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Introdusction:

The Gastroenterology and Urology Devices Panel of the Medical Devices Advisory Commitiee
to the Food and Drug Administration met on May 14 and 15, 2015 to discuss recent reports and
epidemiciogic investigations of the transmission of infections associated with the use of
ducdenoscopes in endoscopic refrograde cholangiopancreatography (ERCP) procedurss in
hospitals in the United States. The panel provided scientific and clinical opinion related to
reprocessing of duodenoscopes and automated endoscope reprocessors based on available
scientific information.

Dav 1:
Dr. Stephen Ostroff, FDA Commissioner (Acting), provided introductory remarks emphasizing
the imporiance of the meeting and the Agency’s commitment fo ensuring patient safety in
procedures invelving reprocessed duodenoscopes and other endoscopes.

The FDA provided an gverview presentation on FDA’s timeline of events associated with ERCP
infections as well as a broader perspective on the Agency’s Jong term efforts related to

challenges in reprocessing of medical devices, an introdugtion to ERCP, an overview of
duodenoscopes and reprocessing procedures as well as automaied endoscope reprocessors and
sterilization and medical device adversg event reports. The FDA also presented in the afternoon
on the phases involved in responding to an ouibresk or other public health concern in addition to
different communicaiion methods.

on automated endoSCODIC FERTOCESSOTS.

The open public hearing session included presentations from the following professional
societies: American Society for Gasirojniestinal Endoscopy, Association of perioperative
Registercd Nurses, Gastrocnicrological Socicty of Australia, Intcrnational Association of
Healtheare Ceniral Service Matenial Maﬂagement? Society of Gastroenterclogy Nurses and
Associates and Society for Healtheare Epidemiology of Amerjca. In addition to the professional
societies, the panel heard testimony provided by a widower whose husband passed away from a
bacterial infection acquired during ERCP.

FDA invited speakers from two U.S. hospitals, an internatipnal hospital and the Centers for
Disease Control and Prevention fo present {o ihe panel. The invited speakers on dav one



mncluded: Margreet Vos, M.D., Ph.D. of Erasmus Medical Center (Netherlands), Zachary Rubin,
M.D. of UCLA Medical Center. and Andrew Ross. M.D. of Virginia Mason hMedical Center.
Each hospital provided their perspective on current methods implemented toc mitigate the risk of
patient exposure to bacteria from a reprocessed duodencscope. In addition, Alexander Kallen,
M.D_ M.PH. discussed CDCs outhreak investigation on duodenoscopes. F inally, dav one
concluded with a presentation by Michelle Alfa, Ph.D.. a researcher from University of Manitoba
{Canada} discussing her research on reprocessed ducdenoscopes.

Bay 2:
FDA invited speakers on day two included: Matthew Arduine, M.S_ Dr P H., William Rutala,
Ph.D.. M P.H. and Timothy Leighton. Dr. Arduino presenied CDC’s interim protocol for
surveillance of duodenoscopes after reprocessing. Dr. Rutala discussed his experience in shifting
from disinfection to sterilization for sasirointestinal endoscopes. Finally, Mr. Leighton
presented on behalf of the U S. Environmental Protection Agency and discussed worker
exposure and associated risks of eihviene oxide.

The open public hearing session included industry presentations from Nelson Laboratories, inc.
and 3M.

FDA Guestions:

The panel was asked to consider six FDA discussicn questions and the panel provided the
following recommendations:

1. Based on the methodoiogy and criteria for acceptance of cieaning, high-level
disinfection, and sterilization validation testing for both manual and automated processes, the
parel concluded that duedenoscopes and AERs do not provide a reasonable assurance of safety
and effectiveniess. The panel believes that manual cleaning is a critical component in the
process, thus needs to continue. Majority of the paneli also believes it is necessary io reclassify
duodenoscopes based on the Spaulding Classification from semi-critical to critical and support
the move from high level disinfection towards stecilization. Although, some panelists
maintained that high level disinfection is adequate. if done properly.

The panel unanimously agreed that ERCP is an important procedure and the use of
duodenoscopes during this procedure is safe and should continue fom a public health
perspective. The benefits of the procedure for the popuiation cutweigh the potential risks
associated with the use of duodenoscopes.

2 The panel discussed the role of pre-market human fastors testing In reprocessing
instructions and concluded human factors testing is important and therefore, should be a part of
the pre-market assessment. The panel supported a guide of best praciices and competency
assessmenis for ensuring user adherence with manufacturer’s reprocessimg msiructions.

3. The panel discussed cleaning agents and brushes differing from the duodenoscope
manufacturer’s insiructions and concluded that brushes or other cleaning agents should meet the
manufacturer’s specifications. The panel also agreed it is necessary to receive data from the
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manufacturer on the efficacy of brushes or other cleaning agents as well as the need for
development and validation of cleaning verification assays

4, The p nel d 1iscussed CDCs interim guidance for surveillance for bacterial contamination
of duodenoscopes after reprocessing and conchuded the onidance is not snfficient in the current
form fo be smpif:mumd by healthcare facilitiss as a best practice. The panel believes more data
and validation testing is needed before a surveillance program shouid be implemented by
healtheare facilities. Despite its imitations, the panel agreed the guidance provides a well-

documented outline for healitheare facilities.

5 The panel’s recommended approach for ensuring patient safety for ERCP s to discuss th
informed consent with patients and to provide information on the risk of infection fom the
procedure and to disclose if the health facility has had an issue with infections. Paiient selection
is also critical for ensuring patient safety. Patients should aiso be informed of the effects of
foregoing the procedure and provided alternatives to the procedure.

6. The panel discussed temporizing measures the FDA should consider when the FDA has a
medical device concern but niot enough information to determine the most appmpr;atc acticn
towards a resofuiion. The panel urged the FDA to provide early communication of the facts to
the public. The panel also stated the FDA should work with professional societies in an effort fo
disseminate a consistent message to healthcare providers.
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