding manual)

Coan | -| - l
Gote” | - J-| |
A N

=
resse [ ]
i I

7. If Remedial Action Initlated, Check Typa 8. Usage of Device
[ Recall [ Wetifieation [ Initial Use of Davice

Method

L
H
H

Conclusions f

] Repair [] Inspection [[] Reuse
[] Replace [ Patient Monitoring [[] Unknown

. ificali 9. If action reported to FDA under
[0 Retateling [ mﬂﬂfg’;‘ﬁ{" 21 USG 360i(f), list correctionf

removal reporting number:

D Other:

10, [:] Additlonal Manufacturer Narrative and / or 11, G Corrected Data

According to the journal, the user facility cultured the
subject device, and clonal relatedness of the VIM-2 P.
aseruginosa was confirmed for 22 c¢ases and for the VIM-2
strain isolated under the forceps elevator of the
device, Enterococcus faecium was also isclated from this
site, Environmental sampling was performed, and revealed
+the VIM-2 P. aeruginecsa in four sinks at the
Gastroenterolegy and Hepatology (GEH) department and in
a water recipient in the endoscopy suite. In addition,
the ViM~2 is known to be present at the ICU at a low
endemic level,

device was reviewed by an Olympus
The record showed that the device
in November 2011. The device
items of final inspection after

Repair history of the
subsidiary in Europe.
was repaired one time
passed all inspection
the repair.

It could not be identified that the device or
environment such as the GEH department and the ICU
related to the patient infection. The cause of the
infection could not be conclusively determined.

This section applies only fo requi ts of the Paperwork Reduction Act of 1985,
The public reporting buzden for this cellection of informatian has been estimated fo average €6
minutes per responsa, Including the time for reviewing inslructions, searching existing data
sousces, gathering and malntaining the data needed, and completing and reviewing the cellection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggesticns for reducing this burden fo:

OMB Statement: "An agency may hot
conduct or sponsor, and a person Is not
required to respand to, a collaction of
Paperwork Reduction Act (PRA) Staff Information undess it displays a currently
PRAStatf@fda. hhs.gov valid OMB control number."

Please DO NOT RETURN thls form to the above PRA Staff email address.,

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Gfficer

OCA_0001833



Evangelisches Waldkrankenhaus Spandu
Berlin, Germany



OLYM Pus Date: July 10, 2014

Report Type: Manufacturer Report

Your Vision, Our Future
#8010047-2014-00393

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event any further correspondence may be

directed to my office.

Sincerely,

OCA_0001728



PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services
Food and Drug Administration

MEDWATCH
FORM FDA 3500A (1/03)
A. PATIENT INFORMATION

1. Patient Identifier
R. R.

in confidence
B. ADVERSE EVENT OR PRODUCT PROBLEM

1. m Adverse Event
2. Outcomes Attributed to Adverse Event

andlor  [] Product Problem (2.g., dofects/malfunctions)

(Check all that apply)
[ pean: 7] Disability or Permanent Damage
[ Life-threatening " g {1 Congenital Anomaly/Birth Defect
Hospil ion - initial or prolong [/] Other Serious (Impertant Medical Eveats)
D Required Intervention to Prevent Per t ImpairmentUDamage (Devices)
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy)
05/26/2014 06/12/2014

5. Describe Event or Problem

Olympus was informed that four patients tested positive
for carbapenem resistant Klebsiella pneumonia after
having undergone an endoscopic retrograde
cholangiopancreatography (ERCP) procedure. The patients
were examined with the same ducdenovideoscope.

The user facility conducted s contrel test on the
endoscope on Jun 3, 2014, and Klebsiella pneumonia was
found. The last routine sampling of the endoscope on
April 292, 2014 did not indicate anvthing abnormal.

e

8. Relevant Tests/Laboratory Data, Including Dates

reting Modl

7. Other Relevant History, Including Pr | Conditions (6.g., aiergles,
race, pregnancy, smoking and alcohol use, hspalic/renal dysfunction, etc.)

For use by user-facilities,
importers, distributors and manufacturers
for MANDATORY reporting

Page 1 of 15

Form Approved: OMB NoS.OQ 10-028 1, Expires 12/31/11

ee OMB slalement on reverse.

Nfr Report #

8010047~2014-00393

UF/imporier Report #

C. SUSPECT PRODUCT(S)
1. Name (Give labeled strength & mfrfabelor)

#

FDA Use Only

#2
2. Dose, Frequency & Route Used 3. Therapy Dates (if unknown, give duration)
from/!o (or best estimate)
#1 #1
#2 #2
4. DI is for Use (Indication) 5. Event Abated After Use
" Stopped or Dose Reduced?
#1 Yes No Doesn'l
” Oves One [J 2058
" ' Doesn't
6. Lot# 7. Exp. Date #2 Cves One [ aooy
#1 #1 8. Event Reappeared After
Reintroduction?
#2 #2 #1 [Jves [INo g:;‘sn'l
Y
9. NDC# or Unique ID Doeerit
#2 [ Jves [no [ Asply

1. Brand Name

10. Concomitant Med|cal Products and Therapy Dates (Exciude freatment of event)

D. SUSPECT MEDICAL DEVICE

EVIS EXERA II DUODENOVIDEQSCOPE

Z. Col Device N
R e M & U ODENOENDOSCOPE

3.
P

facturer Name, City and State
S MLLICAL §YSTIMS O

Ishikawa-che, Nacnicri-shi,

295 “okyo 182-640%, lxpan

4. Model # Lot # 5. Operator of Device

TIF-Q180V N/ [/] Health Professional
Catalog # Explration Date (mm/dd/yyyy) Ley UserPali

TIF-Q180V w/a [] ey UserPatent
Serfal # Other # [[] Other:

2202615 N/A

6. If Implanted, Give Date (mavdd/4yyy) 7. If Explanted, Give Date {(mm/dd/yyyy)
N/A n/a

] Yes No

8. Is this 2 Single-use Device that was Reprocessed and Reused on a Patient?

H/A

9. If Yes to ltem No. 8, Enter Name and Address of Reprocessor

10. Device Available for Evalvation? (Do nof send to FDA)

Yes [ ]No

/] Returned to Manufacturer on:

06/12/2014
(mm/cdlyyyy)

E. INITIAL REPORTER

1. Name and Address

11. Concomitant Medical Products and Therapy Dates (Excluds freatment of event)

Evangelisches Waldkrankenhaus Spandau
Stadtrandstralhe 555, 13582 Bexlin, Germany

Submission of a report does not constitute an admission that medical
personnel, user facility, importer, distributor, manufacturer or product
caused or contributed to the event,

2. Health Professional?

/] Yes [JNo

3. Occupation

Physician

4. Initial Reporter Also Sent
Report to FDA

[Jes [¢)No [Junk.

OCA_0001729



MEDWATCH
FORM FDA 3500A (1/08) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

Page2of 15

1. Check One 2. UF/importer Report Number
[ user Facility [ importer
3. User Facility or Importer Name/Address

FDA USE ONLY

H. DEVICE MANUFACTURERS ONLY

1. Type of Reportable Event 2. If Follow-up, What Type?

[[] Death [[] Comrection

[¥] sericus Injury [ Additional information

[ malfunction [0 Response to FDA Request
[] other: [ Devics Evaluation

3. Device Evaluated by Manufacturer?

4. Device M)anuhcluro Date
[J Not Retumed to Manufacturer

(m

G. ALL MANUFACTURERS

4. Contact Person 5. Phone Number Yes [:: Evalvation Summary Attached 03/2012
D No (,_qd,mg;,ge fo explain why not} or 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report provide code:
Importer Became {mm/ddiyyyy) T Yes [ ne
Aware of Event (mm/ddlyyyy) | [T Initial
6. Evaluation Codes (Refer lo coding manual)
[[] Follow-up #
9. Approximate 10. Event Problem Codes (Refer fo coding manual} Method i 10 J"I 38 |'| J'I |
Age of Device
z:z:m r 1735 '-[ |-[ Resulls I 142 I-I i—[ |-{ I
Device | =
Cose” L 2303_-| - | conausons | 5t | ][ |
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedial Action Initiated, Check Type 8. Usage of Device
Hospital Outpalient P Initial Use of Device
[ ves — : P Diagnostic Faciity [ Recalt ] Notification O
Cine 2z (] Home Ambulatory ] Repair 7} taspection Reuse (
13. Report Sent to Manufacturer? %N”"‘"Q Home Surgical Facifty ) Replace [] Patient Meniloring [ Unknown '
Qulpatient Trealment ificati 9. If action reported to FDA under
[ ves Facility [ Relabeling  [] Modification/ 21 USC 360i(f), list correction/
{mm/ddlyyyy) ‘ removal reporting number:
One [ other: [ Other:
(Specify) :
14. Manufacturer Name/Address

1. Contact Office - Name/Address (and Manufacturing Site 2. Phone Numbor

©rome |

I 3 Report Soure

(Check all thal apply)

OLYMPUS MEDICAL SYSTEMS CORE. Foreign

2951 Ishikawa-cho, Hachioji-shi, Tokyo |[]Siudy

192-8507, Japan [ viterature

[ Consumer
D Health Professional

4. Date Received by 3 (] User Faciity

Manufacturer (mm/dd/yyyy} (AINDA# ] gmanyA ;

07/01/2014 "
/0L/ IND # [] Distributor
6. If IND, Give Protocol # .
g STN# [ otner:
PMAS

7. Type of Report 510(k) #

(Check all that apply)

Cembination
[Jsday [V]30-day Product [ Yes
Q7-day [ Periodic Pre-1938 [ JYes |————————
- it

D 10-cay Inital QTC Preduct D Yes
[] 15-cay ] Follow-up #
9. Manufacturer Report Numb 8. Adverse Event Term(s)

8010047-2014-00393

10. m Additional Manufacturer Narrative and / or 11 D Corrected Data

The referenced TJ¥-Q180V was returned to OLYMPUS EURORA
SE & CC. KG (OEKG) for evaluation. The evaluation
confirmed brown stain and black foreign material on the
instrument channel. In addition, there was black stain
on the suction channel.

The exact cause of user's report could not bhe
cenclusively determined at this time. A supplemental
report will be submitted if significant and additional
information becomes available later.

Please cross-reference the following reports Ior the
other three patients: 8010047-2014-00407,
8010047-2014~00408, and £010047-2014-00409.

The public reporling burden for this collection of information has been estimated o average 66
minutes per response, including the time for reviewing instruclions, searching existing data
sources, gathering and maintaining the dala needed, and cc ing and reviewing the
collection of information. Send comments regarding this burden estimeate or any other aspect of
this collection of infermation, including suggeslions for reducing this burden to:

Depariment of Health and Human Services
Food and Drug Administration

Office of Chief Information Cfficer (HFA-710)
5600 Fishers Lane

Rockville, MD 20857

Please DO NOT RETURN this form to thls address.

OMB Statement:

“An agency may not conduct or sponsor,
and & person is nol required to respond
10, a collection of information unless it
dlsplgys a currenlly vatid OM8 control
number.”

OCA_0001730



Fox Chase Cancer Center,
Philadelphia, Pennsylvania



. FORM FDA 3500A (2/13)
R A. PATIENT INFORMATION

sE BLACK 1NK

PLEASE TYPE G

U.S. Department of Health and Human Services
food and Drug Administration

MEDWATCH

1. Patient |dentifier |2. Age at Tlme
of Event:

or
Date
In confidence of Birth:

B. ADVERSE EVENT OR PRODUCT PROBLEM

or

andfor

[} Product Probiem (e.g.. defects/malfunctions)

1. [} Adverse Event

2. Qutcomes Aftributed to Adverse Event
{Check al! thet apply)

] peath:

] Life-threatening

[7] Hosphatization - initiei or prolonged
] Required (ntervention to Prevent Permanent Impairment/Damage (Devices)

3. Date of Event (mm/ddyyyy) 4. Date of This Report {mm/dd/yyyy)
06/05/2015

[ ] Disability or Permanent Damage
G2
[7] congenital Anomaly/Bitth Detect

Cj Other Serious (impartant Medicat Events)

5. Describe Event or Problem

As reported by the customer:

Sometime between 04/21/2015 and 05/06/2015, the subject
endoscope was culrtured and rested positive for
Elebsiella Pneumoniae.

(Continue on page 3}

©. Relevant Tests/Laboratory Data, inciuding Dates

(Continue on page 3)

7. Other Refevant History, Including Preexisting Medical Conditions (e.9., allsrgies,
race, pregnancy, smeking and slcehof use, hepatic/renal dysfunction, etc.)

For use by userfacilities,
imporgers, discributors and manufacrurers

for MANDATORY reporting

Page 1 of 2
C. SUSPECT PRODUCT(S)

Farm Approved: OME No, 0810-0291, Expires: 6/30:2015
See OMB statement on reverse.

rt #
MirRepart # 5 431293-2015-00007

UF/importer Report #

FDA Use Only

1. Name (Give labeled strength & mfiiabeler)
#i

#2
2. Dose, Frequency & Route Used

3. Therapy Dates (/f unknown, give duration)
fromAo (or best estimate)

#1 #1
#2 #2
4. Diagnosls for Use (Indication) 5. Event Abated After Use
. Stopped or Dose Reduced?
1 Doesn't
1 Y N
#1 [1ves [INo Apply
#2 Doesn't
6. Lot# 7. €xp. Date #2 [ Jves [ [No [] Apply
#1 #1 8. Event Reappeared After
Reintroduction?
#2 #2 # {Jves N0 [] ggg;m
S. NDC# or Unique 1D Dossri
#2 [Jves [Ino [7] Apply

10. Concomitant Medical Products and Therapy Dates (Exclude freatmen! of evenl)

{Continue on page 3)

D. SUSPECT MEDICAL DEVICE

1. Brand Name

Fujinon
2. Common Device Name 2b. Procade
Endoscope T3F=--DT
3. Manufacturer Name, City and State
Fujifilm Optics Co., Lzd. Mito Tactory
4112 Toano, Hitackliomiva City, Japan 318~2224

4. Model # Lot# 5. Operator of Device
et li Health Professional
Catalog # Expiration Date (mm/ddyyyy) D Lay UseriPatient

Sarial # Unigue Identifler (UDI) # [] other:
ND10240864

6. if Implanted, Glve Date (mnvad/yyyy} 7. M Explanted, Glve Date (mm/ddsiyyy)

8. Is this a Singie-use Davice that was Reprocessed and Reused on a Patient?

{Jyes [g]No

9. If Yes to ltem No. 8, Enter Name and Address of Reprocessor

10. Davice Available for Evaluation? (Do not send to FDA)
7=
71 ves [} No Returned to Manufacturer on: 05/22/2015
(mm/ddlyyyy]

11. Concomitant Medical Products and Therapy Dates (Excliide treatment of event)

(Continue on page 3)
E. INITIAL REPORTER
1. Name and Address

|

Fox Chase Cancer Center
333 Ccttman Ave.

Fhiladelphia, PA 15111
Phone # Email Address
(Continue on page 3)
Submission of a report does not constitute an admission that medicat 2. Health Professional? {3. Occupation 4. :{\;';:" nRngB‘:’ Also Sent
personnel, user facility, importer, distributor, manufacturer or product i
caused or contributed to the event. i) Yes TJNe  [Physician [ ves [T} No [7] Unk
CONFIDENTIAL FUJIFILM0000332




MEDWATCH

FORM FDA 3500A {2/13) (continued)

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. Check One 2. UFmporter Report Number
[ user Facility

[ Imparter
3. User Facllity or Importer Name/Address

4. Contact Person S. Phane Number

6. Date User Fagcility or 7. Type of Report 8. Date of This Report
diyyyy)

Importer Became (mm/d
Aware of Event (mm/dd/yyyy) D |nitial
{_] Follow-up #
9. Approximate 10. Event Probiam Codes {Refer to coding manual)
Age of Device
Pstient | | _ | j [ ]
Code | - i
O L
Code [
11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital QOutpatient
[ Yes - L] Hosp L Diagnostic Facility
(mevddiyyyy) [] Home
[INo [] Ambuistery
13. Report Sent to Manufacturer? {_] Nursing Home Surgicai Facility
[] Outpatient Treatment
yes . Facility
MNe (mmiddlyyyy) ] Gther:
(Spacity)

14. Manufacterer Name/Address

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices} 2. Phone Number
Kame ]
L 3. Report Source
Address (Check alf that apply)
Fuiifilm Medical Systems USA Inc. [} Foreign
1¢ High Point Drive, Wayne, NJ 07470 &
[} Study
Fujifilm Optics Co., Ltd, Mito Factory |[ |Literature
4112 Tono,Kitachicmiya City, Japan a [T} Consumer
Emai Add
- = Health Prefessional
4. Date Received by 5. @ User Facilty
Manufacturer {(mm/dd/yyyy) (AINDA & D Company
05 /06,2 Representative
6/2015 L
IND# [ Distributor
6. If IND, Give Protoco! # .
BLA# {"] Other:
PMAS i
7. Type of Report 510(k) # Ko4z07e
(Check afl that apply} Combinati
cmbination
[ 5-day -day Product [Jves
[Jroay (] Penodic Pre-1938 [ Yes
Initial
{110day []intia OTC Product [ ves
[115-day ] Foow-up# ____

9. Manufacturer Report Number 8. Adverse Event Term(s)

243:1293-2015-00007

Page 2 of 2

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

2. if Foliow-up, What Type7?

[} Death 7] comection
(] serious injury ] Additional Information
(/] Matfunction [_1Response to FDA Reguest

{ ] Device Evaluation

3. Device Evaluated by Mapufacturer? 4. Device Manufacture Date

{mmiyyyy)
[} Not Returned to Manufacturer
1/
Yes [} Evaluation Summary Attached 12/21/2011
D No (Atiach page (o axpiain why not) or 5. Labeled for Singie Use?
provide code:
[ ves No
6. Event Problem and Evaluation Codes (Refer lo coding manuai}
Patient i
Code E 31 J [ ] - 1 l
Device - PR t 1 . }
Code 2883 w [ 2303 i 1081
wnos [ 5 ]
Resuits l 142 I ' 1-' ’-i }
Conclusions ! I [ 61 ]-} ;-—! ]
7. If Remadial Action Initiated, Check Type 8. Usage of Device
[[] Recan {7 Notificatien (5 Initial Use of Device
] Repair {¢] Inspection [/] Reuse
[T] Repiace (] Patient Menitoring (] Unknown
" 8. I action reported to FDA under
[] Retabeing [ ] Modimcatiory 21 USC 360K1), list corraction/
u removal reporting number:
m Other.

10. {/] Additional Manufacturer Narrative and / or

On 03/07/2015, represehtatives from Fujifilm Medical
Systems Endoscopy Division visited the facility as a
foliow up, At this tTime patient status is unknown and
Risk Management is still investigating. It is believed
three patients, which had multidrug resistant
¥lehbsiella, had previously been exposed to the endoscopge
in guestion. It is unknown if the patients were infected
by the endascope.

11, ] Corrected Data

Three subsequent contact attempts on 05/19/2015,
05/22/201% and 05/28/2015 were made to the facility's
Directoxr of Patient Safety regarding condition of
patients sxaminsd with the subject endoscope. As of
06/05/2015, ne information has peen provided by the
facility.

Gn 05/22/2015, the subject endoscope was received at
Fujifilm Medical Systems Endoscopy PRivision and placed
in guerantine, The customer states that prior to
shipment te Fujifilm, the subject endoscope was high
level disinfected and subsequently tested negative on
two cccasions. It was then EQ gas sterilized prior to
shipment to Fujifilm.

This section applies only to requirements of the Paperwork Reduction Act of 1986.
The puklic reporting burden for this collection of information has been estimated to average 66
minutes per response, inciuding the time for reviewing instructions. searching existing dala
sources, galhering and maintaining the data needed, and completing and raviewing the collection
of information, Send comments ragarding this burden estimate or any other aspect of this
collection of information. including suggestions for reducing this burden ta:

CONFIDENTIAL

Depariment of Health 2nd Human Services
Food and Drug Administration
Cftice of Chief Information Officer

OMB Statement: "An agency may not
conduct or spansor, and a person s not
required to respond to, a collection of
Paperwork Reduction Act (PRA) Staff information unless it displays a currently
PRAStaff@fda.hhs.gov valid OME canirol number."

Please DO NOT RETURN this form to the above PRA Staff emali address.

FUJIFILM0000333




Froedtert Hospital
Milwaukee, Wisconsin



August 15,2014

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockyville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

Copics: |

OCA_0000833



PLEASE TYPE OR USE BLACK INK

Form Approved: OMB No. 09 10:029 1, Explres 12/31/11
Sae OMB statement on reverse.

g&i&%%%a&ﬂ; iminioraton e Services For use by userfacilities, MirReport® 5951238-2014-00023
impotters, distributors and manufacturers
MEDWATCH for MANDATORY reporting UFfimporter Report #
Page 1 of 2
FORM FDA 35004 (1/09) gelofs FOA Uss Only
A. PA ORMATIO C. SUSPECT PRODUCT(S)
1. Patlent (dantifler |2, Age at Time 3. Sex 4, Welght 1. Nama (Give labeled strength & mirlabeler)
of Event:
or [[] Female Ibg M
Date o #”
Male
in Birth: D kgs;
confidence of 9 2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration)
B. AD R OR PROD PROB fromAg (or bast estimata)
# #
t. [[] Adverse Event andior  [_] Product Problem (e.g., defects/matiunctions)
2, Qutcomaes Attributed to Adverse Event "2 #2
(Check all that apply) 4, Diagnosis for Use (Indication) 5. Event Abated After Use
] Death: {7 Disebility or Permanent Damage " Stopped or Dose Reduced?
#1 Doesn't
(] vite-tnreatening ["] Congenlial Anomaly/Birth Defect . L Yes [ne Apply
ion - Ini Other Serit Important Medlical Events) Doesn't
[ Hospitalization - Initial or prolonged  [_] Other Serious (Imp: odical Evente)| |t 7 Exp.Date #2 [Jves CIno [ agnly
imoalrentD el
D Required intervention to Prevent Permanent imp ge (D } # # 8 Event Reappoared After
3. Date of Evant {mm/ddiyyyy) 4. Date of This Report (mm/ddyyyy) Relntroduction?
w2 #2 #1 [ Jves [INe DR;;;“"

5. Describe Event or Problem

9. NDC# or Unlque ID

#2 [ Yes (o [T} D00ent

Apply

8. Relevant Tests/Laboratory Data, Including Dates

7. Other Relsvant Hlstory, Inciuding Preexlsting Medical Condltions (e.9., allergles,
race, pregnancy, king and alcohol use, hepath { dysfunction, etc,)

Submisslon of a report doas not constltute an admission that medical
personnel, user facllity, Importer, distributor, manufacturer or product
caused or contributed to the event,

10. Concomitant Med|cal Prod and Th

py Dates (Exclude § of event)

D. SUSPECT MEDICAL DEVICE

1, Brand Name

2. Common Doevice Nams

3. Manufacturer Name, Clty and State

4. Model # Lot # 5, Operator of Device
[) Health Professional
Catalog # Explration Date {mnvdd/yyyy}
[ Ly UseriPatient
Serlal# Other # [ other:

8. If Implanted, Glve Date (mm/ddfyyyy) 7. If Explanted, Give Date (mm/ddfyyyy)

8, Is this a Single-use Davice that was Reprocessed and Reused on a Patient?

CjYes []No

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

10. Davice Avallable for Evaluation? (Do not send to FDA)
) Yes [Ne [[] Retumed toManufacturer on:
(Hvddyyyy)

11. Concomitant Medical Preducts and Therapy Datea (Exclude frealment of event}

E. INITIAL REPORTER

Phone #

1. Nams and Address

2, Health Professional? | 3. Qccup 4. Inftlal Reporter Also Seni
Report to FDA
[ ves [Jho [JYes [[]No (@] Unk.

OCA_0000834



MEDWATCH
FORM FDA 3500A (1/09) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

1. Check One
[J User Facility (J mporter

Page2of 2

H. DEVICE MANUFACTURERS ONLY
2. UFfimporter Report Number

3. User Facllity or Importer Nama/Address

4. Contact Person

5. Phone Number

6. Date User Facliity or

7. Type of Report

1. Type of Reportable Event

[] Death
[] serous Injury
{7 Mattunction

[] other:

2. If Follow-up, What Type?
[X] Correction
{7] Additional Information
[[] Response to FDA Request
[[] Device Evaluation

3. Device Evaluated by Manufacturer?
[[] Not Retumed to Manufacturer
{T] Yes [] Evaluation Summary Attached

3N (Anac page 1o explaln why not) or
provide code

4. Dovice Manufacture Date
(mmiyyyy)

5. Labeled for Single Use?

14. Manufacturer NamelAdqross

G. ALL. MANUFACTURERS

1. Contact Offlce - Name/Address (and Manufacturing Site

2. Phone Number

8. Date of This Report
importer Became (mm/ddlyyyy) [ Yes (1N
Aware of Event (mm/ddiyyyy) D Inital
6. Evaluation Codes (Refer fo coding manual)
[] Follow-up #
9. Approximate 10. Event Problem Codes {Refer fo coding manual) Method | I"l “r 37 —|'l 3264 I
Age of Davice
o | - - Lees L O ]
Pl | |- Resuls | 3251
g:g:e ‘ I - | | - | Conctlusions | 15 -| H —l— |
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedilal Action Inltlated, Chack Type 8. Usage of Device
Hospital Qulpatient ' initial Use of Device
] Yes I (] Hosp Dot Factly (] Recall [ otification U
[JIno (0] Home [ Ambulatory [ Repair [] inspection [ J Reuse
13. Report Sant to Manufacturer? (] Nursing Home Surgical Faclllty 7] Replace [ Patiant Monltering [[] Unknown
e 1 guaten Trasment [l reosoing  [(Jookcaters [3 eclen apenitto A urdr
A - ; S oner Adjustment removal reporting number:
pecihy) D Other:

10. [_] Additlonal Manufacturer Narrative

2951238-2014-00023.

and / or 1, [/) Corrected Data

This supplemental report is being submitted to correct
the incorrect MFR Report number of 2951238-2014-00041.
The correct MFR Report number should be

See section G9.

As part of our investigation into this report the device

for Devices) was sent to an independent off-site laboratory for
microbiological testing and Escherichia coli was
3. Report Source recovered from the device, The device was then forwarded
(Check ail that apply} to Olympus for physical evaluation.
(] Foreign
(] Study The device was returned to Olympus for evaluation. The
] Uheraturs device passed the leak test. The evaluation found no
issues that could contribute or confirm the reported
(] Consumer phenomenon., There was no sign of bio-materials in the
[] Health Professionat device. The device was refurbished and returned to the
user facility.
4. Date Racelved by 5. D User Facllity Y
Manufacturer (mm/dd/yyyy) (AINDA # [ comp any! 0
08/11/2014 Representallve
IND # [ Distributor
8. If IND, Glve Protocol # STN® D Other:
PMA/
7. Tg 9 of Report 510(k) #
ack all that apply)
Combination
[()sday [¥]30-day Product [ Yes
[J7-day [ Perodic Pre-1938 [ ] Yes
- Initial
(] 10-day [] nitie OTC Product  [] ves
[J15day [ Follow-up# _2
9. Manufact Report Numb 8, Adverse Event Term(s)
2951238~2014-00023
The public reporting burden for this coiecli oflnformailon has been eslimated o average 66 Department of Health and Human Services OMB Statement:
minutes per resp Including the time for llons, searching existing data Food and Drug Adminlstration “An agency may not conduct or sponsor,

sources, gathering and maintalning the data

“and

ot

e
coltection of Information. Send comments regarding this burden estimale of any other aspecl of

9 and reviewi

thls collection of information, including suggestions for reducing this burden to:

Office of Chlaf Information Officer
1350 Plccard Drive, 420A
Rockville, MD 20850

and a person Is not required to respond
to. a collection of Information unless it
di spiay? 8 cusrently valld OMB control
number.

Please DO NOT RETURN this form to this address.

OCA_0000835




OLYMPUS

January 28, 2014

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report
Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

OCA_0000830



PLEASE TYPE OR USE BLACK INK

Form Approved: OMB No. 09 10-029 1, Explres 12/31/11

U.S. Department of Heaith and Human Servic SR e
.S, Department o and Human Services For use by faciliti [Mfr Report #
) y userfacilities, 2951238-2014-00023
Food and Drug Administration importers, distributors and manufacturers BT
MEDWATCH or MAN Y reporting UFfimporter Rep:
P 2
FORM FDA 3500A (1/09) age 1 of #DA Use Only
A. PATIENT INFORMATION
1. Patlent (dentifier E""—""""-l 1. Name (Give lebeied strangth & mfrlabeler)
| #
In confidence ! #
- " 2. Dose, Frequency & Routs Ussd 3. Therapy Dates (if unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM from/o (or best estimate)
' # #
1. (7] AdverseEvent sndior [ ] Product Problem (6.g., defecivmaltunctions)
2. Outcomes Attributed to Adverse Event #2 #2 )
(Check all that apply) 4. Dlagniosis for Use (indicaton) 5. Event Abated After Use
[ peath: (] bisabilty or Permanent Damage Stopped or Dose Reduced?
# Doesn't
# [Jyes [(One [
[ Lite-threatening [[] congenitel Anomaly/Birth Defect 2 Apply
. Doesnt
Hosp:::l::n:n Il or proonged (7} Other Serious (mportant Medical Events)) |- x T 2 [Jves (One (3200
C] Requ ntervention to Prevent Permanent Impalmment/Damage (Devices) - " 8. Event Reappeared After
3. Date of Event (mm/ddyyyy) 4. Date of This Report (mm/dd/yyyy) Relntroduction?
05/19/2013 01/06/2014 #” ” #t CJves CIno [ 20080

5. Describe Event or Problem

Olympus was informed that five patients tested positive
for Carbenepsnum Resistant Enterbacterjaceae containing
New Delhi Metallo-beta-lactamase (CRE-~NDM) after having
undexgone an endoscopic retrograde
cholangiopancreatography (ERCP) procedure. The patients
were examined with the same duodenovideoscope.

On April 25, 2013, resistant E.coli was found in the
first patient's blood. On May 19, 2013 that patient
underwent an ERCP with stone extraction subsequently
developing cholangitis. On May 20, 2013 resistant E.
coll was found in the patient's bile duct fluid. The
patient was hospitalized for an unapecified amount of
time. The patient was discharged went back to India.

An Endoscopy Support Specialist was dispatched to the
user facility. A reprocessing in-service has not been
scheduled to date.

8. Relevant Tests/Laboratory Data, Inciuding Dates

7. Other Relevant History, Including Praexisting Medical Conditlons (a.g., aflergies,
r8ce, pregnancy, amok%g and afcohol use, hepatic/renal dysfunction, efc,

Non-Hodgkin's Lymphoma, chemo, S/P autologous peripheral
stem cell transplant (4/18/13), prior cholecystectomy,
CBD dialation, MRCP shows some biliary stone

9. NDC# or Unique ID

2 Cves (Ine 200"
70, Goncomitant Medical Products and Therapy Dates (Exclude Geatment of evenD)

D. SUSPECT MEDICAL DEVICE

T Bvbtrese Olympus EVIS EXERA II Duodenovideoscope

, ice Name
2. Gommon Dev Duodenovideoscope

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEM CORPORATION
2951 Ishikawa=cho, Hachioji-shi, Tokyo 192-8507, Japan

4. Model # Lot# . Operator of Device
TLLF-Q'IB:V Né A T Sa T Health Profesalonal
ration Date

'rar.:‘o?e ov s Unk{ [ tay UserPation!
Berial Other # [ other:

2101529 N/A

8. If Implanted, Give Date (mm/ddiyyyy) 7. W Explanted, Glve Date (mm/dd/yyyy)
N/A N/A

B, Is this a Single-use Davice that was Reprocessed and Reused on a Patient?
[Jyes (7]

9. If Yes to item No, 8, Entar Name and Address of Reprocessor

N/A

10. Device Avallable for Evaluation? (Do not send ta FDA)

O yes [F]No [ Retumed to Manufacturer on:

11. Concomitant Medlical Products and Therapy Dates (Exciude treaiment of event)
Scope Buddy Model sn# unk
Medivators scope washer model/sn# unk

1. Name and Address

Froedert Hospital
2900 W, wisconsin Avenue
Milwaukee, WI 53226

8ubmlul?n of a'm?lort c:oos ?tot colns:llg:‘to an admlfazl'on that mec::cait 2. Health Professlonai? |3. Occupation 4m:ggxr Alao Sent|
ersonne!, user fac mporter, distributor, manufacturer or produc
Baused or contributed (o the event, P (7 ves [ No RiskManager [Jves [N [@] nk.

OCA_0000831




MEDWATCH
FORM FDA 3500A (1/09) (confinued) Page 2 of 2
F. FOR USE BY USER FACILITY/IMPORTER {Devices Only)

1. Check One ' 2. UFfimporter Report Number
[] user Facility (2] tmporter

3. User Facllity or Importer Name/Address

4. Contact Parson 5. Phone Number
8. Date User Facility or 7. Type of Report 8. Date of This Raport
Importer Became bt P (mrrVdd/yyw)m
Aware of Event (mnvddyyyy) D Inkial
[ Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manua))
Age of Device

Goto |73 || - J
Goto 2993 |- |-| |

H. DEVICE MANUFACTURERS ONLY

1, Type of Reportable Event 2. if Follow-up, What Type?
[7] Destn [[] comection
[7] Sertous Injury [[] Additonat Information
(] Metfunction (] Response to FDA Raquest
0 ower: ] bevice Evatuatton
3. Osvige Evaluated by Manufacturer? 4, Dovice Manufacture Date
(mm/yyyy)
[£] Not Retumed to Manufacturer
[ ves [] Evaluation Summary Auached unk
O no (attach ﬁ’” {o explain why nof) or 5, Labeled for Single Use?
provide code:
Oves [{]INo

DY Y
Y -

11, Report Bent to FDA? 12. Location Where Event Occurred

[ ves [[] Hospital 0O g;lpnu:& .

N (mmiddyyyy) D Home ano Y

CINo D Ambulatory

13. Report Sent to Manufacturer? (] Nursing Home Surglcal Facility
(] Qutpatient Treatment
[ Yes Facliity
T (mmadyy)
O [} other:
(Specihyj

14, Manufacturer Name/Address

ALL MANUFACTUR

1. Contact Offlce - Name/Address (and Manufacturing Site 2, Phone Number
LTI - |
OLYMPUS AMERICA, INC 3. Report Source
2400 Ringwood Avenue {CLMM‘”“”"M
San Jose, CA 95131 [[] Foreign

0] suwey
OLYMPUS MEDICAL SYSTEM CORPORATION D Literature
2951 Ishikawa-cho, Hachioji-shi, Tokyo
192-8507, Japan {] Consumer
[[] Health Professional-

4. Date Received by 8. D User Facillty

Manufacturer (mm/ddyyyy) (ANDA # QOH\PGW
01/06/2014 Represtniatve

8. I1IND, Give Pi ol # o D plsubutor

X ve Protoci _— )
' STN# [ oter:

7 6 of Report i
L 0
}Zxockarl [ apply) 81000 #

Combinalion

] 5day [7]30-day Product [ Yes
[ 7-dey [ Porodic Pre1938 [ Yes
[J10dsy [7) Intta oTCProduct [ Yes
[ 15-day [0) Follow-up #

9. Manufacturer Report Number |8, Adverse Event Yerm(s}

2951238-2014-00023

7. If Remedial Action Initlated, Check Type 8. Usage of Davice

(] Recal (] Noiification L] tnsl U of Device
[C] Repalr [ wspection {7] Rouse
[] Replace (] Patient Monltoring [ unknawn
9. If action reported to FDA under
[JRetabeting (] %ﬁ:‘g&{" 21 USC 380)(N), list correction/
removal reporting number:
(] Other:
10. m Additiona! Manufacturer Narrative and/or 1, [:! Carracted Data

The device has not been yet returned for evaluation. The
exact cause of the user's experience could not be
conclusively determined at this time. A supplemental
report will be submitted if additional and significant
information becomes available later.

Please cross-reference the following reports for the
other four patients: 2951238-2014-00024,
2951238-2014-00025, 2951238-2014-00026, and
2951238~2014-00027.

The pubtic reporting burden for this collection of Information has been esUmated (o average 68
minutes per response, Inciuding the time for raviewing Instructions, searching exisiing dala
sources, gathering and maintalning the dala needed, and completing and reviawing the
collection of Information. Send comments regarding this burden astimate or any other aspact of
(his coltaction of information, Including suggestions for reducing this burden to:

Depariment of Health and Human Services OMB Statemant:

Food and Drug Adminisication ;ﬁ% :9;:3 “r‘n‘c.y nr‘l’c‘n oondrg::’t lgr nluponsn%r

350 Focars e A i ecn o e |
Rockwille, MD 20850 mu%bcyr.' d

Please DO NOT RETURN this form to this address, i

OCA_0000832



Hartford Hospital
Hartford, Connecticut



OLYMPUS

May 22, 2014

Food and Drug Administration
Center for Devices and Radiological Health 4
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

OCA_0000860




PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services For use b faciliti Mfr Report #
y user-facilities, 2 -2014-001
Faod and Drg Adwinistration importers, distributors and manufacturers 951238-2014-00174
MEDWATCH for MANDATORY reporting UFAimporter Report #
2
FORM FDA 3500A (1/09) Page1of2 FDA Use Only

A. PATIENT INFORMATION
1. Patient Identifier |2. Age at Time

Form Approved: OMB No. 08 10-029 1, Explres 12/31/11
oo Sea OMB slatement on reverse,

CsuspeC proDUCTIS)

1. Name (Give lebeled strength & mfrfabeler)

*
#2
2. Dose, Fraquency & Route Used 3. Therapy Dates (if unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM requency oS o seet ostmate
" '
1. [7] Adverss Event end/or  [] Product Problem (e.g, defecis/malfunctions)
2. Outcomes Attrituted to Adverse Event *2 *2
(Check all that epply) 4. Diagnosis for Use (Indication) 5. Event Abated Afer Use
([ Death: [T Disablity or Permanent Damage Stopped or Dose Reduced?
" # [Jves [Jno [ Doesnt
[[] Life-trreatening [0) Congenital Anomaty/Birth Defect . Apply
- inlti ther Serl t Medical Events Doesn't
(] Hospitalizaton - ntal ":m“m (4] Otrer Serious {mporan I o 7. Exp. Dale w2 [ves [N (] g5y
D Required Intervention to Prevent Permanent ImpalrmenvDamage (Devices) " - 3 Event Reappeared After
3. Date of Event (mmvdd/yyyy) 4. Date of This Report (mm/ddyyyy) Reintroduction?
01/27/2014 05/02/2014 ” ” #1 [JYes [Ino gg;"y"'

5. Dascribe Event or Problem
Olympus was informed that twelve patients tested

positive for Escherichia coli (E. coli) containing
Extended-Spectrum Beta Lactamase (ESBL) after having
undergone an endoscopic retrograde
cholangiopancreatography (ERCP) procedure. The positive
cultures were isolated from the patient's blood,
pseudocyst, and bile. The patients were examined with
four different duodenovideoscopes. These
duodenovideoscopes were cultured twice by the user
facility. No organisms were isolated.

On January 27, 2014, the first patient underwent an
ERCP. After the procedure, the patient reportedly tested
positive for resistant E. coli, No additional
information was available.

6. Ralovant Tests/Laboratory Data, Including Dates

7. Other Relevant History, inciuding Preexisting Medical Conditions (6.9., alfergies,
race, pregnancy, smoking and alcoho! use, hepatic/renal dysfunction, eic)

Bile duct obstruction stents

9. NDC# or Unique 1D
w2 [Jves Oro [ '?A::;“

10. Concomitant Medical Froducts and Therapy Dates (Exciude lreaiment of even(}

D. SUSPECT MEDICAL DEVICE

sl Olympus EVIS EXERA Il Duodenovideoscope

2. Common Device Name .
Duodenovideoscope

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEM CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan

4. Model # Lot# 5. Operator of Device
TIE-Q180V N/A Health Professional
Catalog # Expiration Date (mm/ddyyyy) X
1J8-Q180V Unk (] Ley UserrPatient
Sertal# Other # () Oter:
2304031 N/A ——
8. If impianted, Glve Date (mm/Addiyyy) 7. If Explanted, Give Date (mm/dd/yyyy)
N/A N/A
8. Is this a Single-use Davice that was Reprocessed and Reused on a Patlent?
0 Yes [¥] No
9. If Yes to Item No. 8, Enter Name and Address of Reprocessor
N/A
10. Device Avaliable for Evaluation? (Do not send to FDA)
[Dves [1No [ Retumed to Manufacturer on:
T (omidyyyy)
1.C itant Medlcal Products and Therapy Dates (Exciude treatment of event)

Custom Ultrasonics reprocessor

1. Name and Address

Hartford Hospital

80 Seymour Street

Hartford, CT 06102
Submission of a report does not constitute an admission that medical 2. Health Professional? |3. O t [} l&' .p; L :o rm'a' 50 Sent
é’:&?&"&"&m f::tll t.‘,Ilzlhp;):t‘:a.r;‘:!Ilitril';utor, manufacturer or product [Z) Yes [JNo RAdministrator/Supervisor ] Yes (JNo [@] Unk.

“

OCA_0000861




MEDWATCH
FORM FDA 3500A (1/09) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Oniy)

1. Check One
[] user Facitity (7] 1mporter

2. UFimporter Report Number

Page 2 of 2

3. User Facility or Importer Name/Address

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

2. If Follow-up, What Type?

[ peatn [[] Correction
Sefious Injury ([ Additional information
[[] Matfunction [[] Response to FOA Request
[C] other: (0] evice Evaluation
3. Device E ted by Manufactures?

4. Device Manufacture Date
(mnvyyyy)
(] Not Returned to Manufacturer

G. ALLL MANUFACTURERS

4. Contact Person 5. Phons Number []Yes [] Evaluation Summary Attached unk
D No {AngJ)‘ge to explain why notj or 5. Labeled for Single Use?
vide
6. Date User Facility o 7. Type of Report 8. Dato of This Report peo
Importer Became P {mm/ddlyyyy) [ ves No
Aware of Event (mm/ddYyyyy) D Indtiat
6. Evaluation Codes (Refer to coding manual)
D Follow-up #
9. Approximate 0. Event Problem Codas (Refer to coding manual) Method I I‘l H H I
Age of Device
Pt 1735 - I ] ras | L ]
8::'.“ 2093 |- - concurons |20 |- ]| __ ]
11. Report Sent to FDA? 12. Location Where Event Occurred 7. if Remedial Actlon Initiated, Check Type 8. Usage of Device
Hospital Outpatient et Initial Use of Device
WALS — T 0 . Diagnostic Facility [ Recal (] Notification g
[One (J Home Ambulatory (] Repair (] inspection Reuse
13 Report Sent to Manufacturer? g Hursing Homa Surgical Facility [ Replace [[] Patient Monitoring [[] unxaown
Qutpatient Treatment . 9. if action reported to FDA under
Oves ___________ Facility L] Relaveling - [_] pecicanont 21 USC 3801, list correction/
{mm/cdlyyyy) . removal reporting number:
o (C] other: (] Other:
(Specify)
14. Manufacturer Name/Address

10. [/} Additional Manufacturer Narrative and/or 14. (] Comected Data

The device referenced in this report has not yet been
returned to Olympus for evaluation.

As part of our investigation with this report, Olympus
representatives visited the user facility to observe the
user facility's reprocessing practices. There were minor
deviations noted during the reprocessing of the device.
It was noted that the user facility had no suction in
the reprocessing room and the staff were not using a
syringe to flush around the forceps elevator riser area.

The exact cause of the user's experience could not he
conclusively determined at this time, A supplemental
report will be submitted if additional and significant
information becomes available later.

Please cross-reference the following reports for the

cther eleven cases:
2951238-2014-00212,
2951238-2014~00219,
2951238-2014-00221,
2951238-2014-00223,

2951238-2014-00211,
2951238-2014-00213,
2951238-2014-00220,
2951238-2014-00222,
2951238-2014-00224,

2951238-2014-00225 and 2951238-2014-00226.

1. Contact Office - Name/Address (and Manufacturing Site | 2. Phone Number
bl EE—
OLYMPUS AMERICA, INC 3. Report Source
2400 Ringwood Avenue (Check ail that apply)
San Jose, CA 95131 (] Foreign

[] Stuay
OLYMPUS b.‘IEDICAL SYSTEM (?OR?ORAT I0N D Literature
2951 Ishikawa-cho, Hachioji-shi, Tokyo D c
192-8507, Japan onsumer
’ Health Professional
4 ano Receivad by 5. m User Fecilty
anufacturer (mm/ddyyyy) (AYNDA # . g:mrz:gmuw
05/02/2014 P
IND # (] vistibutor
6. IfIND, Glve Protocol # .
STN# (] Other
17 Type of Report 1 S0
o po 51 #
f' k all that apply) o)
Combination
[(D5day (/] 30-day Product [ Yes
O 7-day (] Perodic Pre-1938 [ ] Yes
Initial
(J 10-0ay OTC Product [ Yes - _
[ 15-day [] Follow-up # ____ h—

9. Manufacturer Report N 8. A Event Term(s)

2951238-2014~00174

The public reporting burden for this collection of ir has been esti dto 66

Departmenl of Health and Human Services

OMB Statement:

minutes per response, including the time for fevdewmn hslmcl:ons searching exlisting data
sources, gathering and g the data needed, and completing and r Ang the
collection of information. Send comments regarding this burden estimate or any other aspect of
this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
Office of Chief Information Officer
1350 Piccard Drive, 420A
Rockville, MD 20850

Piease DO NOT RETURN this form to this address.

'Ng agency m‘ay n?I oondgs\‘or spona%v,
and a parson is not required o respon
lo, a cgltdlon of information unless it
dlsplays a curently valid OMB controt
number.

OCA_0000862
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February 13, 2015
Food and Drug Administration
Center for Devices and Radiological Health

Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is a supplemental report for a previously reported 30-day MDR reportable event. Any
further correspondence may be directed to my office.

Sincerely,

OCA_0001055



PLEASE TYPE OR USE BLACK INK

.S. Department of Health and Human Services i
K2 B Drug Admitisration . For use by userfacilities, MirReport# 2951238-2015-0 0001
importers, distributors and manufacturers .
M E D w A 1c " for MANDATORY reporting UF/Aimporter Report #
FORM FDA 3500A (2/13) Page 1 of 2
R FDA Use Onty
A. PATIENT INFORMATION C. SUSPECT PRODUCT(S)
1. Patlent Identifier |2, Age at Time 1. Name (Give labeled strength & mfr/labeler}
of Event:
o tbsf | *
Date or #2
in confidence of Birth:
; 2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give durat]
B. ADVERSE EVENT OR PRODUCT PROBLEM fromito (or best estimate) on)
# #1
1. |:] Adverse Event  and/or D Product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event #2 #2
(Check all that apply) 4. Diagnosis for Use (Indication) 5. Event Abated After Use )
[] peath: [ pisability or Permanent Damage “ Stopped or Dose Reduced?
YYY) # Y Doesn't
[ vife-threatening [ congenital Anomaly/Birth Defect a2 L ves LL I:|Apply
- Other Serious (Important Medical Events, Doesn't
[[] Hospitalization - inltial or profonged [ (Imp ) o LotF 7 Exp.Date #2 [ Yes Cne [0 ApSl?/n
D Required Intervention to Prevent Permanent impairment/Damage '(Devlces) " " 5. Event Reappeared Aftor
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
#2 #2 # [ ves [INo []Doesnt
boE B 9. NDC¥ or Unique ID Apply
5. Describe Event or Problem g —
#2 [JYes [INo DR;;;?/M

(Continue on page 3)

8. Relevant Tests/Laboratory Data, Including Dates

(Continue on page 3)

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergles,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

(Continue on page 3)

Form Approved: UM No. 0910-0201, Explres: 8/30/2015
Sa OMB statement on re\g)?se-

10. Goncomitant Medical Products and Therapy Dates (Exclude treatment of event)

(Continue on page 3)
D. SUSPECT MEDICAL DEVICE

1. Brand Name

2, Common Device Name 2b. Procode

3. Manufacturer Name, City and State

4. Mode! # Lot # 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mm/dd/yyyy)
[] Lay User/Patient
Serlal # Unique Identifier (UDI) # |:] Other:

6. If Implanted, Give Date (mm/ddfyyyy) 7. If Explanted, Glve Date (mm/dd/yyyy)

8. 1s this a Single-use Device that was Reprocessed and Reused on a Patlent?

[Jyes [JNo

9. If Yes to item No. 8, Enter Name and Address of Reprocessoy

10. Device Avallable for Evaluation? (Do not send fo FDA)
[7] Yyes [ No Retumed to Manufaclurer on: 01/29/2015
m

11, Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

(Continue on page 3)

E. INITIAL REPORTER
1. Name and Address

Phone # Email Address

Submisslon of a report does not constitute an admission that medical
personnel, user facllity, importor, distributor, manufacturer or product
caused or contributed to the event.

2. Health Professional?

[JYes [JNo

3, Occupation 4. Tnitial Reporter Also Sent |

Report to FDA

(O Yes [JNo [ unk.

OCA_0001056



MEDWATCH

FORM FDA 3500A (2/13) (continued)

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. Check One . 2. UFlimporter Report Number
[] User Facility [ importer

3. User Facllity or Importer Name/Address

4. Contact Person 5. Phone Number

6. Date User Facllity or
Importer Became
Aware of Event (mm/dd/yyyy)

7. Type of Report

(] inttial

[] Follow-up #

8. Date of This Report
(mm/ddlyyyy)

9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Davice
Patient | l | L
Code - = |
oo | -l |
Code - =
11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital Outpatient
D | ——— D D Diagnostic Facllity
(mm/dd/yyyy) D Home
LY
Ambulatory
13. Report Sent to Manufacturer? [] Nursing Home Surgical Facllity
[T} outpatient Treatment
[] Yes T—— Facllity
[INe (mm/ddlyyyy) ] other:
(Specify)

14, Manufacturer Name/Address

G. ALL MANUFACTURERS
1

. Contact Office (and Manufacturing Site for Devices) 2. Phone Number

Name
3 Rels)ort Source
Address (Check all that apply)
[] Foreign
] stdy
[] Literature
[] consumer
Emall Address

|:| Health Professional

4. Dato Recelved by B, (] User Facliity
Manufacturer (mm/dd/yyyy) (ANDA # D Company
01/23/2015 Representative
IND # [ oistributor
6. If IND, Give Protocol # ,
BLA# [] other:
PMA/
7. Type of Report 510(k) #
(Check all that apply) Gombingt
ombination ————
] 5-day 30-day Product [ Yes
(] 7-day E Periodic Pre-1038 OJyes | —mm
D 10-day Initial
OTC Product
[:] 18-day |Z| Follow-up # _2 D Yeo |
9. Manufacturer Report Number |8, Adverse Event Term(s)
2951238-2015-00001

Page 2 of 2

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event
[[] beath
[[] serious Injury
(] maltunction

2. if Follow-up, What Type?
[ correction
(] Additional information
(1 Response to FDA Request
Device Evaluation

3. Device Evaluated by Manufacturer?
{T] Not Returned to Manufacturer
Yes [_] Evaluation Summary Attached

[ o (Attach c{Jage to explain why not) or
provide code:

4. Device Manufacture Date
(mmAyyyy)

5. Labeled for Single Use?

[ Yes ] No

6. Event Problem and Evaluation Codes (Refer fo coding manual)

Patient |_i |_
Code
Device I l_l |_

| 20 | 26 |4 a7 J-
Results .| 3218 |-| 180 || ;I-D
L]

Code
8. Usage of Device

Method

Concluslonsl 63 H 19 H

7. If Remedial Action Initiated, Check Type

] Recal (] Notification (] tnitiat Use of Device

[C] Repair [] tnspection [ Reuse

(7] Replace [] Patient Monitoring [[] unknown

[J Relabeling  [] Modification/ 9. If action reported to FDA under

21 USC 360i(1), list correction/

Adjustment removal reporting number:

D Other:

10. [ v] Additional Manufacturer Narrative and /or

1. [T] Corrscted Data

This supplemental report is to provide the laboratory
results, and device evaluation results.

Based on the microbiological testing conducted by an
off-site laboratory, the scope tested positive for
Microbacterium lacticum. Microbacterium is not
considered clinically significant and is often an
environmental organism. The orxganism was recovered from
the forceps elevator recess.

The device was ETO sterilized by the off-site laboratory
before returning to Olympus. A boroscope was used to
examine the internal instrument channels and found no
foreign material. A visual inspection was performed on
the forceps elevator and found no foreign material
inside. The device passed leak test. There were minor
damages noted on the device, however, this would not
likely cause the reported phenomenon. The device was
serviced and returned to the user facility,

This section applies only to requirements of the Paperwork Reduction Act of 1996,
The public reporting burden for this coliection of Information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintalning the data needed, and completing and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of Information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer

OMB Statement; "An agency may not
conduct or sponsor, and a person Is not

required to respond to, a collection of
Paperwork Reduction Act (PRA) Staff Information unless it displays a currently

PRAStaff@fda.hhs.gov valld OMB control number."
Please DO NOT RETURN this form to the above PRA Staff emall address.

OCA_0001057



Massachusetts General Hospital,
Boston, Massachusetts
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Form Approved: OMB No. 0810-0291, Expiras: 62052015
Sep OME statemant ot reverss.

U.8. Department of‘H.ealth and Human Services For use by user-facilities, Mir Report #
Food and Drug Administration importers, distributors and manufacturers

MEDWATCH for MANDATORY reporting UF/lmporter Repori# o 1 aaso 201500018
FORM FDA 3500A (2/13) Page 1 of 3

A PATIENT INFORMATION C. SUSPECT PRODUCT(S)
1. Patlont Identifler | 2. Age at Time 1. Hame (Give labeled strength & midabeler)

- of Event:

FOA Usa Only

3 Bex

or D Female lbs #
Date o #2
In confidence of Birth: D Male kgs) . .
2. Dose, Fraquency & Fouts Used 3. Therapy Dates (i unknown, give duralion)
B ADVERSE EVENT OR PRGDUCT PROBLEM fromito (or best estimale}
#1 #1
1. [Z] Adverse Event  andfor I:] Product Problam (6.0 defects/malfunciions)
2. Outcomes Atirlbuted to Adverse Evant #2 #2
{Check alf that apply) 4. Dlagnosls for Use findication) 5. Event Aboled Aftar Use
[7] pean [T} pisability o Permanent Damage Stopped or Dosa Reduced?
TRTadTvY # # [ Jves [Jno []Doesnt
7] uite-nraatening [7] congenital Anomaly/Birth Defect I Apply
itk « iniitiast or prod Other Serfous {important Medical Events Doasmt
I Hosmlta zation - initial or prolonged N {impo ¥ NP AT w2 [Jves e [ prery
Required Intervention to Prevent Permanent ImpairmentDamage (Devices) “ “ & Event Reappaored Aftor
3. Date of Even{. fmm/ddivrryl, 4. Dote of This Report {mm/ddyyyy) Ralntroduction?
5 Patient Information : 01/23/201% w2 #2 #1 [:] Yes [:] Mo [:] ggsén*t
5. Dessribe Event or Problem 9. NDCH or Unique 1D Boa
PENTAX Medical received a report on 01/23/201% #2 [ Jves [re ] Agply
indicating 1 patient tested positive for a single strain

. ; : 10, © itant Medical Product s} Exclutle rasimen 8/
type of ceftriaxone-resistant E. coll post-ERCP encomitant hedic ucts and Tharapy Dates (Exclude  of avent)

procedure. No information on the Medical Device used
during the ERCP procedure was regeived at the time of

this report. Patient met the case definition of

YPelayed bacteremia post-ERCP" meaning patient had (4}

blood culture post~-ERCP after 72 hours but within 30 {Continue on page 3)
days post-procedure. The facility protocol for
infections that are part of the hospital surveillance 1. Beand Name

plan, which includes bacteremias, is that the department

teadership and the provider are notified of the 2. Common Davice Nams 2b. Procods

infection; any trends identified and a review uf the

infection {root cause analysis) is completed. The 3. Manufacturar Name, City and State

facility also indicated that patients undergoing ERCP
are being treated for a range of pancreatic and biliary

PLEASE TYPE OR USE BLACK INK

diseases; it would be difficult to determine specific 4. Model # Lot# 5. Qperator of Davice
signs and symptoms other than fever/chills and malaise [7] Heaith Professional
that would be related to the post-procedure bacteremias. Catatog # Expiration Date (mm/ddlyyyy) | |

patient was treated for bacteremias with appropriate [} tay UserPatient
antibiotics. Patient was not recalled for further Sorlal # Unigue identifier (UDI # 7] other:
screening as the marker for this outbreak investigation

was a {+) blood culture for ceftriaxone-resistant

- &, i implanted, Glve Dato (mm/ddyyyy) 7. U Explanted, Give Date [movddyyyy)
{Continue on page 3}

& Reu'q“m Tests/Laboratory Dntg, Including Dates . 8. s this a Single-use Device that was Rogpr d and R on a Patient?
Strain type as determined by pulsed-field D Yes  [] Mo

electrophoresis - B

2. H Yes to Hem No. B, Enler Name and Address of Reprocessor
Time of 1sti+)culture - Delayed(>72 hours but <30 days)

Date of Scope Use -;

10. Device Available for Evaluation? [Do not send to FDA)

Site of {+iculture ~ Blood [Jves e [ Retumedto M er on

{mmvadlyyyy)
(Continue on page 3) 11. Concomitant Medical Products and Therapy Dates (Exclude rsalment of event)

7. Dthar Relevant History, ncluding Proaxisting Medical Condilions (e.g., aflergies,
race, pregnancy, smoking snd alcohol use, hepalickenal dyshinction, sl

{Continue on page 3)

E INITIAL RERORTER

] Patient Information H:

MGH Gastroenterology Assoclates
55 Fruit Street, Blake 4
Boston, MA Q2114-2696

Phong # rlFrrssit Al . .
(Continue on page 3) | | Patient information | . _Patient Information .
Submission of a fu;a;;l?rt does not constitule an admission that medical 2. Health Profassional? | 3. Occupation 4 gn;t:gnnta»gxggzr Also Sant
personnel, user facility, importer, distributor, manufacturer or product P
caused or contributed to the event. ' [l yes [Jwo  |Physician [} ves [7]Ma [7] Unk

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000230



1. Check Ona
[7] user Facitity

[ importer

MEbWaATcH

FORM FDA 3500A (2/13) {continued)
F. FOR USE BY USER FACILITYAMPORTER (Devices Only)

2. UFAmporier Report Number
2518897-2015~00018

Page 2 of 3

PENTAX Medical
3 Paragon Drive
Montvale, NI-07645

3. User Facility or Importer Name/Address

4. Contact Porson
Anastasia Viamiz

5. Phone Number
201=571=-2300~ =2066

§. Date User Facllity or

7. Type of Report

8. Dats of This Report
| (mmddiyyyy)

importar Bocame
Awars of Event (mvadyyyy) | [7) initat
o 0%/02/201%
[ Fotow-up #
9. Approximsts 10. Evant Problem Codes (Refer fo coding manual)
Age of Device
Patient
Code 1735 | - k -
~ " Device
coto |19 |- -
11. Report Sent o FDA? 12, Location Whare Event Occurred
07/02/2015 Hospital Outpatisnt
{71 ves 2] O Diagnostie Facility
] no {mimiddlyyyy) D Home
. [“_”3 Ambulatory
13, Report Sent 1o Manufacturer? [[] Nursing Home Surgical Fagility
] ves __07/02/2015 O g:é‘%ﬁ;iem Treatment
Mine {mm/dalyyyy) [T} other:
) {Specify)

14, Mar N Iaddross
Hoya Corporation

Tokyo, Japan 161-8B325

PENTAX Life Care Tokyeo Office
2=7=~5 Naka-Psjao, Shinjuku-ku

G. ALL MANUFACTURERS
1. Contact Offics {and Manufacturing Site for Davices) 2. Phone Numbr
Name jsee F.5
3. Report Source
Addrass (Check alf that apply)
[C] Foreign
Contact office ~ See F.3 above (] study
Manufacturing site - See F.14 above [:]umeraturs
- [[] consumer
Email Addrass Haalth Professional
4 Dalo Rocalved by 3 (] user Faciiiy
anufacturer m)
urer {mavddyyyy) (AINDA # O Sompangﬂ sive
BL/237/2015 o

. = IND # [ pistributor

. KD, Give Protocol #

BLA S ] other:
PMAS
7. Type of Report 510(k) #
{Chack all that eppiy)
Combination B e

[Jsday ~ []30-day Froduct [ ves

[ 7ay ~ [[] Periodic Pre-1938 [ Yes

Indtial
[ 10day [ OTC Froduct. [ Yes
[ 15day E Follow-up #

9. Manufacturer Report Number

8. Adverse Event Term(s)

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

2. if Follow-up, What Typa?

[} oean [} corection
Serious Injury [] Additional Information
[} Mathunction [] Response to FDA Request

[} Device Evaluation

+. Davice Evaluated by Manufaciurer?
{7 Not Retumed to Manufacturer
[Tvas {7 Evaluation Summary Attached

No {Altach page & explaln why not) o
D provide wtg:!g i

4. bavice Manufacturo Date
{mmdyyyy)

5. Labeled for Single Use?

[Tlves  [Ine
6, Event Problem and Bvaluation Codas (Refer lo coding manual)
Patient EE
Code 1735 - E'g f
Device h |
R 3190 |- -1 |
etrad | - - 5 |
Resulls i - - f-l ﬂ
Conclusions t H H ]—[ E
7. i Remedial Actlon Initiated, Check Type 8. Usage of Device
[ Recat [} Notificatian [7] nitiat Use of Device
[T Repair [} mspection [} Reuse
[7] replace {1 Patient Monitaring [] unknown
8. if action reportad to FDA under
[ retabeting  [7] popiansd 21 USC 350i(5), st corrections
[:] removal reporting number:
Lither: .

10. [ Additional Banufacturer Narrative and/ or 11.{_] Corrected Dats

-

This section applies only to requirements of the Paperwork Reduction Act of 1995,

Tha public reporting burden for this colection of information has been estimated (o average 66

minutes per response, including the time for reviewing instructions, searching existing data

soyrces, gathering and maintaining the data

d, and cor

ing and reviewing the col

of information. Send comments regarding this burden estimaie or any other aspect of this
collection of information, Including suggestions for reducing this burden (o

FOIA CONFIDENTIAL TREATMENT REQUESTED

Deparimant of Health and Human Services
Food and Drug Administration
Ofice of Chief Information Officer

OMB Statement; “An agency may not
conduct or sponsor, and a person is not
required o respond to. a collection of
Paperwork Reduction Act (PRA) Staff information unless it displays a currently
PRAS(aff@fda his.gov valid OMB control number.”

Plosse DO NOT RETURN this form to the ahove PRA Staff emaif address,
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Delete Page ~ ‘

[CONTINUATION PAGE)} ‘
For use by user-facilities, s
importers, distributors, and manufacturers

M ED WATCH B ‘ for MANDATORY reporting

FORM FDA 3500A (2/13) (continued) - Page3of3

B.5. Describe Event or Problem (continued)

E.coli; all(+)blood cultures are reviewed daily by infection preventionists. PENTAX Medical contacted
the Initial Reporter via email on 05/05/2015, 05/21/2015, 06/12/2015 and 06/23/201% to confirm the
Medical Device used during the ERCP procedure. Also, the Initial Reporter was contacted via email on
05/21/2015 and 06/23/2015 in regards to current patient status. No information on the Medical Device
involved in this event or current patient status information for Patient ID ERCP? have been received
from the facility to date. ) :

Back to ltem B.5
/

B&. Relevant Tests/Laboratory Data, Including Dates (conbinued) §

Back to lem B.&

8.7, Other Relevant History, Including Preexisting Medlical Conditlons (e g., sflerples, race, pregnancy. smoking and alcobol use. hepatic/renal dysfunction, efc.) (continued)

Back to ltam 8.7

Concomitant Madlcal Products and Therapy Dates (Exciude treatment of event) (For continuation of C.10 and/or D.11; please distinguish)

{ither Remarks o -
Patient Code 1735 = Bacterial infection. Device Code 3190 ~ No Information.

Back to ltern D11 Back to lem C.10

FOIA CONFIDENTIAL TREATMENT REQUESTED MURRAY00000232
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E ' ﬁ?@ﬁ for MANDATORY reporring UPlimpaniar BERORE 4 v qo s ngt sunnn it
FORM FDA 35004 (2013} Fage 1of 3

G
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{ of Evant:
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| Roguired intsreention 1o Freven; Permianest impaismentDismags (Devioss
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{Continug on page 3
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FORM FDA 35004 (2/13) fcontinuad)
o

1. Chack Jne
{7 User Fasitty [ teprter

i< UFdmporter Repan Mumber
128126720 1S~0083Y,

Page 2 of 3

3. Usar Faciiity or impaorier Nameitddrass
PENTAX MEDIDAL

¥ Papswon foles

Montvale, RI 07645

{7} satn

1. Type of Raportatis Bvent

{3 Sernus tnjury
) Maliunstion

2. ¥ Followeaun, What Type'?
% Comeciion
("} Additional information
% Respanse to U8 Reguest
{71 pevice Evaluntion

4. Laniget Person

8. Dats Ysar Foclilty or

7. Type of Hapa
impaortar Bacame
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srovide m:fe; ’
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{rmtyyyyl
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{7 ven 7] Ke
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Reseits | 3233 [«

Lo

NVEVISY I VECUUI I DN

L
-
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PENTAX Life Care Tokyo Office
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Dedate Page

COMTINUATION PAGE)
For use by userdacifities,
importers, distributors, and manufacturers

for MANDATORY reporting
FORM FDA 35004 (2013} fcontinusd) Page3of3

8.5 Desoribe Event or Problam {continued)

Back io Hem 8.5

8.5. Relevant TestsLabosatory Data, Inciuding Detes frontisued)

Back o tem B.§

B.7. Cher Relavant History, Including Presxisting Medical Conditions (o.g. adergyias, racs. sregnancy. smoldng and aicohet uss, hepatic/renal dystunclion, aie Heontinued)

Back io {iam B.7

Concomitant Medical Products and Therapy Dales (§awhds treatment of svani) (For continuation of ©.18 amdier .11, please distnguish)

Othar Remarks

Patieny Cude 1735 - Bactesial Infection

evice Code 2379 - Devics Issnpe

Method oonde 1T ~ Antusl Revice Zvalusteds

fezults opde 3032 ~ Resvits Pendiing Complenion of Bvaination

Tonciuvgisns Coda 11~ Conelusion Kot Yer Avallapis « Evaluation in Progress

Bach {o lem .11 Sack to tem £.10
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New York-Presbyterian/Weill Cornell Medical Center
New York City, New York



JUN-07=2013 03:05PM  FROM-

1
N

1vw e e e =

OLYMPUS

W

June 7, 2013

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturet Report

Dear MDR Coordinatot,

Enclosed is an jnidal 30-day MDR reportable evept. Any furtherlcorrespondence may be
diected to my office.

Sincerely,

OCA_0000739



PLEASE TYPE OR USE BLACK INK

1

Form Approved: OMB No, 09 10-028 1, Expires 12/31/11

s Seo OME stalement on reverse,
T T N & eyt e S T T
MEDWATCH for MANDATORY reporting UF/mporter Report #

FORM FDA 3500A (1/09) Page1of2

A. PATIENT INFORMATION

1. Patient Identifier |2, Age at Time
of Event:

FDA Use Only

1. Name (Give labeled strength & mfi/lebeler)

TJF-Q180V, with the following serial numbers:
2101853, 2101894, and 2000446 after high-level
disinfection and the duodenoscopes tested positive for
the following bacteria: Klebsiella pneumoniae,
Pseudomonas aeroginosa, and enterococcus. However,
user facility reported that not all three
duodenovideoscopes grew all three organisms, but rather
it was a mix. The user facility further reported that
one of the 160 duodenovideoscope also cultured and grew
Klebsiella pneumoniae. The user facility further
reported that there were 15 cases of patient infection
and they believed that it is related to the
duodenovideoscopes.

2101850,

the

6. Relevant Tests/Laboratory Data, Including Dates

7. Other R History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smok?r’r’g and slcoho! use, hepatic/renal dysfunction, etc.)

or #1
Date or #2
In confidence of Birth: 2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duratio
. 3 . wn, give
B. ADVERSE EVENT OR PRODUCT PROBLEM from/to (or best estimats) v
#1 #
1. [¢] AdverseEvent andlor  [y] Product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event #2 #2
(Check all that aprly) 4. Diagnosis for Use (indication) 5. Event Abated After Use
[[] peath: [[] pisability or Penmanent Damage # Stopped or Dose Reduced?
Dossn't
[] vLife-threatening [[] congenital Anomaly/Birth Defect - # [ves o [ Apply
ion - initi Other Serious (Important Medical Events, Doesn't
O Hosp::ldizlalwn initial or prolonged  [V] (imp | oo T Do # [QYes [Ino [ s
D Requ ntervention to Prevent Permanent Impairment/Damage (Devices) # " 8. EvontReappeared Aftor
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
Unk 05/09/2013 # # #1 [Jves [JNo []mn"
5. Describe Event or Problem 9. NDC# or Unique ID Dot
Olympus was informed that the customer had cultured four #2 [JYes [Jno [ Apply
of their duodenovideoscopes and they are follows: models -

1. Brand Name
Bran Olympus EVIS EXERA Duodenovideoscope

10. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

D. SUSPECT MEDICAL DEVICE

2. Common Device Name .
Duodenovideoscope

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEM CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan

4. Model # Lot# 5. Operator of Device

TIP-160VE N/A (] Health Professional
Catalog # Expiration Date (mm/dd/yyyy)

TIF-160VE Unk (] Ley UserPatient
Serial# Other# [J otner:

2802210 N/A

6. If Implanted, Give Date (mm/dd/yyyy) 7. It Explanted, Give Date (mm/dd/yyyy)
N/A N/a-

8. Is this a Single-use Device that was Repr d and R d on a Patient?
[ Yes [v]No

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor
N/A

10. Device Avallable for Evaluation? (Do not send fo FDA)
[7] Yes [ No  [] Retumed to Manufacturer on:

06/04/2013

(mvad/yyyy)

E. INITIAL REPORTER

1. Name and Address

11. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

Infection Control Nurse
NYP Weill Cornell Medical Center
512 E. 71th Street

New York, NY 10021
Submisslim ofa fl;eplvltlm c:oes not cg'n?tll&utte an adn:fsslon that medical 2. Health Prof 1? [3. Occupati 4. g\éﬁmanﬁz’pgarm Sent
ersonnel, user fac mporter, distributor, manufacturer or product .
Eaused or contribuited to the ovent. ' P (/] Yes [ N0 Pdministrator/Supervisor []Yes []No [@] Urk.

OCA_0000740



MEDWATCH
FORM FDA 3500A (1/09) (continued)

1. Check One
[7] user Facility ] Importer

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
2. UF/importer Report Number

Page 2 of 2

3. User Facility or Importer Name/Address

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

[] peath
[ serious Injury
[} malfunction

Other: patient infection

2. If Follow-up, What Type?
[] Convection
[] Additional Information
[[] Response to FDA Request
[[] Device Evaluation

3. Device Evaluated by Manufacturer?

4. Device Manufacture Date
nyyyy)

(i
[ Not Returned to Manufacturer
4. Contact Person 5. Phone Number Yes Evaluation Summary Attached unk
1 No &Aﬂach page to explain why nof) or 5. Labeled for Single Use?
o de code:
6. Date User Facility or 7. Type of Report 8. Date of This Report pro :
Importer Became (mnvddiyyyy) [ ves No
Aware of Event (mnv/dd/yyyy) D Initial
6. Evaluation Codes (Refer to coding manual)
[_] Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual) Method | 10 l-| 37 H 38 l—L |
Age of Device
Patient
Patier 17135 |-| |- Resuts | 100 |-| - | | l
Device
‘ Cz‘:e 1001 J-( 2303 |-‘ Conclusions r51 H J-| |-L |
11. Report Sent to FDA? 12. Location Where Event Occurred 7. if Remedial Action Initiated, Check Type 8. Usage of Device
Hospital Outpatient ; Initial Use of Device
(] Yes CTETTT) [ Hosp O Diagnostic Facllity [ Recall [T Notification U
o i (] Home Ambulatory [ Repair [] inspection Reuse
13. Report Sent to Manufacturer? % Nursing Home Surgical Facility [ Replace [] Patient Monitoring D Unknown
Outpatient Treatment : Modificati 9. If action reported to FDA under
[] Yes Facility [ Retabeing ] Madheaton/ 21 USC 3601(), st correction/
(mm/ddfiyyyy) removal reporting number:
[] No ] other: Gther:
TSpeciy) [[] Cther:
14, Manufacturer Name/Address

10. Additional Manufacturer Narrative and / or 11. ] Corrected Data
Evaluation Summary Attached
G. ALL MANUFACTURERS
1. ;‘ ntact Office - N IAddress (and Manufacturing Site 2. Phene Number
r Device:
E—— 484-896-5688
OLYMPUS AMERICA, INC 3. Report Source
2400 Ringwood Avenue (Check allthat apply)
san Jose, CA 95131 [C] Foreign
[ study
OLYMPUS MEDICAL SYSTEM CORPORATION D Literature
2951 Ishikawa-cho, Hachioji-shi, Tokyo
192-8507, Japan [] Consumer
D Health Professional
7. Date Received by 5. User Facllity
Manufacturer (mnv/dd/yyyy) (ANDA# |:| gg"}'éi:ﬁ‘auve
05/09/2013 P y
IND # (] Distributor
6. If IND, Give Protocol # .
' STN# 7] other:
7.1 f Report o
. e of Repo. §10(k) #
(g eck all that apply) ®
Combination
[] 5day 30-day Praduct [ Yes
[]7-day [ Periodic Pre1938 [ ] Yes
Initial
[J 10-day ] Inita OTCProduct [ Yes
[] 15-day [] Foliow-up #
9. Manufacturer Report Number |8. Adverse Event Term(s)
8010047-2013-00176
The public reporting burden for this collection of information has been estimated to average 66 Depariment of Health and Human Services OMB Statement;

minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the

collection of information. Send comments regarding this burden estimate or any other aspect of

this collection of information, including suggestions for reducing this burden to:

Food and Drug Adminisiration
Office of Chief Information Officer
1350 Piccard Drive, 420A
Rackville, MD 20850

Please DO NOT RETURN this form to this address.

"An agency may not conduct or sponsor,
and a person is not required to respond
to, a collection of information unless it
dlsplgysf currently valid OMB control
number.

OCA_0000741



Manufacturer Report # 8010047-2013-00176
Section H10.

The user facility returned one TIF-Q180V with serial number 2101850 along with two
TIF-160VFs with serial numbers: 2802210 and 2802201 to Olympus for evaluation. The
two TJF-160VFs was received with a torn bending section cover.

All returned duodenovideoscopes were sent to an offsite laboratory for microbiological
testing. The TJF-Q180V with serial number 2101850 was tested positive for Klebsiella
pneumonia. The two TJF- 160VFs did not grow any microorganisms.

Following the microbiological testing the duendovideoscope (subject) was returned to
Olympus for physical evaluation. The biopsy port, biopsy channel, suction cylinder and
suction channel of the duodenovideoscope were examined with a boroscope and no
residue or debris was found. However, a tear in the bending section was noted, which
caused the device to fail the leak test. In addition, the subject device had deep scratches
on the edge of the distal end cover. The device was recommended for major repair.

As part of our investigation with this report, an Olympus Endoscopy Support Specialist
(ESS) visited the user facility to observe the user facility's reprocessing practices and
provided reprocessing training per the user facility’s request. During the onsite visit the
ESS observed that the user facility staff was not pre-cleaning, leak testing, and
pressurizing the endoscope before submerging the device in the water. Additionally,the
staff was not using the air/water cleaning adapter, nor using the correct suction cleaning
adapter.

Please cross reference Mfr. Report# §010047-2013-00172, 8010047-2013-00173,
8010047-2013-00174, 8010047-2013-00175, and 8010047-2013-00177.

OCA_0000742



11/3/2015 MAUDE Adverse Event Report: OLYMPUS OLYMPUS ERCP ENDOSCOPE

FDA Home? Medical Devices* Databases®

MAUDE Adverse Event Report: OLYMPUS OLYMPUS ERCP ENDOSCOPE

-~ 6‘510(k)7|DeNov08 Registration &  |Adverse |Recalls"'IPMA'2IHDE"3IClassification'4|Standards1°
s Listing® Events'0
CFR Title  |Radiation-Emitting |X-Ray |[Medsun IcLIA20ITPLC2 lInspections??
2116 Products'” Assembler '8 Reports19
OLYMPUS OLYMPUS ERCP ENDOSCOPE Back to Search Results

Model Number J180
Event Date 12/20/2012
Event Type Malfunction
Event Description

This pt and 15 subsequent pts developed klebsiella pneumoniae infections after having undergone endoscopic
retrograde cholangiopancreatogram (ercp) procedures. The problem was thought to be related to difficulty in
reliably cleaning and disinfecting the mechanically complex 'elevator' at the distal end of the endoscope. In
response, the method of reprocessing was changed from automated high-level disinfection (hid) to gas
sterilization. In addition, all staff was re-trained in scope pre-cleaning, cleaning, and high-level disinfection. The
re-training and hdl was assessed by obtaining brush specimens of the elevator after hid of 10 ercp scopes that
had been used on pts with known infection of the biliary tract. All of these cultures were negative.

Search Alerts/Recalls??

New Search | Submit an Adverse Event Report2*

Brand NameOLYMPUS
Type of DeviceERCP ENDOSCOPE
Manufacturer (Section D)OLYMPUS
Center Valley PA 18034
MDR Report Key3413223
Report NumberMW5032234
Device Sequence Number1
Product Code@%

Report SourceVoluntary
Reporter OccupationATTORNEY
Type of Reportlinitial
Report Date10/09/2013
2 DeviceS WERE Involved in the Event:1 2
0 PatientS WERE Involved in the Event:
Date FDA Received10/10/2013
Is This An Adverse Event Report?No
Is This A Product Problem Report?Yes
Device OperatorHealth Professional
Device MODEL NumberJ 180
Is The Reporter A Health Professional?No
Is this a Reprocessed and Reused Single-Use Device?No

Links on this page:
1. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

2. http://www.addthis.com/bookmark.php

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/detail.cfm ?mdrfoi__id=3413223

13



11/3/2015 MAUDE Adverse Event Report: OLYMPUS OLYMPUS ERCP ENDOSCOPE
http://www.fda.gov/default.htm
http://www.fda.gov/MedicalDevices/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm
/scripts/cdrh/devicesatfda/index.cfm
/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
/scripts/cdrh/cfdocs/cfpmn/denovo.cfm
/scripts/cdrh/cfdocs/cfRL/rl.cfm

10. /scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm

11. /scripts/cdrh/cfdocs/cfRES/res.cfm

12. /scripts/cdrh/cfdocs/cfPMA/pma.cfm

13. /scripts/cdrh/cfdocs/cfHDE/hde.cfm

14. /scripts/cdrh/cfdocs/cfPCD/classification.cfm

15. /scripts/cdrh/cfdocs/cfStandards/search.cfm

16. /scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

17. /scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm

v o N O U kW

18. /scripts/cdrh/cfdocs/cfAssem/assembler.cfm
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U.S. Department of Health and Human Services Mfr Report #: 2051238-201
inistrati : -2015-00249
Food and Drug Administration For use by user-facilities, v
MEDWATCH importers, distributors and manufacturers UF/importer Report #:
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

A. PATIENT INFORMATION

4. Weight

B. ADVERSE EVENT OR PRODUCT PROBLEM
1. [X] Adverse Event andlor [ ] Product Problem (e.g., defects/malfunctions)

2. Outcomes Attributed to Adverse Event (Checked all that apply)

[ 1 Death [ 1 Disability or Permanent Damage
[ 1 Life-threatening [ 1 Congenital Anomaly/Birth Defect
[X] Hospitalization - initial or prolonged [ 1 Other Serious (Important Medical Events)
[x]1 Required Intervention to Prevent Permanent impairment/Damage (Devices)
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
04/18/2013 05/17/2015

5. Describe Event or Problem

Olympus was informed that a patient contracted a carbapenem-resistant enterobacteriaceae (CRE) infection after undergoing
three different ERCP procedures. It was reported that two TJF -Q180V and one TJF-160V Duodenvideoscopes were used to
perform the patient's procedures on February 28, 2013, April 18, 2013 and May 21, 2013 at different user facilities. After, the
procedure on May 21, 2013, the patient began to experience symptoms of infection with epigastric pain and was admitted to the
hospital for observation. The patient was later discharged on May 25, 2013,

On or about May 30, 2013 the patient returned to the user facility and cultured positive for E.Coli -Extended-spectrum
betalactamases (ESBL)-producing Gram-negative bacteria and was medically treated with antibiotics. It was reported that the

patient continues to experience reoccurring pneumonia, kidney, bladder and urinary tract infections which caused the patient to
have repeated hospital admissions.

Olympus followed up with user facility to obtain additional information regarding the reported event by telephone and in writing but
with no results. The exact serial numbers of the duodenvideoscopes used in the procedure are unknown at this time.

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
Pancreatitis

C. SUSPECT PRODUCT(S)
Section C is not applicable to devices.

D. SUSPECT MEDICAL DEVICE

1. Brand Name 2. Common Device Name
EVIS EXERA Il Duodenovideoscope Duodenovideoscope, Product Code: FDT
3. Manufacturer Name, City and State 4. Model # Catalog #
OLYMPUS MEDICAL SYSTEM CORPORATION Unknown Unknown
2951 Ishikawa-cho, Serlal & Lot s
Hachioji-shi, Tokyo, 192-8507, era
Japan, JA Unknown N/A
Expiration Date (mm/dd/yyyy) Other #
5. Operator of Device 6. Implanted Date (mm/dd/yyyy) 7. Explanted Date (mm/dd/yyyy)
Health Professional

8. Is this a Single-Use Device that was reprocessed and Reused on a Patient?
() Yes (e) No () NolInformation

9. Reprocessor Name and Address 10. Device Available for Evaluation? (Do not send to FDA)

() Yes

(¢) No

("} No Information

[ 1 Returned to Manufacturer

11. ConComitant Medical Products and Therapy Dates (Excludes treatment of event)
E. INITIAL REPORTER

1. Name and Address 2. Health Professional?

_ () Yes () No () No Information

OCA_0000460



2951238-2015-00249

U.S. Department of Health and Human Services Mfr Report #:

Food and Drug Administration For use by user-facilities,

MEDWATCH importers, distributors and manufacturers UF/importer Report #:
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

123 Sount Broad Street
Suite 2250
Philadelphia, PA 19109, US

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. User Facility or Importer
( ) UserFacllity ( ) Importer

3. Occupation
Attorney

4. Initial Reporter Also Sent Report to FDA?

() Yes () No (e) Unknown { ) No Information

2. User Facility/importer Number

3, 4, and 5. User Facility or Importer Name/Address, Contact Person, and
Phone Number

6. Date UF/importer Became Aware of Event (mm/dd/yyyy)

7. Type of Report
() Initial () Follow-up

8. Date of This Report (mm/dd/yyyy) 9. Approximate Age of Device

10. Event Problem Codes (Refer to coding manual)
Patient Code(s): 1735 - 1994
Device Code(s): 2303

11. Report Sent to FDA?
() Yes () No () Nolnformation

12. Location Where Event Occurred

13. Report Sent to Manufacturer?
() Yes () No () Nolnformation
G. ALL MANUFACTURERS
1, 2. Contact Office - Name/Address/Phone Number

Olympus America
2400 Ringwood Ave
San Jose, CA 95131, US

14, Manufacturer Name/Address

1, 2. (Continued) Manufacturing Site Address/Phone for Devices

3. Report Source (Check all that apply)

[ 1 Foreign [ 1 Health Professional

[ 1 Study [ 1 User Facility

[ 1 Literature [ 1 Company Representative
[ 1 Consumer [ 1 Distributor

[X] Other: Attorney

4. Date Received by Manufacturer (mm/dd/yyyy)

05/17/2015

5. PMA/510(k)
K080403

6. If IND, Give Protocol #

7. Type of Report
[ 1 5day [X] Initial { ] Follow-up

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event 2, If Follow-up, What Type?

( ) Death [ 1 Correction

(e) Serious Injury [ 1 Additional Information

( ) Malfunction [ ] Response to FDA Request
( ) No Information [ 1 Device Evaluation

[ 1 No Information

8. Adverse Event Term(s)

3. Device Evaluated by Manufacturer?
[ 1 Not Returned to Manufacturer

() Yes [ 1 Evaluation Summary Attached

(e) No

9. Manufacturer Report Number
2951238-2015-00249

4. Device Manufacture Date (mm/dd/yyyy)

5. Labeled for Single Use?
() Yes (o) No () Noinformation

6. Evaluation Codes (Refer to coding manual)
Method Code(s):
Result Code(s):
Conclusion Code(s): 67 - 92

7. If Remedial Action initiated, Check Type
[ 1 Recall [ 1 Notification

8. Usage of Device ?JS'E: a;éi:ln reir?rted to FDA under 21
( ) Initial Use of Device repomng(:,)[,nfb:f rrection/removal

OCA_0000461



U.S. Department of Health and Human Services Mfr Report #: ~
Food and Drug Administration For use by user-facilities 2951238-2015-00249

MEDWATCH importers, distributors and manufacturers UFfimporter Report #:
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

[ 1 Repair [ 1 Inspection () Reuse

[ 1 Replace [ 1 Patient Monitoring ( ) Unknown

[ 1 Relabeling [ 1 Modification/Adjustment ( ) No Information

{ 1 Other .

10. [X] Additional Manufacturer Narrative andior 11. [ ] Corrected Data

The device referenced in this report has not yet been returned to Olympus for evaluation. The exact cause of the patient's
coutcome could not be conclusively determined at this time. If additional and significant information becomes available at a later
time these reports will be supplemented.

As part of our investigation into this report, Olympus dispatched an endoscopy support specialist (ESS) to the user facility on May
29, 2015 to observe their reprocessing practices. There was no reprocessing deviations noted, but it was observed that the user
facility did not have a flushing pump in the reprocessing room.

The user facility uses a custom Ultrasonic machine to reprocess their endoscopes. The ESS demonstrated all steps as per the
new protocol for the TJF-Q180V.

Please see associated medical device reports: 2951238-2015-00248 and 2951238-2015-00253.

File Attachments

No files attached.

OCA_0000462



MAUDE Adverse Event Report: OLYMPUS MEDICAL SYSTEM CORPORATION D... Page 1 of 5

33 : 44

55
Merial 88viscs RERRESSrt: OLYMPUS MEDICAL SYSTEM CORPORATION
DUODENOVIDEOSCOPE
510|peNovoté|Registration| Adverse |Recalls!'!IPMAT212IHDE 313 Classification*IStandards 1518

66k) & Listing® Events'?®
77

CFR Title| Radiation-Emitting | X-Ray | Medsun |CLIA2°2°|TPLC2121|Inspectionszzzz

211616 1717 1818 1919

Products Assembler Reports

OLYMPUS MEDICAL SYSTEM CORPORATION DUODENOVIDEOSCOPE Back to Search Results

Lot Number N/A

Device Problem No Known Device Problem
Event Type Injury

Event Description

Olympus received a news article which reported that eight patients tested positive for carbapenem-
resistant enterobacteriaceae (cre) infections after undergoing a procedure using a duodeno videoscope
(model/serial number unspecified) at the user facility. In addition, it was stated the hospital cultured its
scopes and found no bacteria matching the strain causing the patient's infections. The exact cause of the
patient's outcome cannot be conclusively determined at this time. Originally, (b)(6) 2015 olympus was
informed of one patient infection in which the patient was medically treated with antibiotics. Based on the
new information received olympus will submit seven mdrs to account for the eight patients. (cross
reference: 2951238-2015-00388, 2951238-2015-00389, 2951238-2015-00390, 2951238-2015-00391,
2951238-2015-00392, and 2951238-2015-00393) olympus followed up with the user facility to obtain
additional information regarding the reported events by telephone and in writing but with no result.

Manufacturer Narrative

The user facility has not provided the specific model and serial number of the scopes involved into the
reported events. Therefore, it is unknown if the user facility has returned the scope to olympus for service
or evaluation. As part of our investigation in this report, olympus dispatched an endoscopy support
specialist (ess) to the user facility to observe their reprocessing practices. At this time the user facility has
not yet scheduled a date for the in-service. If additional and significant information becomes available at a
later time these reports will be supplemented please see original associated medical device report:
2951238-2015-00249.

Search Alerts/Recalls®*?®

New Search® | Submit an Adverse Event Report®®?

Brand NameDUODENOVIDEOSCOPE
Type of DeviceDUODENOVIDEOSCOPE
Manufacturer (Section D)OLYMPUS MEDICAL SYSTEM
CORPORATION
2951 Ishikawa-Cho,
Hachioji-Shi
Tokyo 192-8 507
JAPAN 192-8507
Manufacturer ContactNoemi Schambach
2400 Ringwood Avenue
San Jose , CA 95131
(408) 408 -4089
40893550 4089355002
MDR Report Key5030603
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MAUDE Adverse Event Report: OLYMPUS MEDICAL SYSTEM CORPORATION D...

Report Number2951238-2015-00387
Device Sequence Number1
Product CodeFpT262°
Report SourceManufacturer
Source TypeLITERATURE,OTHER,USER FACILIT
Reporter OccupationOther
Type of Reportinitial
Report Date08/05/2015
1 Device Was Involved in the Event
1 Patient Was Involved in the Event
Date FDA Received08/25/2015
Is This An Adverse Event Report?Yes
Is This A Product Problem Report?No
Device OperatorHealth Professional
Device LOT NumberN/A
Was Device Available For Evaluation?No
Is The Reporter A Health Professional?Yes
Was the Report Sent to FDA?
Event LocationNo Information
Date Manufacturer Received08/05/2015
Was Device Evaluated By Manufacturer?Device Not Returned To Manufacturer
Is The Device Single Use?No
Is this a Reprocessed and Reused Single-Use
Device?
Type of Device UsageReuse

Patient TREATMENT DATA
Date Received: 08/25/2015 Patient Sequence Number: 1
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Los Angeles, California



T S I N A e Sz s st e

February 17, 2015

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report
Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

Copics: [N

OCA_0001163



PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services For use b Afaciliti Mfr Report #
y user-acilities, 2951238-2015-00064
Food and Drug Administration importers, distributors and manufacturers
M E D w A rc" for MANDATORY reporting UFAmporter Report #
FORM FDA 3500A (2/13) Page10f2

A. PATIENT INFORMATION
1. Patient Identifier 12. Age at Time

In confidence

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. [¢/] Adverse Event andlor [ ] Product Problem (e.g., defects/malfunctions)

2. Outcomes Attributed to Adverse Event
(Check all that apply)

m Death: 01/XX/2015
(mrvaaryyyy)
|:| Life-threalening E] Congenital Anomaly/Birth Defect

[ Hospitalization - initial or prolonged [7] Other Serious (Important Medical Events)
D Required Intervention to Prevent Permanent Impairment/Damage (Devices)

[ pisability or Permanent Damage

3. Date of Event (mm/dd/yyyy) 4, Date of This Report (mm/ddfyyyy)
10/03/2014~ 01/24/2015 01/28/2015

5. Describe Event or Problem

Olympus was informed that a patient with an infection
with a "drug resistant organism"” had undergone an
Endoscopic Retrograde Cholangiopancreatography (ERCP)
procedure on October 3,2014. It was reported that the
patient who had the ERCP on October 3, 2014 was not
doing well. The user facility decommisioned all their
duodenovideoscopes as a precaution when six other
patients were confirmed to be infected. The user
facility isolated all their duodenovideoscopes for
laboratory testing, as part of their internal
investigation.

Olympus was later informed that one of the seven
patients expired. The cause of death is unknown.

Olympus has been in ongoing communication with the user

facility via telephone and in writing to obtain more
detailed information regarding the reported events.

(Continue on page 3)

6. Relevant Tests/Laboratory Data, Including Dates

(Continue on page 3)

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, elc.)

(Continue on page 3)

Form Approved: OMB No. 0810-0291, Expires: 6/30/12015
See OMB statement on reverse.

FDA Use Only
C. SUSPECT PRODUCT(S)
1. Name (Give labeled strength & milabeler)

#

#2
2. Dose, Frequency & Route Used

3. Therapy Dates (If unknown, give duration)
from/o (or best estimate)

# #1
#2 #2
4. Diagnosis for Use (/ndication) 5. Event Abated After Use
Stopped or Dose Reduced?
Ll Doesn't
# Yes No
- Clves CIne [ 008
#2 []Yes [JNo []Doosnt
6. Lot # 7. Exp. Date Apply
# #1 8. Event Reappeared After
Reintroduction?
#2 #2 #1 [JYyes [no [ 2:;;""
9. NDC# or Unique ID Doost
#2 [ Jves (N0 [] appy

10. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

(Continue on page 3)
D. SUSPECT MEDICAL DEVICE

|- Brand Name .S EXERA IT DUODENOVIDEOSCOPE

2. Common Device Name 2b. Procode
Doudenovideoscope KOG

3. Manufacturer Name, City and State

OLYMPUS MEDICAL SYSTEM CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Tokyo, 192-8507, Japan

4. Model # Lot# 5. Operator of Device

TIF-0180V N/A Health Professional
Catalog # Expiration Date (mm/dd/yyyy) X

TIF-Q180V N/A [[] Lay User/Patient
Sorial# Unique Identifier (UDI) # [ other:

2405047

6. If Implanted, Give Date (mm/ddiyyyy) 7. if Explanted, Give Date (mm/dd/yyyy)
N/A N/A

8. Is this a Single-use Device that was Rep dand R d on a Patient?
[JYes [/]No

9. if Yes to Item No, 8, Enter Name and Address of Reprocessor

10. Device Available for Evaluation? (Do nof send to FDA)
[ ves No  [_] Retumed to Manufacturer on:

11.C i

mm, ¥y,
t Medical Products and Therapy Dates (Exclude treatment of event)

(Continue on page 3)
E. INITIAL REPORTER

The Regents University of California
200 UCLA Medical Plaza

Submission of a report does not constitute an admission that medical

personnel, user facility, importer, distributor, manufacturer or product
caused or contributed to the event.

Los Angeles, CA 90095
Phone # Email Address
2. Health Professional? | 3. Occupation ~Tnitial Reporter Also Sent
Report to FDA
|Z] Yes D No Nurse D Yes I:] No m Unk.

OCA_0001164



MEDWATCH

FORM FDA 3500A (2/13) (continued)

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

1. Check One 2. UFfimporter Report Number
] user Facilty [ importer .

3. User Facility or Importer Namo/Address

4. Contact Person 5. Phone Number

6. Date User Facility or 7. Type of Report 8. Date of This Report
importer Became (mm/dd/yyyy)
Aware of Event (mm/ddlyyyy) D Initial
[[] Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
Patient | I I | |
Code = =
Cod -| || |
Code -
11. Report Sent to FDA? 12. Location Where Event Occurred
Clves [ Hospal gaa"'gﬁg;."é Facility
[]No (mm/ddiyyyy) | Hom.e Ambulatory
73. Report Sont to Manufacturr? | L Nursing Home Surgical Facility
[[] outpatient Treatment
[] ves Facility
(mmiddlyyyy)
[ne [] other:
(Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices)
Name

2, Phone Number

3. Report S
(Check all that apply)

ress
OLYMPUS AMERICA INC [ Forelgn
2400 Ringwood Avenue [ study
San Jose, CA 95131 [[] Literature
— | [] consumer
el Addemss Health Professional
4. Date l:ecelved by 5. [ZI User Facility
Manufacturer (mm/dd/fyyyy) (AINDA # [‘_‘I gompany
01/28/2015% o
IND # [[] istributor
6. If IND, Give Protocol #
BLA# [] other:

PMA/
7. Type of Report 510(k) # K024033

(Check all that apply) 5 )

ombination
[ &5day [V]30-day Product [[]Yes
[[]7-day  [] Periodic Pre1938 [ Yes
[[] 10-day [/] Initial

OTC Product
[] 15-day [] Follow-up# ___ L] Yes

9. Manufacturer Report Number
2951238-2015-00064

8. Adverse Event Term(s)

Page 2 of 2

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

2. If Follow-up, What Type?

(] Death [] Correction
[[] serious Injury ] Additional Information
[] Malfunction [[] Response to FDA Req

[[] Device Evaluation

3. Device Evaluated by Manufacturer?

4. Device Manufacture Date
(mm/yyyy)
[¥] Not Retumed to Manufacturer

[ Yes [ Evaluation Summary Attached | UNK
No (Attach to explain why not) o 5. Labeled for Single Use?
D provide coJe:
] Yes No

6. Event Problem and Evaluation Codes (Refer to coding manual}

codo | 1735 |- 1802 |- I
dovee | 1120 |-| 2303 |-| |
vod [ ][ |
res | [ | |
Concusins | 20 |- 92 |- || |
7. If Remedial Action Initiated, Check Type 8. Usage of Device
[] Recal [] Notification [ Initial Use of Device
[] Repair [[] nspection (] Reuse
[[] Replace {T] Patient Monitoring [Z] unknown
[[] Relabeling [] Modification/ 9. I{:ﬁtétéﬂsr: > m:f to FDA ulndt’ar
Adjustment removal repc()?iln;':gmn?cn::on
[[] Other:

10. [} Additional Manufacturer Narrative and /or 11. [] Corrected Data

The device has not been returned to Olympus for
evaluation. An Olympus Endoscopy Support Specialist
(ESS) visited the site to assess the reprocessing
practices at the user facility and provided training and
education to the user facility staff. The ESS noted
reprocessing inconsistencies during the site visit.

The cause of the patient death is unknown at this time.
If additional information becomes available at a later
time this report will be supplemented.

Cross reference nfr. report numbers:
2951238-2015-00065,2951238-2015-00066,2951238-2015-00067
+2951238-2015-00068, 2951238-2015-00069, and
2951238-2015~00070.

The filing of this report is not an admission that the
device has caused or contributed to the reported event.

This secti only to requir of the Paperwork Reduction Act of 1995,
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

P

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
Paperwork Reduction Act (PRA) Staff information unless it displays a currently
PRAStaff@fda.hhs.gov valid OMB control number."”

Please DO NOT RETURN this form to the above PRA Staff email address.

OCA_0001165




UMass Memorial Medical Center,
Worchester, Massachusetts



SEP-17-2013 08:38AM  FROM-

OLYMPUS

T-258 P.006/011 F-785

September 17, 2013

Food and Dmg Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Auny further correspondence may be
directed to my office.

Sincerely,

copies: [

€g/18 3OVd ASDLYTINOTR SNakWATO 18BSSEEBBY T Tp:ST ETBZ/9T1/68

1

OCA_0001668



PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services
Food and Drug Administration

MEDWATCH
FORM FDA 3500A (1/09)

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time
of Event:

For use by user-facilities,
importers, distributors and manufacturers
for MANDATORY reporting

Form Approved: OMB No. 09 10-029 1, Expires 12/31/11
See OMB statement on reverse.

Mir Report# - 951238-2013-00017

UF/importer Report #

C. SUSPECT PRODUCT(S)
1. Name (Give labeled strength & mfiflabeler)

infected with an unspecified bacteria that was traced
back to using the duodenovideoscope. The
duodenovideoscope was reprocessed using Cidex OPA with
an automated endoscope reprocessor. There was no
reported issue with reprocessing of the
duodenovideoscope and no reports of obstructions or
difficulty passing the cleaning brush through the
duodenovideoscope. Prior to this event, the
duodenovideoscope had not been used since January 2013.

Olympus contacted the user facility to obtain more
detailed information regarding the report and was
informed that there were 20 plus patients infected with
the unspecified bacteria. The same bacteria was said to
have been isolated from the duodenovideoscope. However,
there was no further information provided.

UNK #
or UNK  |ps|
Date #2
2. Dose, Frequency & Route Used 3. Therapy Dates (If unk , give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM from/to (or best estimate)
# #1
1. [7) Adverse Event andior [ ] Product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event #2 #2
(Check all that apply) 4. Diagnosis for Use (Indication) 5. Event Abated After Use
[ Death: [[] Disability or Permanent Damage Stopped or Dose Reduced?
# Doesn't
# [Jyes [Ino []
[[] vife-threatening [ congenital Anomaly/Birth Defect . Apply
e Medical Doesn't
(] Hospitalization - initial or prolonged [ Other Serious (important Events) AT 7 Exp. Date #2 []Yes []No O Apply
D Required Intervention to Prevent Permanent Imp 1/Damage (D ) " # 8. Event Reappeared After
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Rein! jon?
Unk 8/28/2013 #2 # #1 [Jves [INo gm'
5. Describe Event or Problem 9. NDC# or Unique ID Doesn't
Olympus was informed that there were multiple patients #2 [Jyes [JNo O Apply

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race, preg y, king and alcohol use, hepatic/renal dysfunction, efc.)

10. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

D. SUSPECT MEDICAL DEVICE

1. Brand N
ne Rame Olympus EVIS EXERA II Duodenovideoscope

2. Common Device Name .
Duodenovideoscope

3. Manufacturer Name, City and State
OLYMPUS MEDICAL SYSTEM CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan

4. Model # Lot # 5. Operator of Device

TJF-Q180V N/A Health Professional
Catalog # Expiration Date (mm/dd/yyyy)

TIF-Q180V [0 Lay UserPatient
Serial # Other # [ other:

2102040

6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/dd/yyyy)
N/A N/A

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
[ ves No

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

N/A

10. Device Available for Evaluation? (Do not send to FDA)
EY” DNo ’ 1o Manuf 8/28/2013
(mm/ddlyyyy)
11. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

Cidex OPA
Custom Ultrasonic Machine

turer on:

E. INITIAL REPORTER
1. Name and Address

UMASS Memorial Medical Center
55 Lake Avenue North

Worcester, MA 001655
Submission of a report does not constitute an admission that medical 2. Health Professional? |3. Occup 4. Initial Reporter Also Sent
personnel, user facility, importer, distributor, manufacturer or product Report to FDA
caused or contributed to the event. (] Yes [INo  Nurse [ Yes []No [@] unk.

OCA_0001669



MEDWATCH
" FORM FDA 3500A (1/09) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

Page 2 of 2
H. DEVICE MANUFACTURERS ONLY

1. Check One 2. UFimporter Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
[ user Faciiity [J importer [] Death [] Correction
3. User Facility or Importer Name/Address Serious Injury [[] Additional Information
{[] Matfunction Or to FDA Reqy
[ other: [[] Device Evaluation

3. Device Evaluated by Manufacturer?
[[] Not Returned to Manufacturer

4. Device Manufacture Date
(mmiyyyy)

G. ALL MANUFACTURERS

4. Contact Person 5. Phone Number Yes [ ] Evaluation S y Attached XX/72011
D No (Amggf‘m to explain why not) or 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report provide code: [ ves No
Importer Became (mm/dd/yyyy)
Aware of Event (mm/dd/yyyy) [ nitiat
D Follow-up # 6. Evaluation Codes (Refer to coding manual)
9. Approximate 10. Event Problem Codes (Refer to coding manual) Method | I‘I ]'[ I‘I 38 ]
Age of Device
Patient -) -
patent 55 .- - | ] reos 15 |- ]
Device
Coce. | 2303 _]-| || | Conciusons | 51 || || ]| |
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedial Action Initiated, Check Type 8. Usage of Device
[] Yes [[] Hospital O m::ﬁem Facilty [ Recal [] Notification [[] nitial Use of Device
mm/adlyyyy) ostic .
O no 0 [[] Home [ Ambulatory [[] Repair [] tnspection Reuse
13. Report Sent to Manufacturer7 | L] Nursing Home Surgical Facility [ Replace [] Patient Monitoring [[] unknown
Outpatient Treatment 9. If action to FDA und:
] Yes S Fadility (] Relabeing [ ] fednoaton/ 21 USC 360i, lst con::%on7 '
D No (mm/dd/yyyy) D Other: D ] removal reporting number:
(Specify) Other:
14. Manufacturer Name/Address

10. [/] Additional Manufacturer Narrative

. Office - Name/Add ind Manufe i 2. Phone Number . A
! ?oc;nbhwctm) ° fa 9 Site ne with nicks and dents. The device failed the leak test,
_ as leak was detected from the seam of the control body
OLYMPUS AMERICA, INC. 3 ns;g'r:‘o unit and at the distal end. The bending section glue
2400 Ringwood Avenue a apply) was cracked.
San Jose, CA 95131 [[] Foreign
[ study As part of our investigation into this report, an
OLYMPUS MEDICAL SYSTEM CORPORATION [:]Utemture Olympus Endoscopy Support Specialist has been dispatched
2951 Ishikawa-cho, Hachioji-shi, Tokyo to the user facility to reassess the reprocessing
192-8507, Japan (] Consumer practices.
DHeauhProfesslond
User Facility The exact cause of user's report could not be
4. Date Received by 5. . . : . e
Manufacturer (mm/dd/yyyy) (AINDA # [:]Company ?onclugaleely determlnec'i at this tnne,- however,
08/28/2013 insufficient reprocessing of the device could not be
! IND # DDsmbutor ruled out as a contributory factor to the reported
6. If IND, Give Protocol # D Other: event. This report will be supplemented if additional
STN# ’ information becomes available at a later time.
Type of Re o
. 510(k) #
(mkall at apply) o)
Combination
[J5day [/]30-day Product [ Yes
(J7-day []Perodic Pre-1838 [ ] Yes
Initial
(] 10-day OTC Product ] Yes
[ 15-day [] Follow-up # ___
9. Manufa Report Numb 8. Ady Event Term(s)
2951238-2013-00017

The device referenced in this report has been sterilized
and was returned to Olympus for evaluation.
instrument channel was examined using a borescope and
rigid telescope and slight white substances and debris
was found in the instrument channels,
cylinder unit. The distal end plastic cover was cracked

and / or 11. [[] Corrected Data

The

channel mount, and

The pwlic reporting bumm for this collection of information has been estimated to ge 66 D of Health and Human Services OMB Statement:

per g the time for reviewing instructions, searching existing data Food and Drug Administration agency may not conduct or sponsor,
sources, gathering and maintaining the data needed, and completing and reviewing the Office of Chief Information Officer and a person is not required to respond
collection of information. g this burden estimate or any other aspect of to, a collection of information unless

Send
this collection of information, including suggesﬁons for reducing this burden to:

1350 Piccard Drive, 420A
Rockville, MD 20850

it
displays a currently valid OMB control
numb

Please DO NOT RETURN this form to this address.
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Universitair Medisch Centrum
Utrecht, Netherlands



U.S. Department of Health and Human Services Mfr Report #: 8010047-2015-00816

Food and Drug Administration For use by user-facilities,
MEDWATCH importers, distributors and manufacturers UF/importer Report #:
for MANDATORY reporting Form Code:

FDA eSubmitter Generated Form 3500A

A. PATIENT INFORMATION
1. Patient Identifier (/n confidence)

4. Weight

2. Age at Time of Event, Date of Birth 3. Sex
No Information

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. [X] Adverse Event andlor [ ] Product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event (Checked all that apply)
[ 1 Death [ 1 Disability or Permanent Damage
[ 1 Life-threatening [ 1 Congenital Anomaly/Birth Defect
[ ] Hospitalization - initial or prolonged [X] Other Serious (Important Medical Events)
[ 1 Required Intervention to Prevent Permanent impairment/Damage (Devices)
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mnv/dd/yyyy)
08/19/2015

5. Describe Event or Problem
Olympus was informed that eight patients were infected with unidentified bacteria after undergoing an endoscopic retrograde
cholangiopancreatography (ERCP) procedure using a TJF-Q180V between 1st Jan 2015 and 15th Aug 2015.
The facility is recalling patients.
The hospital informed olympus that all TUF-Q180V scopes were contaminated.
No detailed information is available at this moment.

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies. race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction. etc.)

C. SUSPECT PRODUCT(S)

Section C is not applicable fo devices.

D. SUSPECT MEDICAL DEVICE

1. Brand Name 2. Common Device Name
EVIS EXERA Il DUODENOVIDEOSCOPE DUODENOVIDEOSCOPE, Product Code: FDT
3. Manufacturer Name, City and State 4. Model # Catalog #
OLYMPUS MEDICAL SYSTEMS CORPORATION TJF-Q180V
2951 Ishikawa-cho -
Hachiouji-shi, Tokyo 192-8507, JA Se”:' # Lot#
un

Expiration Date (mm/dd/yyyy)

Unique Identifier (UDI) #

5. Operator of Device 6. Implanted Date (mm/dd/yyyy) 7. Explanted Date (mm/dd/yyyy)
Health Professional
8. Is this a Single-Use Device that was reprocessed and Reused on a Patient?
{ ) Yes (o) No { ) No Information
9. Reprocessor Name and Address 10. Device Available for Evaluation? (Do nof send to FDA)
{ ) Yes
(e} No

{ } No Information
[ 1 Returned to Manufacturer

11. ConComitant Medical Products and Therapy Dates (Excludes treatment of event)

1. Name and Address 2. Health Professional?
(e} Yes { ) No ¢{ ) No Information

E. INITIAL REPORTER

Universitair Medisch Centrum

Heidelberglaan 100 3. Occupation

3584 CX UTRECHT Physician
NL 4. Initial Reporter Also Sent Report to FDA?
{ ) Yes (e} No ( )} Unknown { } No Information

OCA_0002328



U.S. Department of Health and Human Services
Food and Drug Administration

MEDWATCH

FDA eSubmitter Generated Form 3500A

1. User Facility or Importer

{ ) UserFacilty ( ) Importer

For use by user-facilities,
importers, distributors and manufacturers
for MANDATORY reporting

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

Mfr Report #:

8010047-2015-00816

UF/importer Report #:

Form Code:

2. User Facility/lmporter Number

3, 4, and 5. User Facility or Importer Name/Address, Contact Person, and
Phone Number

6. Date UF/Importer Became Aware of Event (mm/dd/yyyy)

7. Type of Report

{ ) Initial { )} Follow-up

8. Date of This Report (mm/dd/yyyy)

9. Approximate Age of Device

10. Event Problem Codes (Refer to coding manual)
Patient Code(s):
Device Code(s):

11. Report Sent to FDA?

{ ) Yes () No () Nolnformation

12. Location Where Event Occurred

13. Report Sent to Manufacturer?
Yes () No { ) No Information

{ )

1, 2. Contact Office - Name/Address/Phone Number

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho,

Hachioiji-shi Tokio 192-8507. JA

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

1, 2. (Continued) Manufacturing Site Address/Phone for Devices

3. Report Source (Check all that apply)

[x] Foreign [ 1 Health Professional

[ 1 Study [X] User Facility

[ ] Literature [ 1 Company Representative
[ 1] Consumer [x] Distributor

[ 1 Other

4. Date Received by Manufacturer (mm/dd/yyyy)
08/19/2015

5. PMA/510(k)
K080403

6. IfIND, Give Protocol #

7. Type of Report

[ 1 5-day [x] Initial [ ] Follow-up

H. DEVICE MANUFACTURERS ONLY
2. If Follow-up, What Type?

1. Type of Reportable Event

{ ) Death ] Correction

{*) Serious Injury Additional Information
{

{

)
y Malfunction
y No Information Device Evaluation

No Information

]
] Response to FDA Request
I
]

8. Adverse Event Term(s)
8010047-2015-00816

3. Device Evaluated by Manufacturer?
L]

()
{®)

Not Returned to Manufacturer

Yes [ ]
No

Evaluation Summary Attached

9. Manufacturer Report Number

4. Device Manufacture Date (mm/dd/yyyy)

5. Labeled for Single Use?

{ ) Yes (e} No { ) NoInformation

6. Event Problem and Evaluation Codes (Refer (o coding manual)
Patient Code(s): 1930 - 1735
Device Code(s): 1120
Method Code(s): 3263
Result Code(s): 3221
Conclusion Code(s): 92

7. If Remedial Action initiated, Check Type

[ ] Recall [ Notification

[ 1 Repair [ 1 Inspection

[ 1 Replace [ 1 Patient Monitoring

[ ] Relabeling [ 1 Modification/Adjustment
[ ] Other

8. Usage of Device
{ )} Initial Use of Device
{e) Reuse
{ ) Unknown
{ } No Information

reporting number

9. If action reported to FDA under 21
USC 360i(f), list correction/removal

OCA_0002329



U.S. Department of.H.eaItI.\ and Human Services Mfr Report #: 8010047-2015-00816
Food and Drug Administration For use by user-facilities,

i ters, distributors and manufacturers
MEDWATCH HmpOrErs. :
for MANDATORY reporting Form Code:

UF/Importer Report #:

FDA eSubmitter Generated Form 3500A

10. [X] Additional Manufacturer Narrative andfor 11. [ ] Corrected Data

The subject devices have not been returned to Olympus Europia SE&Co .KG(OEKG) for evaluation.
The exact cause of user's report could not be conclusively determined at this time.
A supplemental report will be submitted if significant and additional information becomes available later.

Please cross-reference the following reports for the other seven patients:
8010047-2015-00817,8010047-2015-00818,8010047-2015-00819,8010047-2015-00820, 8010047-2015-00821,8010047-2015-
00822, and 8010047-2015-00823.

File Attachments

No files attached.
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University of Pittsburgh Medical Center
Presbyterian Hospital
Pittsburgh, Pennsylvania



PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services
Food and Drug Administration

MEDWATCH
FORM FDA 3500A (1/09)

A. PATIENT INFORMATION
1. Patient Identifler |2. Age at Time

In confidence

B. ADVERSE EVENT OR PRODUCT PROBLEM

andfor

1. [[] Adverse Event

|¢] Product Problem {e.g., defects/maifunctions)
2. Outcomes Attributed to Adverse Event
{Check alf that apply)

[_] Death:
[mn/ddlyyyy)
[7] Life-threatening

[] Disability or Permanent Damage

[] congenital Anomaly/Birih Defect

|: Hospitalization - initial or prolonged D Olher Serious (Impartant Medical Events)

D Required Intervention to Prevent Permanent Impairment/Damage (Devices)

3. Date of Event (mm/ddlyyyy) 4. Date of This Report (mnvdd/yyyy)
Unknown 11/19/2012

5. Describe Event or Problem

The user facility reported that 10-13 patients that had

been examined with the subject device were potentially

infected with Klebsiella pneumcnia. There was no

information provided regarding what, if any treatment

had been provided to the patients.

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., aflergies,
race, pregnancy, smoking and ajcofiol use, hepatic/renal dysfunction, etc.)

For use by user-facilities,
importers, distributors and manufacturers

tot MANDATORY reporting

Page 1 of 2

Farm Approved. OMB No. 09 10-029 1, Fxpires 12/31/11
See OMB statement onreverse.

MirRepot 4 000047-2012-00481

UF/Importer Repoct #

FDA Use Only
C. SUSPECT PRODUCT(S)
1. Name (Glve fabeied strength & mfriabeler}

#1
#2
2. Qose, Frequency & Route Used 3. Therapy Dates (if unknown, give duration)
frorm/to (or best estimate)
#1 #1
#2 "2
4. Diagnosis for Use (Indication) 5. Event Abated After Use
" Stopped or Dose Reduced?
Doasn’t
#1 Yes No
" O] U Apply
Doesn't
6. Lot# 7. Exp. Date #2 [Jves [INo  [] apoy
# #1 8. Event Reappeared After
Reintroduction?
#2 #2 #1 [] ves No Doesn't
8. NDC# or Unik ID [] D i
. or Unique -
#2 []ves [JNo DR:;SYM

10. Concomitant Medical Products and Therapy Dates (Exciide treatment of event)

D. SUSPECT MEDICAL DEVICE

1. Brand N
randName o lympus EVIS EXERA II DUODENCVIDEOSCOPE

2. Common Device Name
Duocdenoscope

3. Manufacturer Name, City and State
OLYMPUS WMEDTCAL SYSTEM COGRPORATION

2351 Ishikawa-che, Hachioji-shi, Tokyo 192-5537, Japan

4. Model # Lot # 5. Operator of Device

TIE-Q180V N/a Health Professional
Catalog # Expiration Date (mm/dd/yyyy) ,

TIF-Q180V N/A ("] Lay UseriPatient
Serial # Other # D Other:

2001160 N/A

6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/dd/yyyy)
N/A N/A

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
T ves [¢] No

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

10. Device Available for Evaluation? (De rot send o FDA)
[Z] Yes D No Retumed to Manufacturer on: 12/11/2012
(mm/ddyyyy)

11. Concomitant Medical Products and Therapy Dates (Exciude treatment of evenl

E. INITIAL REPORTER
1. Name and Address

UPMC Presbhyterian
200 LOTHROP STREET
Pittsburgh, PA 15213

Submission of a report does not constitute an admission that medical
parsonnel, user facility, importer, distributor, manufacturer or product
caused or contribtited to the event.

4. Initia Reporter Also Sent
Report to FDA

[ yes [ No [@] unk.

2. Health Professional?

] Yes [ Ne

3. Qccupation
Other Healthcare Professional

OCA_0001280



MEDWATCH

FORM FDA 3500A (1/09) (continued) Page 2 of 2

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. Check One 2. UF/importer Report Number
[ user Facility ] importer

3. User Facility or Importer Name/Address

H. DEVICE MANUFACTURERS ONLY

4. Contact Person 5. Phone Number
8. Date User Facility or 7. Type of Report 8. Dale of This Report
Importer Became (mm/ddlyyyy)

Aware of Event (mm/dd/yyyy) [7] witial

1. Type of Reportable Event 2. If Follow-up, What Type?
] Death [] correction
] Serious Injury [} Additional Information
i ] Malfunction [ ] Response to FDA Request
Other: x1ephsiella pneumonia [} Device Evatuation
3. Device Evaluated by Manufacturer? 4. Dovice Manufacture Date
(mnyyyy)

(] Not Retumed to Manufacturer
Yes [} Evaluation Summary Attached
] No (Attach page to explain why not) or 5. Labeled for Single Use?

provide code
[ ves No

8. Evaluation Codes (Refer to coding manual)

G. ALL MANUFACTURERS

1. Contact Office - Name/Address (and Manufacturing Site 2. Phone Number

OLYMPUS AMERTCA, INC. 3. Rgml; S”ol;’rcte
2400 Ringwood Avenue (Check okt that 4pply)
san Jose, CA 95131 [T] Foreign
(7] Study
OLYMPUS MEDICAL SYSTEM CORPBORATION DLilerature
2951 Ishikawa-cho, Hachioji-shi, Tokyo
192-8507, Japan 82::1‘":; -
rofessional
4. Date Received by 5. @ User Faclkly
Manufacturer (mavddyyyy) (AINDA # Company
_— Representalive
11/19/2012 epre
IND # (] Distributor
6. if IND, Give Protocol #
STN # [] otne.
PMAS
7. Type of Report 510(k) #
(Check all that apply} ————
Combinalion _—
[ 5day [/]30-day Product []ves
[ 7day  []Periodic Pre1938 [ ]Yes
¥ Initial
[]10day [/Ina OTC Product [ ] Yes

[]15-day [] Follow-up#

[] Follove-up #
9. Approximate 10. Event Problem Codes (Refer fo coding manual) Method 10 I-r 38 I-I }-l |
Age of Device
Patient . 1 _| H |_| I
Pate 1735 |- - ] Resuts | 3233 |
Qevce | 2993 |- J— | Conclusions | 1 |- H __ H |
11. Report Sent to FDA? 12. Location Where Event Occurred 7. It Remedial Action Initiated, Check Type 8. Usage of Device
] Yes 7] Hospital ] g::g:gg:é — [] Recall [] Notifcation (] Initial Use of Device
m/dd/)
[One fem Wy [ ] Home [] Ambulatory (] Repair [ Inspection Reuse
13. Repart Sent to Manufacturer? (] Nursing Home Surgical Facilty [ Replace [T Patient Monitoring D Unknown
] Outpatient Treatment i 9. If action reported to FDA under
[] Yes O Facility () Relabeling ] xd(’ig'sf'l‘:z:,"l 21 USC 3601(f), list correction!
(mm/ad/yyyy) removal reporting number:
[ No [] otner: D Other:
(Speciry)
14. Manufacturer Name/Address
10. Additional Manufacturer Narvative and /or 1. D Corrected Data

e |

9 Manufacturer Report Number |8, Adverse Event Term(s)
8010047-2012-00481

Olympus followed-up with the user facility to obtain
additional information regarding this report. The user
facility reported that all potentially affected patients
had undergone ERCP procedures and were transplant
patients. The user facility reported that & ERCP
endescopes were cultured and 1 of the endoscopes which
is the subject device referenced in this report was
found to have Klebsiella pneumonia on two separate
occasions after numerous cultures. Nevertheless, the
user facility reported that there was no direct evidence
of the infection being tied to any particular endoscope.

As part of our investigation into this report, two
Clympus representatives had been dispatched to the user
facility to assess the facility's reprocessing practices
and to perform a device evaluation. Additionally, the
ECRI Institute was alsc involved in the investigation.
Olympus performed a visual inspection of the device
referenced in this report with no major observation
noted. The user facility's reprocessing practices was
assessed with no major risk factor for K. pneumonia
transmission observed.

The device was sent to an independent testing laboratory
for microbiological testing. The results of the testing
are pending, and the device has not yet been returned to
Clympus for a complete evaluation. This repcrt will be
supplemented when the evaluation is complete.

This report is being submitted as a Medical Device
Report ir an abundance of caution.

The public reporting burden for this colleclion of informaticn has been eslimaled fo average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the
collection of information. Send comments regarding this burden estimate or any oiher aspect of
this collection of information, including suggestions fer reducing this burden to:

Department of Health and Human Services OMB Statement:

Focd and Drug Adminisiration .A:" ?:anr?t’)nm'ay “?t W"f‘ugllo" sF’D"s%"-
£ 2 an is not required 1o respon

Office of Chiet I"fm:;l")‘:\" Officer fo, a collection of information unlass it

1350 Piccard Drive, displays a currently vaid OMB cantrol

Rockville, MD 20850 number.”

Please DO NOT RETURN this form to this address.

OCA_0001281



JAN=24=2013 0G:55PM  FROM- T-028 P.014/016 F-768

OLYMPUS

January 29, 2013

Food and Drug Adminisiration

Center for Devices and Radiological Health
Medieal Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is a supplemental report for a previously reported 30-day MDR reportable cvent, Any
further correspondence may be directed to my office.

Sincerely,

Copies: I

OCA_0001277



PLEASE TYPE OR USE BLACK INK

Form Approved: OMB Mo, 00 10-020 1, Explras 123144
San QMB statament on reverse.

U.8. Dapartment of Health and Human Services For use b facilitd Mir Report #
A Yy user-tacilities, B010047-2012=-00481
Food and Drug Administration importgersﬁsﬁrgsxrtlgg li“i’ld manufacturers ¥
ti mporter Rapor
MEDWATCH o reporine
FORM FDA 3500A (1/09) Page 1of2 FOA Use Only

A, PATIENT INFORMATICN

1. Patlent [dentifler |2. Age at Time
of Evant:

or

C. SUSPECT PRODUCT(S)
1. Name (Glve latoled strenglh & mitaboler)

1bs #

or

Date #2
In confidence of Birth: 2. Dose, Frequency & Route Uséd 3. Therapy Dates (If unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBL.EM from/o {or best astimate)
# #
1. [:] Adverse Event  and/or l:l Product Problem (e.g., defecls/maNunctions)
2. Qutcomes Attributed to Adverse Event #2 #2
(Check ait that apply) 4, Diagnosls for Use (tncication) 5. Evenl Abated After Use
[[] Death: [ oiseblity er Permanent Damage # Stoppad or Dose Reduced?
" #1 [JYes [Jao [ Doesnt
[ Lie-thraatening [] congenital Anomatyiirth Defect " Apply
i -i Other Setious {Importanl Medical Evenis Dossn'l
[[] Hospltalization - initlal or prolenged O {lmp ) R 7 Exp.Date 2 7] Yos Ove DAPPIV
D Required Intervenllpn to Prevent Permanent Impalrment/Damaga (Davices) " # & Evont Reappoared After
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/ddyyyy) Relntroduction?
Dossan't
:ZNDC# Uni ID = i D " D " Apply
§. Describe Evant or Prcblam - or Unique >
#2 []Yes [N DRE:;“‘

10. Concomitant Medical Products and Therapy Dates (Exciude trealment of evenl

D. SUSPECT MEDICAL DEVICE A ' '

1. Brand Name

2. Common Device Name

3. Manufacturer Name, Clty and State

4, Model # Lot# 6. Operator of Davice
[[] Health Protsssional
Catalog # Expiration Date (mm/iddiyyy) D Ley User/Patient
Sorial § Other # [ oter:

8. If Implanted, Give Date (mm/dd/yyyy; 7. If Explanted, Give Date (mm/ddinyyy}

B, Rslevant Tests/Laboratory Data, Including Dates 8. Is this a Single-use Davice that was Reprocessed and Reused on a Patlent?

Qyes [Ne

9. If Yes to ltem No. 8, Enter Name and Address of Reprocessor

10. Davice Available for Evaluation? (D¢ not send to FDA}
O vYes [IMe [] Relumed to Manufacturer on:

{mmiddlyyyy)
11. Concomitant Medical Products and Therapy Dates (Exciude leaiment of event)

7. Gther Relevant History, Including Preaxisting Medical Conditlons (e.g., aflerglas,
racs, pragnancy, smoking and alcohol use, hepatic/renal dysfunction, ete.,

E. INITIAL REPORTER

1. Name and Addrass

Submission of a report doss not constitute an admission that medical 2. Health Professional? | 3. Occupation 4. Initial Reportsr Also Sent
personnel, user facility, Importer, distributor, manufacturer or product v N Report to FDA
caused o contributed to the event. []yes [JNo (] Yes [ ]No [ unk.

OCA_0001278



MEDWATCH
FORM FDA 3500A {1/09) (continued)

F. FOR USE BY USER FACILITY/IMPORTER {Devices Only)
1. Check Cne 2. UFlimporter Report Number
[ vser Faciity ] Importer

Page 2 of 2

3. User Facltity or Importer Name/dddress

H. DEVICE MANUFACTURERS ONLY
1. Type of Repoertable Event

2. If Follow-up, What Type?

[] peatn [ cerrection

E] Serous Injury E] Additional Information

[ Maifunction "] Response to FDA Requast
[] other: (] Device Evalualion

3. Device Evaluated by Manufacturer?

4. Dovlce Manufacture Date
Ay}
D Not Returned to Manuiacturer

(i

G. ALL MANUFACTURERS

1. Contact Office - Name/Address (and Manufacturing Site 2. Phone Number
for Devices)
3. Reporl Source
{Check all that apply)
[[] Forelgn
7] study
7] Litsrature
(] consumer
D Heallh Professional
4. Date Recelvad by 8, D User Facllity
Manufacturer (mm/diyyyy) {AINDA # [:} Company
Reprasentative
IND # [ pistributor
6. If IND, Give Protocol # .
STNS [] other:
7.T 1 Report o
. 8 of Repoy 510(k) #
(ggeck all that apply} k)
Comblnatlon
[]5day []30-day Pratucl ] Yes
(] 7-day % Perlodic Pro-1938 [ ] Yes
D 10-day Initial
QTC Product
D 15.day m Follow-up# _1 D Yes
9. Manufacturer Report Number |8, Adverss Event Tarm(s)
BO10047=-2012-00481

4, Contact Person 5. Phone Number [TJYes [] Evaluatien Summary Attached
(1 Ne (Ji:’rtach age to explain why nat) or 5. Labaled for Single Use?
6. Date Usar Facllity or 1. Type of Report 6. Date of This Report provide code:
Importer Became (mnddlyyyy) [ ves [Jno
Aware of Evant (mm/dd/yyyy} D Inilial
6. Evaluatlon Codes (Refer (o coding manual)
(] Follow-up #
8. Approximate 10. Event Problem Codes (Refar fo coding manual) Method '| ]" -
Ago of Davice
Patlont _ _I —I_’ I
Code l - I I - l | Results I___' l__.:'
Cote. - - l conamsons | || ]
11. Report Sent to FDAT? 12. Locatlon Where Event Occurred 7. If Remodial Actlon Inltiated, Check Type 8. Usage of Device
Hospltat Oulpatient Inltial Use of Device
(] ves T ; il 4 Dlagnostic Fagllty [[] recall [ Notification ]
[ ] No vy [[] Home [] Ambulstory [ repair [] inspection [} Reuse
13. Report Sent to Manufacturar? (] Mursing Home Surgleal Facllity [ Replace ] Patient Monltoring D Unknown
[] Outpatient Treatment ; ificati 9. If action reported to FDA under
[ ves Facillly (] Refabeling  [[] Modifcation 21 USC 380iff),llst corraction/
rmVadyyyy) ramoval raporting number;
O Ne ] other: ] Ower:
{Spacify}
14. Manufacturer Name/Address

10. (/] Additional Manutacturer Narrative and f or 1. [7] corracted Data

This is a supplemental report for MFR Report #
8010047~2012-00481 to provide the initial results for
the microbiological testing. The initial results from
the independent laboratory shown no growth. The final
resulta are pending, and this report will be
supplemented as the final results become available,

The public reporting burden for this coflectlon of informatian has been estfimaled to average 66
minules per response, Including the tima for reviewing Instructions, searching existing data
sources, gathering and mainlaining the data needed, and completing and reviewing the
collection of Information. Send comments regarding Lhls burden estimate or any olher aspect of
this collection of Infarmation, including suggestions for raduging this burden to:

Department of Health and Human Services
Feod and Crug Administration

Office of Chisf Information Officar

1350 Piccard Crlve, 420A

Rockvilla, MD 20850

Plaasa DO NOT RETURN this form to this address.

OMB Statement:

"An agency may nol conduct or spensar,
and & person s not required to respond
1o, a calleclion of information unless it
displays a currenily valid OMB conlrol
number."
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MAUDE Adverse Event Report: OLYMPUS OLYMPUS 160/180 SERIES ENDOSCOP... Page 1 of 2

3 : s 4 5
Wﬁscope ﬁ?%ﬁe% éport: OLYMPUS OLYMPUS 160/180 SERIES ENDOSCOPE ERCP

6 510(k)|DeNovo®| ~ Registration & |  Adverse  |Recalls!|PMA'?|HDE3|Classification "#|Standards'®
7 Listing® Events'©
CFR Title | Radiation-Emitting | X-Ray | Medsun |CLIAZOITPLC? | Inspections??
2116 Products” Assembler'8 Reports1 9
OLYMPUS OLYMPUS 160/180 SERIES ENDOSCOPE ERCP SCOPE 1160 Back to Search Results
Lot Number 2001160
Event Date 02/27/2013

Event Type Malfunction

Event Description

Over a 2 year period, there was an increase in the number of kp resistant microbiology (kpc) reported results.
During investigation, it was determined that a small percentage of involved patients had undergone endoscopic
procedures. Endoscopes were cultured by microbiology department. One endoscope tested positive for kpc
following disinfection. The endoscope was removed from use. (b)(6) was consulted. A review of endoscope
cleaning, disinfection and related processes was documented by (b)(6). Staff were interviewed, reprocessing
documents reviewed, audits completed. The subject endoscope was tested by third party laboratory, (b)(4). Third
party laboratory culture results were negative for kpc. Investigation and analysis of kpc is ongoing and sources of
kpc remains undetermined at this time. Official olympus report received, root cause unknown. Dates of use: (b)(6)
2011 - (b)(6) 2012.

Search Alerts/Recalls??

New Search | Submit an Adverse Event Report?*

Brand NameOLYMPUS 160/180 SERIES ENDOSCOPE
Type of DeviceERCP SCOPE 1160
Manufacturer (Section D)OLYMPUS
2400 Ringwood Ave.
San Jose CA 95131
MDR Report Key2999629
Report NumberMW5029305
Device Sequence Number1
Product CodeFDS25
Report SourceVoluntary
Reporter OccupationNurse
Type of Reportinitial
Report Date03/04/2013
1 Device Was Involved in the Event
1 Patient Was Involved in the Event
Date FDA Received03/04/2013
Is This An Adverse Event Report?No
Is This A Product Problem Report?Yes
Device OperatorHealth Professional
Device LOT Number2001160
OTHER Device ID NumberTJF-Q180V
Was Device Available For Evaluation?Device Returned To Manufacturer
Date Returned to Manufacturer01/08/2013
Is The Reporter A Health Professional?Yes
Is this a Reprocessed and Reused Single-Use Device?No

Patient TREATMENT DATA
Date Received: 03/04/2013 Patient Sequence Number: 1

Links on this page:
1. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/detail.cfm?mdrfoi  1d=2999... 10/29/2015



MAUDE Adverse Event Report: OLYMPUS OLYMPUS 160/180 SERIES ENDOSCOP... Page 2 of 2

http://www.addthis.com/bookmark.php

http://www.fda.gov/default.htm

http://www.fda.gov/MedicalDevices/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm
/scripts/cdrh/devicesatfda/index.cfm

/scripts/cdrh/cfdocs/cfPMN/pmn.cfm

/scripts/cdrh/cfdocs/cfpmn/denovo.cfm

/scripts/cdrh/cfdocs/cfRL/rl.cfm

/scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm
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=
= O

. /scripts/cdrh/cfdocs/cfRES/res.cfm
. /scripts/cdrh/cfdocs/cfPMA/pma.cfm
. /scripts/cdrh/cfdocs/cfHDE/hde.cfm

=
:bb)l\)

/scripts/cdrh/cfdocs/cfPCD/classification.cfm

—
ul

. /scripts/cdrh/cfdocs/cfStandards/search.cfm
. /scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
. /scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm

= =
0 N O

. /scripts/cdrh/cfdocs/cfAssem/assembler.cfm

-
O

. /scripts/cdrh/cfdocs/Medsun/searchReportText.cfm

N
o

. /scripts/cdrh/cfdocs/cfClia/Search.cfm

. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm

. /scripts/cdrh/cfdocs/cfTPLC/inspect.cfm
http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/default.htm

N N NN
A W N =

https://www.accessdata.fda.gov/scripts/medwatch/

25. ../cfPCD/classification.cfm?start_search=&ProductCode=FDS

Page Last Updated: 09/30/2015
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers
and Players.

Accessibility Contact FDA Careers FDA Basics FOIA No Fear Act Site Map Transparency Website Policies

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA

Tsaoer, BN 0 K3 (&) (o
For Government For Press

Combination Products Advisory Committees Science & Research Regulatory Information Safety Emergency
Preparedness International Programs News & Events Training and Continuing Education
Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive

ﬁ 5. Department of Health & Human Services

Links on this page:

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/detail.cfim?mdrfoi  1d=2999... 10/29/2015



Virginia Mason Hospital and Medical Center
Seattle, Washington



oLYM

August 22, 2014

Food and Drug Administration

Center for Devices and Radiological Health
Medical Device Reporting P.O. Box 3002
Rockville, MD 20847-3002

Report Type: Manufacturer Report

Dear MDR Coordinator,

Enclosed is an initial 30-day MDR reportable event. Any further correspondence may be
directed to my office.

Sincerely,

OCA_0001677



PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services
Food and Drug Administration

) For use by userfacilities,
importers, distributors and manufacturers

Form Approved: OMB No. 0810-0291, Expires: 6/30/2f
See OMB statement on sr2os

MicReport# 5 951238-2014-00364

MEDWATCH for MANDATOR Y reporcing [P
FORM FDA 3500A (2/13) Page 1 of 2
- FDA Use Only
A. PATIENT INFORMATION C. SUSPECT PRODUCT(S)
1. Patient Identifier |2. Age at Time 3. Sex 1. Name (Give labeled strength & mfr/iabeler)
[[] Femate bl
#2
In confidence D e 2.D F & Route Used 3. Therapy Dates (If unki
. Dose, Frequenc! oute Use e erapy unknown, di
B. ADVERSE EVENT OR PRODUCT PROBLEM equency from/to for bost estmagey ™ O ° curation)
# #
1. [Z] Adverse Event  and/or [:] Product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event #2 #2
(Check all that apply) 4. Diagnosis for Use (Indication) 5. EventAbated After Use
] peath: [[] isability or Permanent Damage ” Stopped or Dose Reduced?
oy #1 Doesn't
[ Life-threatening [ Congenital Anomaly/Birth Defect " Uves Oine [J Apply
Hospitalization - initial or prolonged Other Serious (Important Medical E ) Doesn't
[ Hospitatization - initiai or prolonge 17| (Imp AT 7 Exp. Date #2 [Jves [INo O Aepy
D Required Intervention to Prevent Py Impai tDamage (Devices)
# # 8. Event Reappeared After
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
xx/xx/2013 07/25/2014 #2 #2 #1 [JYes [Jno []Doesnt
Apply
5. Describe Event or Problem 9. NDC# or Unique ID Dossmt
Olympus was informed of 37 alleged infections at the #2 [JYes [no DAp:;n
usel': fac1lxty_mvolv1ng multiple duodenoscopes (160 0.0 ftant Medical Products and Therapy Dates (Excluds teatment of sveny)
series/180series).
In early 2013 the Washington State Department of Health
identified seven-cases of carbapanem resistant
enterobacteriaceae (CRE) cultures from samples sent by .
the user facility. There were no specific endoscope (Continue on page 3)
models or serial numbers provided by the user facility. D. SUSPECT MEDICAL DEVICE
Four deaths were identified by the user facility. The 1. Brand Name o1 s Duodenovideoscope
cause of patient deaths is unknown. ympus buo P
2. Common I?avlce Name 2b. Procode
Additionally, Olympus was notified of 30 patient Duodenovideoscope KOG
: s 3. Manufacturer Name, City and State
infictlsmsbll':as:d gx:lcultm.:e of var;ant E.?oli from OLYMPUS MEDICAL SYSTEM CORPORATION
patient's blood, e, urine, or the respiratory tract. 2951 Ishikawa-cho, Hachioji-shi, Tokyo, 192-8507, Japan
Olympus contacted the user facility via telephone and in
writing to obtain more detailed information regarding 4. Model # Lot# 5. Operator of Device
the Jr.'eported events but no further information was TJF-160VF N/A Health Professional
provided. Catalog # Expiration Date (mm/dd/yyyy)
T3F-160VE [] Lay UserfPatient
Serial # Unique Identifier (UDI) # [] other:
ONK
6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Glve Date (mm/dd/yyyy)
(Continue on page 3) :
6. Relevant Testa/Laboratory Data, Including Dates 8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
] Yes No
9. If Yes to Item No. 8, Enter Name and Address of Reprocessor
10. Device Avallable for Evaluation? (Do not send to FDA)
7 ves No  [[] Retumed to Manufacturer on:
~(mm/adlyyyy)
(Continue on page 3) 11. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., aflergies,
" race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

1. Name and Address

1100 9th Avenue

TJF-Q180V Serial Number (Unknown)

E. INITIAL REPORTER

Virginia Mason Medical Center

Seattle, WA 98101

(Continue on page 3)

Phone # Emall Address
(Continue on page 3) .
SmeIssltlm ofa f;@PM does not constitute an admission that medical 2. Health Professional? |3. Occupati 4 I;ﬁlal ::pg&e\r Also Sent
personnel, user facility, importer, distributor, manufacturer or product ; . eportto
caused or contributed to the event. ' P (7] Yes (Jno  |Physician [7] Yes [JNo [ unk.

OCA_0001678



MEDWATCH

FORM FDA 3500A (2/13) (continued)

1. Check One
] user Facliity

[ mporter

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
2. UF/importer Report Number

Page 2 of 2

3. User Facility or Importer Name/Address

4. Contact Person

1. Type of Reportable Event

[[] peath
Serious Injury
[[] maifunction

H. DEVICE MANUFACTURERS ONLY
2. If Follow-up, What Type?

[] correction

[] Additional Information

] Response to FDA Request
[T} Device Evaluation

3. Device Evaluated by Manufacturer?
[] Not Returned to Manufacturer

4. Device Manufacture Date
(mmfyyyy)

5. Phone Number

D Yes [ ] Evaluation Summary Attached
[:] No (Attach J;age to explain why not) or
e:

UNK

5. Labeled for Single Use?

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices)

2. Phone Number

e

!! ress

OLYMPUS AMERICA, INC

3. Re|
(Check all that apply)

2400 Ringwood Avenue D Foreign
San Jose, CA 95131 [ study
[] Literature
OLYMPUS MEDICAL SYSTEM CORPORATION D C
Emai Addrese Health Professional
User Facility
" Manufacturer (mm/dd/yyyy) : |:| Compan:
(ANDA # -
07/25/2014 Representalive
IND # [[] oistributor

6. If IND, Give Protocol # .

' BLA# [[] other:

PMA/
7. Type of Report 510(k) # K024033
(Check all that apply)
Combination
[]5day [/]30-day Product [ Yes
[ 7-dey  [] Periodic Pre-1938 [ ] Yes
W Initial

(] 1o-day [y} Initia OTC Product [ Yes
[ 15-day [] Follow-up# ____

9. Manufacturer Report Number
2951238-2014-00364

8. Adverse Event Term(s)

ide co
6. Date User Facllity or 7. Type of Report 8. Date of This Report prov
Importer Became (mm/dd/yyyy) P [ Yes No
Aware of Event (mm/ddlyyyy) | ] initial
6. Event Problem and Evaluation Codes (Refer to coding manual)
[[] Foliow-up # v ( i !
Patient
9. Approximate 10. Event Problem Codes (Refer to coding manual) Code 1735 I - ‘ 1930 J - L —l
Age of Device Devi
Patient evice l- l 1
o 1735 [-| 1930 |-| ] oot 2993
Device
oo T [ -] O T B N
11. Report Sent to FDA? 12, Location Where Event Occurred Results I H H 1_‘:
Hospital Oulpatient
] Yes T EI] s (i Diagnostic Facllity Condhmions l 67 | r | l I
D No Nursing b D Ambutatory onelus
13, Roport Sent to Manufacturer? | L] Nursing Home Surgical Facility 7. If Remedial Action Initiated, Check Type | 8. Usage of Device
[[] Outpatient Treatment _
[] Yes Faciity [] Recat (] Notification (] initial Use of Device
(mm/ddlyyyy)
[JNo [] Other: S [] Repair (7] tnspection [¥] Reuse
] Replace [[] Patient Monitoring [[] Unknown
14, Manufacturer Name/Address Modification/ 9. If action reported to FDA under
[(JRelabeling [ A;us:naeg{‘ 21 USC 360i(f), fist correction/
removal reporting number:
D Other:

facility declined.

at a later time,

2951238~2014-00348,
2951238~2014~-00350,
2951238-2014-00351,
2951238~2014-00353,
2951238-2014-00355,
2951238~2014-00357,

2951238-2014-00361,
2951238-2014-00363,
2951238-2014-00366,
2951238-2014-00368,
2951238-2014~00370,
2951238-2014-00372,
2951238-2014-00374,
2951238-2014-00376,
2951238-2014~00378,
2951238-2014-00380,
2951238-2014-00382,

10. [ v] Additional Manufacturer Narrative

Cross Reference mfr.

2951238-2014-00359,-

and / or

Report numbers:
2951238-2014-00349,
2951238-2014-00350,
2951238-2014-00352,
2951238-2014-00354,
2951238-2014-00356,
2951238-2014-00358,
2951238-2014-00360,
2951238-2014-00362,
2951238-2014~-00365,
2951238~-2014-00367,
2951238-2014~-00369,
2951238-2014-00371,
2951238-2014~00373,
2951238-2014-00375,
2951238-2014-00377,
2951238-2014-00379,
2951238-2014~00381,

and 2951238-2014-00383

1. [] Corrected Data
No devices were returned to Olympus for evaluation.
Olympus offered an on-site visit to the user facility to
assess their reprocessing practices, but the user

The exact cause of the patient
outcome could not be conclusively determined.
additional and significant information becomes available
this report will be supplemented.

If

This i i

PE only to requirements of the Paperwork Reduction Act of 1995,

The public reporting burden for this collection of information has been estimated to average 66

minutes per response, including the time for revi ]
sources, gathering and maintaining the data needed, and completing and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this

collection of information, including sugg

hi

for red

ng existing data

ing this burden to:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staif

PRAStaff@fda.hhs.gov

OMB Statement: “An agency may not

conduct or sponsor, and a person Is not

required to respond to, a collection of
Information unfess it displays a currently

valid OMB contro| number.”
Please DO NOT RETURN this form to the above PRA Staff emall address.
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U.S. Department of Health and Human Services

' Mfr Report #: 2951238-2015-00230
Food and Drug Administration For use by user-facilities, R
MEDWATCH importers, distributors and manufacturers UFSportsr Repate:
FDA eSubmitter Generated Form 3500A I HANDANOBT mpnsie ER

A. PATIENT INFORMATION
4. Weight

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. [X) Adverse Event andlor [ ] Product Problem (e.g., defects/malfunctions)

2. Outcomes Attributed to Adverse Event (Checked all that apply)

[X] Death: 08/20/2013 (mm/dd/yyyy) [ )1 Disability or Permanent Damage
[ 1 Life-threatening [ 1 Congenital Anomaly/Birth Defect
{ 1 Hospitalization - initial or prolonged [ 1 Other Serious (Important Medical Events)
[ 1 Required Intervention to Prevent Permanent impairment/Damage (Devices)
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
05/13/2015

5. Describe Event or Problem

Olympus received a video clip which reported that 39 patients allegedly contracted E.coli after undergoing a procedure at the user
facility. It was reported that 18 of those patients had expired and seven patients had expired within 30 days after undergoing their
procedures. In addition, it was stated that one of the 18 patients who expired, underwent an endoscopic retrograde
pancreatography (ERCP) procedure which used an Olympus duodenoscope (model/serial number unspecified) and the patient
reportedly contracted a drug-resistant strain of E.coli. The exact cause of the patient's outcome cannot be conclusively
determined at this time. Originally, Olympus was informed of 37 alleged patient infections in which 11 patients had expired.

Based on the new information received Olympus will submit two initial MDRs to account for the 39 patients. (Please cross
reference 2951238-2015-00230 and 2951238-2015-00231)

Olympus followed up with the user facility to obtain additional information regarding the reported events by telephone and in
writing but with no result.

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
Pancreatic cancer and blocked bile duct

C. SUSPECT PRODUCT(S)
Section C is not applicable to devices.

D. SUSPECT MEDICAL DEVICE

1. Brand Name 2. Common Device Name
Duodenovideoscope Duodenovideoscope, Product Code: FDT
3. Manufacturer Name, City and State 4. Model # Catalog #
OLYMPUS MEDICAL SYSTEM CORPORATION Unk Unk
2051 tehiae:oho, Serlal # Lot #
Hachioji-shi
Tokyo 192-8507, JA Uk _NiA
Explration Date (mm/dd/yyyy) Other #
5. Operator of Device 6. Implanted Date (mm/dd/yyyy) 7. Explanted Date (mm/dd/yyyy)

8. Is this a Single-Use Device that was reprocessed and Reused on a Patient?
() Yes (e) No ( ) NoInformation

9. Reprocessor Name and Address 10. Device Available for Evaluation? (Do not send to FDA)

() Yes

(¢) No

( ) No Information

[ ) Returned to Manufacturer

11. ConComitant Medical Products and Therapy Dates (Excludes treatment of event)

E. INITIAL REPORTER

1. Namo and Address 2. Health Professional?
(¢) Yes () No ( ) NoInformation

Virginia Mason Medical Center A Oocaoilioe
1100 9th Avenue i P

OCA_0000445



U.S. Department of Health and Human Services
Food and Drug Administration

MEDWATCH
FDA eSubmitter Generated Form 3500A

For use by user-facilities,
importers, distributors and manufacturers
for MANDATORY reporting

Mfr Report #:

2951238-2015-00230

UF/importer Report #:

Form Code:

Seattle, WA 98101-2756, US
Telephone

.
Emai.

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. User Facllity or Importer
( ) UserFacilty ( ) Importer

Other Health Care Professional

4. Initial Reporter Also Sent Report to FDA?

() Yes () No (e) Unknown ( ) No Information

2. User Facllity/Importer Number

3, 4, and 5. User Facility or Importer Name/Address, Contact Person, and
Phone Number

CA, US

6. Date UF/importer Became Aware of Event (mm/dd/yyyy)

7. Type of Report
() Initial () Follow-up

8. Date of This Report (mm/dd/yyyy)

9. Approximate Age of Device

10. Event Problem Codes (Refer to coding manual)
Patient Code(s). 1735 - 1802
Device Code(s): 2303

11. Report Sent to FDA?

() Yes () No () NolInformation

12. Location Where Event Occurred

13. Report Sent to Manufacturer?
() Yes () No () NolInformation

14. Manufacturer Name/Address

G. ALL MANUFACTURERS
1

, 2. Contact Office - Name/Address/Phone Number

2400 Ringwood Avenue
San Jose, CA 95131, US

1, 2. (Continued) Manufacturing Site Address/Phone for Devices

3. Report Source (Check all that apply)

[ ] Foreign [ 1 Health Professional

[ ] Study [ 1 User Facility

(X] Literature [ } Company Representative
(x] Consumer [ ) Distributor

[ 1 Other

4. Date Recelved by Manufacturer (mm/dd/yyyy)
05/13/2015

5. PMA/510(k)

6. If IND, Give Protocol #

7. Type of Report

{ ] 5day ([X]) Initial ( ) Follow-up

H. DEVICE MANUFACTURERS ONLY

1. Type of Reportable Event
(¢) Death
() Serious Injury
( ) Malfunction
( ) No Information

2, If Follow-up, What Type?

] Correction

] Additional Information

] Response to FDA Request
] Device Evaluation

1 No Information

— e - -

8. Adverse Event Term(s)
2951238-2015-00230

3. Device Evaluated by Manufacturer?
[ 1 Not Returned to Manufacturer

() Yes [ ] Evaluation Summary Attached
() No

9. Manufacturer Report Number

4. Device Manufacture Date (mm/dd/yyyy)

5. Labeled for Single Use?

6. Evaluation Codes (Refer to coding manual)
Method Code(s):
Result Code(s):

() Yes (¢) No () No Information Conclusion Code(s): 67 -92

7. If Remedial Action Initiated, Check Type 8. Usage of Device ?Js!{: a:t’:él:ln rel trtect to I;Dﬁ; under %1
{ ] Recal [ 1 Notification () Initial Use of Device e T ——
[ 1 Repair [ 1 Inspection () Reuse

OCA_0000446



U.S. Department of Health and Human Services Mfr Report #: 2951238-2015-00230

Food and Drug Administration For use by user-facilities, .
MEDWATCH importers, distributors and manufacturers UPlimporter Raport
FDA eSubmitter Generated Form 3500A for MANDATORY reporting Form Code:

[ 1 Replace [ ] Patient Monitoring { } Unknown

{ 1 Relabeling [ 1 Modification/Adjustment { ) No Information

[ 1 Other

10. [X] Additional Manufacturer Narrative andfor 11. [ ] Corrected Data

The user facility has not provided the specific model and serial number of the scopes involved into the reported events.
Therefore, it is unknown if the user facility has returned the scope to Olympus for service or evaluation. As part of our
investigation into this report, Olympus dispatched an endoscopy support specialist (ESS) to the user facility to observe their
reprocessing practices. There was no reprocessing deviations noted, but the user facility was found to be using a non-Olympus
automated endoscope reprocessor (AER) and a non-Olympus flushing pump. The exact cause of the reported events could not
be conclusively determined at this time, but pre-existing condition of the patients could not be ruled out as a contributory factor to
the reported events. If additional and significant information becomes available at a later time these reporis will be supplemented.

The followin%; five reports will be supplemented to change the report type from serious injury to deaths:
2951238-2014-00352, 2951238-2014-00353, 2951238-2014-00354, 2951238-2014-00355 and 2951238-2014-00357

Please cross reference the remaining mfr. report numbers:

2951238-2014-00347, 2951238-2014-00348, 2951238-2014-00350, 2951238-2014-00351, 2951238-2014-00356, 2951238-
2014-00358,2951238-2014-00359, 2951238-2014-00360, 2951238-2014-00361, 2951238-2014-00362, 2951238-2014-00363,
2951238-2014-00364, 2951238-2014-00365, 2951238-2014-00366, 2951238-2014-00367, 2951238-2014-00368, 2951238-
2014-00369,2951238-2014-00370, 2951238-2014-00371, 2951238-2014-00372, 2951238-2014-00373, 2951 238-2014-00374,
2951238-2014-00375, 2951238-2014-00376, 2951238-2014-00377, 2951238-2014-00378, 2951238-2014-00379, 2951238-
2014-00380, 2951238-2014-00381, 2951238-2014-00382, 2951238-2014-00383

No files attached.
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