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PROCEEDINGS 11:12 AM

M5. O LONE: Wl cone to the CGeneral Hospital and
Personal Use Devices Panel Meeting. M nane is Martha
O' Lone, and | am the Executive Secretary for the Genera
Hospital and Personal Use Devices Panel, and | would like to
wel cone everyone to the Panel neeting today, and if you have
not signed in, please do so at the sign-in desk just outside
the room | think I saw nost of you had signed in.

Also, at the sign-in desk | did have copies of the
agenda and information on obtaining a transcript of today’s
nmeeti ng.

To begin this neeting | have two statenents that
must be read into the record, and the first is the conflict
of interest statenent for the General Hospital and Person
Use Devices Panel Meeting for today.

The foll ow ng announcenent addresses conflict of
interest issues associated with this neeting and is nade
part of the record to preclude even the appearance of an
i mpropriety. The conflict of interest statutes prohibit
speci al governnment enpl oyees from participating in matters
that could affect their or their enployers’ financia
interests

To determine if any conflict existed the agency
reviewed the submtted agenda and all financial interests

reported by the Committee participants.



The agency has no conflict to report. In the
event the discussions involve any other products or firns
not already on the agenda for which an FDA participant has a
financial interest the participant should excuse him or
herself from such invol venent, and the exclusion wll be
noted for the record.

Wth respect to all other participants we ask in
the interests of fairness that all persons naking statenents
or presentations disclose any current or previous financia
i nvol vement with any firm whose products they may wish to
comrent upon.

Al so, for the purpose of today’'s neeting we have
an appointnent to tenporary voting status for two of the
panelists, and it is signed by Dr. Burlington. “Pursuant to
the authority granted under the Medical Devices Advisory
Commttee dated Cctober 27, 1990, as anended April 20,

1995, | appoint the follow ng people as voting nenbers of
the CGeneral Hospital and Personal Use Devices Panel for this
Panel neeting on Septenber 14, 1998,” and that is Dr. Yadin
David and Dr. Charles Edn ston.

For the record these people are special governnent
enpl oyees and are consultants to this Panel under the
Medi cal Devices Advisory Conmmttee. They have undergone
customary conflict of interest review. They have reviewed

the material to be considered at this neeting and those are
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the two itens | had to read.

I wll begin the formal introduction of the
panelists for the 33rd Ceneral Hospital and Personal Use
Devi ces Panel Meeting by having our Panel Chair, Dr. Elaine
Hylek introduce herself and then as we go around the room
have the rest of the Panel nenbers please introduce
t hensel ves .

| forgot to say one thing. On the agenda of the
Panel participants | did have Dr. Whitehouse listed as being
here today, and he is unable to attend. So, go ahead, Dr.
Hylek, sorry.

DR HYLEK: M nane is Elaine Hylek, and I am an
internist at Massachusetts General Hospital in Boston. | am
also, engaged in active clinical research at the hospital
and through Harvard Medical School with a nmaster’s in public
heal th and epi dem ol ogy and bi ostati sti cs.

DR DAVID. Good norning. M nanme is Yadin David.
| am Director of Bionedical Engineering Departnent at Texas
Children’s Hospital and St. Luke's Episcopal Hospital in
Houst on, Texas.

M. RYDER M nane is Marcia Ryder, and | am a
nurse consultant and a doctoral student at the University of
California, San Francisco in the Departnment of Physiol ogical
Nur si ng.

VMR ULATOANSKI : Tim Ulatowski, Division Director.
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DR, PEARSON: Michele Pearson, medi cal
epi dem ol ogi st in the hospital infections program at CDC

DR EDMISTON: Charles Edmiston, Associ ate
Prof essor of Surgery and Director of Surgical M crobiology
at the Medical College of Wsconsin.

M5.  AVI LA- MONCGE: Margaret Avila-Monge, nurse
practitioner in private practice and on the faculty at
Fam |y Practice Residency Program and other nursing
progr ans.

M. CHANDLER: Christine Chandl er, nurse
practitioner and faculty at Harbor UCLA, California.

MR, PALOVARES: Salvodore Palomares. | am Manager
of Regulatory Affairs for |1CU Medical. | am the industry
representative .

DR HYLEK:  Thank you. Today the Panel wll make
recommendations to the FDA regarding classification of
uncl assified washers and washer disinfectors. We will now
begin with the presentation fromthe FDA. As noted on our
agenda there will be an opportunity for nenbers of the
public and nmenbers from the industry to address the Panel

I would ask that all persons addressing the Pane
come forward to the mcrophone and speak clearly as the
transcriptionist is dependent on this as a neans of
providing an accurate transcription of the proceedi ngs of

t he nmeeting.



W are requesting that all persons nmaking
statenments either during the open public hearing or the open
Comm ttee discussion portions of the neeting disclose
whet her they have financial interests in any nedical device
conpany.

Bef ore making your presentation to the Panel in
addition to stating your nane and affiliation please state
the nature of your financial interests, if any.

Captain Barrett of the Infection Control Devices
Branch of the Office for Device Evaluation will now present
the topic of today’ s Panel for the FDA

CAPT. BARRETT: Good nor ni ng. My nane is Susanna
Barrett, and | ama reviewer in the Infection Control
Devi ces Branch. My task is to provide you background
informati on on washers and washer disinfectors intended for
processi ng reusabl e nedi cal devi ces.

Washers and washer disinfectors are devices used
to clean, decontam nate or disinfect and dry reusable
medi cal devi ces. The washers and washer disinfectors can be
el ectromechani cal or mcroprocessor controlled and may have
one or nore cleaning and decontam nation or disinfection
cycles to accommopdate a variety of reusable nedical devices.

The washers and washer disinfectors may cone in a
variety of nodels or types, such as single or nmulti-

chanbered units, wunits with single or double doors, free



standi ng or
directing fluid flow onto the externa

recessed.
nozzl es and adapters for
and internal surfaces
al so, have multiple

wal |
They have spray arms,
They nay,

reusabl e nedi ca
i nstrunents.

of devi ces.
accessory inserts such as specialized trays and racks for
di sinfection and

The washers and washer-di si nfectors have preset
decont am nati on or

devices with defined cycle

processing a variety of
The

cycles for cleaning,
dryi ng reusabl e nedi cal
par anet er s.
The types of devices that are processed in the
o~ washers and washer disinfectors include the so-called
“critical, semcritical and non-critical devices.
terms “critical, semicritical and non-critical” are based on
E. H Spauldin's classification system which is
predi cated on the relative risks associated with the
devi ce.
sterile tissue or body
use.
non-i nt act
use, but if
di sinfection

i ntended use of the reusable nedical
devi ces cont act
They should be sterilized between patient
mucous nenbranes or

Dr.
Critical
spaces
Semcritical devices contact
ski n. They should be sterilized between patient
sterilization is not practical then high-Ieve
devi ces contact intact skin and
use. Duri ng

is appropriate.
Non-criti cal
should at a m ni mum be cl eaned between patient

)
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t he cl eaning phase the washers, washer disinfectors may
automatically dilute and di spense a cleaning agent or the
user may be required to pre-dilute and add the cleaning
agent

The selection of the cleaning solution for the
machi nes may depend upon the types of soils found on
pati ent-contam nated reusabl e devices.

In some instances manual precleaning of patient
contam nated devices may be necessary before placing themin
t he washer or washer-di sinfector. The instructions for the
reusabl e device may require disassenbly, pre-cleaning and
precondi tioni ng because of conplex device design. In
addition heavy soiling of the reusable device may
necessitate pre-cleaning prior to placenent in the washer
and washer-di si nfector. The disinfection phase may either
be a thermal process using heated water or steam or a
chem cal process using a liquid chem cal germcide.

Factors that have an influence on the cleaning
process include such itens as the design of the washer and
washer -di si nfector, such as the location of the spray
nozzles and jet, the quality of water, the quality and type
of detergent used during the process, the washing, rinsing
and drying nethods, correct preparation of itens before
placenent, time and tenperature paraneters and operator

per f or mance



Ceaning is a critical step of any subsequent
term nal process. I nadequat e cl eaning can negatively i npact
the effectiveness of a term nal processing step, such as
sterilization or high level disinfection. In addition
i nadequat e cl eaning can expose the health care user to
di sease-causi ng organi sns.

D sinfection can be acconplished by either a
thermal or liquid chem cal process. The tenperature range
for thermal disinfection processes ranges from 60 to 95
degrees C. The microbicidal efficacy of the washer-

di sinfectors naking decontam nation clainms can range from

| ow| evel disinfection to high-level disinfection depending
on the defined process paraneters of time and tenperature.
The effectiveness of a thermal disinfection process can be
influenced by water quality, the reusable nedical devices
reaching and maintaining the necessary contact conditions of
time and tenperature and any residual bioburden remnaining on
t he cl eaned device. Thermal processes are usually suitable
for heat stable reusable nedical devices.

For washers and disinfectors with a liquid
chem cal disinfection cycle the selection of the liquid
chem cal germcide should be dependent upon the desired
| evel of disinfection for the reusable nedical device. Anbng
the factors affecting chem cal disinfection processes are

effectiveness and stability of the germcide after reuse,
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resi dual bi oburden remai ning on the cleaned devices, organic
load within the germcide reservoir, dilution of the

germ cide during use, contact tenperature and pH of the

germ cide and the design characteristics of the reusable
device . Chem cal disinfection processes are usually used for
heat -sensitive reusabl e nedical devices.

FDA has placed into several categories washers and
washer-di sinfectors that were in commercial distribution
prior to May 28, 1976, the date of the Medical Amendnents to
t he Federal Food, Drug and Cosnetic Act.

The list up there is the list of washers and
washer-di sinfectants that have been classified by
regulations . Washers and washer-disinfectors intended to
process only general purpose articles such as |aboratory
gl assware, pipettes, bottles and containers are considered
medi cal devices. They are, however, treated as general
purpose articles exenpt from registration under 21 CFR
807.65(c) and exenpt from 510(k) requirenents.

Washers for body waste receptacles are | abeled
only to wash and sanitize body waste receptacles such as
bedpans. They have been classified as a dass | device
under 21 CFR 880.6800 and are exenpt from 510(k)
requi renents of the Act.

U trasonic cleaners and any cleaning solution

which is used with the ultrasonic cleaners are to cl ean
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nmedi cal devices by em ssion of high-frequency soundwaves.
They have been classified as Cass | devices under 21 CFR
880. 6150 and are exenpt from the 510(k) requirenents of the
Act .

Contact |ens cleaners and disinfectors are used
for the cleaning and disinfection of rigid, gas permeable
and soft contact | enses. They have been classified as d ass
Il devices under 21 CFR 886.5918 and 21 CFR 886. 5925
respectively.

FDA consi ders washers, washer-disinfectors and
disinfectors for flexible endoscopes as accessories to
endoscopes . These are units that are dedicated solely to the
processing of the flexible endoscopes. Endoscopesg are
classified as Cass Il devices under 21 CFR 876. 1500.

Washers and washer disinfectors intended for
processi ng reusabl e nedi cal devices such as surgica
instruments, lunen devices, respiratory therapy equipnent
and ot her nedical devices are considered nedical devices
within the meaning of Section 201(h) of the Act. They were
| egally marketed nedical devices prior to the enactnent of
t he Medical Device Amendnents of 1976. They were not
i ncluded anong the devices that were classified in 1980 by
the CGeneral Hospital and Personal Uses Devices Panel. These
washers and washer-di sinfectors are not considered by the

agency as accessories to reusable nedical devices since they
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are not dedicated to a single type of reusable nedica

device . Consi dering the washers and washer disinfectors as
accessories to nedical devices could result in the sane
washer and washer-disinfector being placed in all three
medi cal devi ce cl asses.

FDA, therefore, has treated them as unclassified
devices until such tine as they are classified by
regul ation, The agency has received at |east seven prenarket
subm ssions for these washers and washer-disinfectors and
has reviewed themin a manner simlar to other Cass Il
devi ces. The reviews focused on the follow ng types of
information and data: | abel i ng, performance test data
i ncludi ng physical performance test data, sinulated use test
data with actual devices inoculated with a known chall enge,
in—use test data with the washers and washer-disinfectors
used in a clinical setting, toxicological evaluation of
resi dues of any process agent, material conpatibility,
software and electrical safety requirenents.

The FDA recogni zed that there was confusion anong
the regul ated industry on whether these washers and washer-
disinfectors are devices subject to premarket requirenents
of the Act. On June 2, 1998, FDA issued an industry
gui dance entitled Quidance Docunent for Washers and Washer-
D sinfectors Intended for Processing Reusable Medica

Devices clarifying the regulatory status of these
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uncl assi fied washers and washer-disinfectors

I'n August 1998, the agency rel eased for coment a
draft guidance entitled “Q@uidance on the Content and For nat
of Premarket Notification 510(k) Subm ssion of Wshers and
Washer-Di sinfectors . " The draft guidance for these washers
and washer—di sinfectors incorporated the review criteria
that was used to review the previous prenmarket subm ssions.

The draft guidance recomends the follow ng types
of information be included in a 510 (k) subm ssion:
| abel i ng, physical performance testing, sinmulated and in-use
testing with actual nedical devices, toxicologica
eval uati on of any process residues, software validation and
el ectrical safety and el ectromagnetic conpatibility
requi renents

The information in the 1998 guidance is very
simlar to the information recomended in the draft guidance
from aut omat ed endoscope reprocessors which was released in
August 1993.

The agency had previously issued a gui dance
docunent on May 3, 1995, for cleaning accessories such as
enzymatic cleaners, detergents and lubricants for the
washers and washer-disinfectors . The gui dance docunent
states that if the labeling for a cleaning agent does not
bear any clains that the cleaning agent will cure, treat,

mtigate or prevent any disease or condition that the use of
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the cleaning agent is critical to the performance of or
dedi cated to any specific device or that the cleaning agent
will disinfect or sterilize devices, the cleaning agent will
be treated as a general purpose article under 21 CFR
807.65(c) and exenpt from premarket notification
requi rements of the Act.

Many European countries have devel oped standards
for washers and washer-disinfectors. Standards devel opnent
is progressing in the European Commttee for
St andar di zation, the standards devel opment organization
associ ated with the European Union. The Internationa
Organi zation for Standardization is liaising with CEN to
devel op international standards for washers and washer-

di sinfectors used to process general nedical devices,
endoscopes and bedpans.

The potential risks associated by these washers
and washer disinfectors include increased risk of nosocomial
infections if the devices fail to perform adequately. The
washers and washer disinfectors can fail to clean adequately
devices with conplex designs or heavily soiled instrunents
prior to a termnal process such as sterilization
| mproperly cleaned devices may negatively inpact the
ef fectiveness of a term nal process. Processing in the
washer and washer—di sinfectors, alone, nmay be the termna

met hod for sone reusabl e nedi cal devi ces. Failure of the
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washer and washer-disinfector to achieve the cycle
paranmeters for the termnal process may result in the use of
i nproperly decontam nated or disinfected nedical devices.
These failures nmay not be detected prior to the use of the
processed nedical devices on patients.

QG her potential risks include inconpatibility of
the reusable device with the cycle paraneters of the washer
or washer-disinfectors resulting in damage to the reusable
nmedi cal device, exposure of patient and health care user to
chem cal residues renmaining on reusable nedical devices from
washer-disinfectors with chem cal disinfection cycles,
el ectrical hazards such as electrical shock to the user,
el ectromagnetic interference with electronic conmponents of
the washer and washer-disinfector resulting in firmware
failures, software failures, release of toxic fumes from
washers with a liquid chemcal germcide disinfection cycle
and burns caused by exposure to hot water or the liquid
chem cal germcides used in the disinfection step.

The Panel is being asked to recomend an
appropriate classification for washers and washers-

di sinfectors intended for processing reusable nedica
devi ces.

A proposed definition for these unclassified
washers and washer—di sinfectors is a general use washer or

washer-disinfector is a device intended for nedical purposes
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to clean, decontam nate or disinfect and dry reusable
nmedi cal devi ces.

The Panel is asked to consider the following: Is
it appropriate to have one class for washers and washer-
disinfectors that is independent of the types of reusable
devi ces processed in the washers and washer-di sinfectors?

Alternatively, should there be subcl asses of
washers and washer-di sinfectors dependent on the types of
clainms and/or types of reusable devices processed? \Wat are
the specific device subclasses that you would recomrend for
each cl ass?

Finally, what criteria, if any, would you
recommend if washers and washer-disinfectors were classified
under one class or subcategorized according to clains and/or
types of devices processed? These recommended criteria
could be itens such as special controls. Exanples of
special controls include 510 (k) guidance docunents, FDA
recogni zed voluntary standards, |abeling or postnarked
surveil l ance.

Thank you.

DR HYLEK:  Thank you for your conments.

Are there any questions that the Panel would Iike
to ask Captain Barrett?

DR. DAVI D I have a question about definition.

Can you clarify if the definition includes all the
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parameters or it can be a part of the, what is the
definition? Specifically I am |ooking at the drying cycle.
Are you including that?

CAPT. BARRETT: I amnot quite sure | am follow ng

your questi on. The proposed definition that we have?

DR, DAVI D Yes.

CAPT. BARRETT: And whether it includes the drying
cycle or whether it can just include clean and decontani nate
or disinfect?

DR. DAVI Dt Ri ght, vyes.

CAPT. BARRETT: W included drying in the proposed
definition because in many of these processes it is
continuous from beginning to end where you start in clean
and end up with a reasonably dry device. So, for consistency
sake, because it is not quite sure where to draw a line
between how to -- we have just done the whole thing, to
include the entire process.

MR ULATOABKI:  The device nay have sone or al
the characteristics defined in the classification. If it
did not have a certain aspect of a process then it could
still fall within the definition.

DR DAVID. Yes, that is exactly what | am trying
to determne.

CAPT. BARRETT: It is a broad, general definition

DR EDMISTON: |In our thought processes we are
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just going to be contenplating reusable devices, correct?

CAPT. BARRETT: Yes.

DR.  EDM STON: So, we shouldn’t even fall into
mnd the issues that are evolving daily on the reprocessing
of single-use itens by these devices?

CAPT. BARRETT: That is probably appropriate for
anot her Panel neeting.

MR, ULATOWEKI : | would concur. That is certainly
a controversial area and certainly an inportant area for
di scussion, but it is not part of today’'s discussion of this
particular classification, put it raises an interesting
i ssue for discussion in the future.

DR EDMISTON: Because it nay inpact on
reclassification of these devices again.

MR ULATOWSKI: It may have an inpact as things
devel op over tine as things are going these days but for the
time being this is the definition as we have proposed.

DR HYLEK:  Any other questions for Captain

Barrett?

Ckay, thank you

W will now proceed to the first open public
sessi on. If there are any nenbers of the public who would

like to address the Panel, please raise your hand?
O any individuals fromindustry, also, desiring

an opportunity to address the Panel?
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Ckay.

MR ULATOWSKI: Dr. Hylek, if | mght add with
bringing this to the Panel we are trying to close the |oop
on the entirety of devices that are used in reprocessing of
nmedi cal devices so that we are entirely covered in terns of
classification and guidance for products, particularly as we
enter this period now where we are, also, closing the loop
on standards in regard to nedical devices. (ne thing | was
mentioning was a standard under devel opnent right now in
Eur ope .

Not too |ong ago we had several gaps in the
process of devices that were not subject to oversight,
premar ket oversight, the germcides, for instance, certain
cleaners but this particular aspect in terns of
preprocessi ng of devices deserves a conprehensive approach
to regul ati on and gui dance, and as we nove forward | think
we are still a little segnented in terns of how FDA has
devel oped its gui dance and sone instructions and
recomrendations for testing and design, but we intend to,
over tinme and very soon to try to harnonize and integrate
the various types of guidance that we provide to the
i ndustry on the sorts of design and testing reconmendations
that they should proceed wth.

It is a mxed bag and one product relies on other

products. The sterilizer relies on the washers. The washers
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rely on what people do before they are stuck in the washers.
The reusable the device has its own | abeling and
instructions that people have to pay attention to or else
everything else may not work. So, it is a conbination of
factors that we are trying and going to continue to try to
integrate into a schene of direction and testing and
gui dance that will be helpful to not only manufacturers but
to users because | think users you know better than | are
often confused or don’t have a full picture of what to do
quite often with certain devices. They cone down to central
services, and they don't know what to do half the tine |
think with sone products, and so they follow a certain
schenme and direction, and we are going to try to provide
with the help of the industry and others a nore unified
gui dance and direction in terns of |abeling and other things
to help users out and manufacturers.

DR HYLEK: You may certainly conme up if you would
like to address the Panel at the mcrophone and state your
nane, affiliation and any financial interests.

MR MUSCARELLA: My nane is Lawence Muscarella
and | do research and devel opnent at Custom Ul trasoni cs.

That is ny only financial association. Two questions, the
first one is a lot seens to have been done with regard to
fl exi bl e endoscopes in this field, and if | am understanding

this correctly it seens as if when | was reading this
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everything I was reading was applying to flexible
endoscopes . Yet we were saying we are exenpting it. My
question is cannot whatever is used in the flexible
endoscope situation be used as a nodel for applying to any
of these other devices? The guidance article tal ked about
processing reusable nedical instrunents. \Well, a flexible
endoscope is a reusable nmedical instrunment. So, | am not
quite sure why we have gotten to far with flexible
endoscopes but we are kind of asking these questions about
ot her reusable nedical instrunents of which of course,
fl exi bl e endoscopes is one. That is nmy first question.

My second question is a shorter one. W are
talking a |ot about washers and washer-disinfectors here and
I am wondering why we are not talking about sterilizers and
washer sterilizers as well and what overlap they m ght have;
if that were another issue, what issues may come up with
that that would be germane to the topics today.

DR HYLEK: Dr. Ulatowski or sone other expertise
from Captain Barrett, if you would each of you want an
opportunity to address that question.

MR ULATOABKI: Yes, | wll address that. | woul d
i ke to ask Susanna, also, Captain Barrett to respond. The
purpose of this Panel neeting is to classify a certain type
of device that we have characterized in terns of our

proposal, and we nentioned early in Captain Barrett’s
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presentation that the flexible endoscope reprocessing
devices were in our consideration already classified. So,
they are not the subject of today’'s consideration.

Nw, | think we properly identified a certain
group of devices for classification today, but if there is a
guestion about that particular grouping, excluding the
f1exi bl e endoscope washers, if there is sone clarification
needed there then maybe we can tal k about that, but those
are off the table for today.

MR MJSCARELLA: | guess what | amsaying if |
could just follow up for a second is they nmay be off the
table but can they be wused as a nodel w th whatever
infrastructure was devel oped for classifying them can they
be used for, | am presuming rigid endoscopes, for hybrid
regi on endoscopes that have flexible distal ends to them
that can be used in simlar procedures?

MR ULATOMBKI:  You are saying the devices that
are used for flexible endoscopes or in what terns of a nodel
are you --

MR MJSCARELLA:  What ever your guidance article is
and whatever your classification is for flexible endoscopes,
it is not clear to me why that is not just being applied to
t hese other reprocessed reusable nedical instrunents.

MR ULATOWSKI: | think as we have devel oped

gui dance for the washers and washer-disinfectors we have
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taken our experience and history with certain 510(k)
premarket notifications and applied that to our guidance and
in | think many cases a lot of the recomendations in our

gui dance play along the lines of what we have been asking
for or seeing for flexible endoscope washers, but that
doesn’t necessarily nmean that would be, we wouldn't reach
for the high end of data recomendati ons depending on what
the intended use of the product was. SO if there was

anot her type of washer we may ask for a | essor anount of
data dependi ng on what type of device it was.

Yes, | think what we learned is a nodel for what
comes, what has cone forward in terns of our guidance, and
maybe Susanna could tal k nore about that.

CAPT. BARRETT: The gui dance for the reusable, for
the washer, washer-disinfectors, the unclassified washer,
washer-disinfectors is based on the guidance that we put out
for the autonmated endoscope reprocessor. So, we have done
that . The reason that these unclassified as | nentioned
washers and washer-disinfectors are not considered as
accessories to a nedical device is because they are not
dedi cated solely to one type of nedical device as the
endoscope reprocessors are dedicated solely to the
processing of flexible endoscopes and those reprocessors
were considered as accessories to flexible endoscopes and as

a result they are considered nedical devices, and they have
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the same classification as the flexible endoscopes which
woul d make them a Class |1 device.

MR MUSCARELLA: (kay, | appreciate your comments,

and the second question was in the purview of our
conversations today. Wuere do washers and washer-
sterilizers fall into this whole schene?

CAPT. BARRETT: \Washer-sterilizers are part of the
sterilizer classification.

MR MUSCARELLA: Thank you.

DR HYLEK: I would like to ask if M. Ursick
would be willing to step up to the mcrophone from Steris(?)
just so the Panel could have all of the information at our
di sposal and hear all different perspectives and viewpoints.
It mght be helpful if you wouldn’t mnd so that we can all
hear it and share in your reconmendation that you supplied
t he Panel nenbers right before we started.

Thanks .

MR URSICK: | am Raynond Ursick with Steris
Corporation, and | have no financial interests in the
conpany other than being enployed by the conpany. W did
submt sonme witten comments to Martha, and it really wasn't
too far off with what Susan has recomrended, essentially
that different classifications should apply to the use of
the device which would be certain -- of course, endoscope

washers fall under Cdass Il for general purpose articles;
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bedpans, etc., would be a |lessor classification. W felt
that that should fall under a Cass | wth perhaps design
controls; if there is software associated with that, it
woul d take on design controls and as | understand and
probably surm se nost of the devices do utilize design
controls today or utilize software controls. So, probably
design controls would apply, but actually | would reconmend
that the majority of the washers, washer-disinfectors which
have been around for quite sonme tinme, and FDA and industry
are intimately famliar with, would fall into a dass |
cat egory. If a washer or washer-disinfector takes on a
particular claimfor a particular device and FDA is famliar
with the paraneters of that device, it should take on the
classification of the device as an accessory to that device,
but I would recomrend that the majority of devices fall into
a Cass | for general purpose surgical instrunments, etc. |,
and | think that is pretty nuch the context of what we
submtted as comments.

DR HYLEK: GCkay, any questions for M. Ursick from
the Panel just to clarify different things.

DR. DAVI D: I have a question about the user
training as maybe one of the weak |links in your
recommendat i on. How woul d you address that?

MR URSICK: W do provide or everybody does

provide | would assune |abeling specific to the device,
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detail ed operator’s manuals and the majority of industry or
conpani es do provide operator training courses either at the
conpanies or at the facilities upon the installation of the
devi ce. That is generally how we have handled it.

DR. HYLEK:  Go ahead.

MR PALOVARES: Wth regard to the washer
disinfection is the device intended to restore the reusable
device to its original sterility level?

MR, URSI CK: It really depends once again on the
claim If it is a washer, and they are claimng a termnal
process then that would be the application for that device.
Most washer disinfectors aren’t claimng a termnal process.
They are generally recommended for further sterilization. |
think as Susan pointed and Tim or M. Ulatowski that if you
cannot wash it, you cannot sterilize it and that is our
concern right now.

DR HYLEK: So, isthat a standard disclainer if
there is sonmething that does not pretend to be --

MR URSICK: The washer is not a termnal process.

MR. PALOMARES: So, these devices are really
i ntended to washing reusable devices that are --

MR URSICK: It depends what the purpose of the
device is. I mean if they are safe to handle, sonetines
that is the claim You are claimng a | owlevel

di sinfection which allows the devices that are washed and
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disinfected to be safe to be handl ed by hospital personnel
Sonme are washed and a high-level disinfection would be then
di sinfected for use, whichever that application mght be.

DR. EDM STON: Let me ask a question because sone
i ndividuals who don’t interact with CS or are involved in
operating them not be aware of the type of material that
t hese devices attract. There is always a disclainer in
terns of the device, a reusable nedical device, what it
| ooks like prior to washing and disinfecting. For instance,
ort hopedi ¢ device that may have bone chips or other type of
organic nmaterial you would never nmake a claim that follow ng
washing of these devices that this is a term nal process.

MR. URSICK: That is correct.

DR EDMISTON: so, reconmendations would be
witten into performance standard indicating a certain |eve
of cleaning has to occur prior to that device being put
i nside the instrument.

MR URSI Ck: That is correct.

MR PALOVARES: As a follow on you had, al so, made
the statenent that you need further processing for term nal
sterilization then.

MR. URSICK: W don’t mmke clainms for the
i nstrunents being washed. That is up to the instrument
manuf act urer.

MR PALOVARES: But these devices are intended --
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MR, URSICK: Wat we do is according to our

| abel i ng make recomendati ons of devices that can be
processed in those washers or washer-disinfectors. It is up

to the manufacturer to validate and qualify their devices
for that particular process.

MR,  PALOVARES: | understand that, but please go
with ne on this just for clarification? |[|f the manufacturer
of the washer-disinfector is claimng that it can be used
for reusable devices to what extent are they stating that
this product has been sufficiently cleaned or disinfected
for reuse?

MR URSICK: | amnot certain | amfollow ng you
Li ke I said, once again, washers are used for a particular
application. It is up to the manufacturer to qualify them
to ascertain and determne to what |evel they can be
processed.

MR.  PALOVARES: Ckay.

MR ULATOWSKI: | think one problemwth these
general purpose washer and washer-disinfectors is the issue
of not being dedicated to a particular device. So when you
do your testing and you set your end point expectations it
is tough to say, “Wll, given this type of process and these
parameters we are going to end up with a device that has a
certain level of cleanliness. “ Wen you throw anything and

everything in there it is hard to set paranmeters and



)

28
expectations, and so in the design of the washer and washer-
di sinfector you establish certain criteria that you think
are going to handle the greatest extent of possibilities of
devices that are going to be put in there, and on the flip
side what M. Usick was, also, playing on and alluding to
was that the reasonable device manufacturer has a role here,
too, to label their product appropriately and to say that
with our device you can stick it in this kind of machine
under these certain types of paraneters, and it should cone
out okay.

so, it is ajoint effort of the washer
manuf acturer to have certain paraneters and to test their
product under general sorts of conditions but, also, the
reasonabl e device manufacturer specifically for their device
to validate conditions that are appropriate for their
device . It is a two-edged sword.

DR. EDM STON: I think the problemw th these
devices is that you can have a wonderful device but if it is
not used properly it is not going to be an effective device,
and | think that is the role of the professiona
organi zati ons that devel op guidelines, practice guidelines,
especially ARN or APIC(?) that see that these devices get
used appropriately within their sponsored institutions.

M. RYDER sSo, there is no list per se of devices

that would fit under each of these categories? |t is
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specific to the manufacturer and what they recommend? |
nmean is there a list of --

CAPT. BARRETT: Wat we have seen is that the
| abeling for these devices will identify a variety of
products that can be processed and they will cone in, and
they will, also, have sone special trays that are dedicated
for certain types of devices. They will have trays that are
set up for processing |unen devices so that they have the
speci al i zed hookups for directing fluid flow through
internal channels.

They will, also, have trays that are designed for
doi ng bedpans. So, the general use washer can do bedpans. It
may wash the rigid endoscopes, the instrunents that are used
with a rigid endoscope. They may have specially designed
trays and adapters for that, and then again it nmay, also, do
other trays just for doing general surgical instrunents,
glassware. So, it is hard to draw a distinction or a line
as to what the washer is used for because it can be used for
a variety of purposes, and it is not dedicated just to one
particul ar purpose, and it may have different cycles
dependi ng on what is being washed. It may have a cycle that
is designed for doing bedpans and then again it may have a
cycle that is designed specifically for respiratory therapy
equi pnent, such as the bags and the tubing.

MR PALOVARES: So, is FDA saying that the end
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user is responsible for validating the use of the washer for
their specific purpose?

CAPT. BARRETT: No, what we ask the washer
manuf acturer to do is to validate and do testing,
performance testing for the cycles and to use exanpl es of
the type of devices that it recommends that are conpatible
with its device .

The reusabl e device manufacturer or the device
manufacturer is responsible for saying that it is a device
for doing specifics. If a washer manufacturer is saying, “I
can process |lunen devices, " then testing needs to be done
with |unmen devices to support that claim not every |unen
device that is out there but representatives of types of
| umren devices that they say they can do.

DR. EDM STON: | see as critical to this
performance standards because if you look in reality, if you
| ook at how infections occur and the role of ¢cs it is very
rare for a device such as your conpany nmanufactures or
others to fail and be responsible for the infection. It is
much nore common for a breakdown in the education of the
cl eaning of the equipnent to play sonme role in infection.

So, performance standards are extrenely inportant because we
base those standards in part on how we devel op our
gui del i nes .

MR, PALOVARES: Wiere are the devices going to be
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used? Are they for device restorers or central supply in a
hospital facility?

MR URSICK: Cenerally for the hospital

CAPT. BARRETT: Are you talking about the washers?
They may, also, be in sonme stand-al one surgical centers.

MR. PALOVARES: But they were not intended for the
assi stance of device restorers to use in restoration of
reusabl e devices then?

CAPT. BARRETT: Are you talking remanufactures?

MR PALOVARES: Basi cal ly, vyes.

MR URSICK: They could be for scientific use but
I nean for the purpose of this Panel and the purpose of this
di scussion it is for health care use.

CAPT. BARRETT: It could be the sane device if it
is used in a |aboratory setting would not be a nedi cal
device but once you start making clainms for nedical devices
it becones a nedical device.

M5. RYDER: Wuld it not, also, be applicable to
alternate care settings, long-term care facilities or
outpatient clinics?

CAPT. BARRETT: Yes .

MS. RYDER: Because you said, “Hospitals.”

MR URSI CK: Sure, health care settings.

CAPT. BARRETT: Health care facilities of any --

DR HYLEK: I have a question just for nmy own
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education about the Cass | and putting a |ot of these nore
general nedical devices under the COass I. If you have a
complicated tool that is used in colorectal surgery that is
going to be placed in one of these washers, washer-
disinfectors that is clearly going to be used in another
body cavity, like currently what are we doing with those;
they are basically put on the sane setting as the rigid --

CAPT. BARRETT: They woul d - -

DR HYLEK: And are we safe putting those types of
devices with that one classification, is that the best way
to go? | nean just for discussion purposes, | nmean we have
such a ganmut of devices to try to consider and wei gh burden
to industry and everyone else and | am just wonderi ng.

CAPT. BARRETT: One of the drawbacks to trying
that could occur is if you look at it in terns of the clains
made for the product or the types of devices processed in
the product you may have the sane product in all three
cl asses because if you are going to nake a claimthat you do
general purpose articles | believe that it would be limted,
the |abeling would be limted to general purpose articles.

If we ook at it as in terns of accessories to
medi cal devices, then if you had a claimas an accessory to
a nore conplicated device the washer disinfector nmay
possi bly be kicked up into the next class such as a { ass

I, and if you should ever process a PVA or Class |IIl device
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in there you mght find that you need a PVMA for the washer-
di si nfector.

W, in our approach have tried to ook at it as
nore general and come out with what we think would be an
approach to cover all the bases and not be so unduly
burdensone by |ooking at the device itself independent of
any particular device process in it and what we have asked
for in terns of performance testing is based on the clains
bei ng made for the product.

so, in terns of the testing that would need to be
provided, it is dependent on what is nade, the claim If
the claimis only for a cleaning claim then that would be
all that a manufacturer would be required to provide is data
to support any cleaning claimthat they nake for the
product .

DR. EDM STON: In reality it would not be unusual
for a device to on one hand be used for cleaning of
gl assware possibly and in sone other cycle to, also be used
for cleaning of trocar or sonme other type of material. Is
that correct?

CAPT. BARRETT: Correct.

DR EDMISTON: So, these instrunments really are
mul ti purpose; aren’t they, these devices?

CAPT. BARRETT: Correct.

MR ULATOWSKI : If I mght add, you nentioned
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performance standards and in ternms of professiona
organi zati ons and devel opment of guidance which is certainly
very inmportant, and Captain Barrett nentioned that the
enmergi ng European standard, the international standards
organi zation is wrking along with the Europeans on it, and
that standard is split in three ways. It is split on the
short end with bedpans, on the long end wth endoscope
washers and then there is a mddle ground, the general
purpose devices. So, there is kind of a harnony here in how
we proposed it in terms of the products as well.

DR. HYLEK: | am also, curious if anyone has any
data about if the term nal process |ike how many, what is
the real public health burden if an instrument isn't quite,
| wouldn’t use the word “sterilized” but disinfected through
that termnal procedure if you then put it into the
sterilizer; do we have data of colony counts on that
i nstrunent post the whole process? Wat is the real
absolute risk opposed to sort of the relative risk of
conferring, you know, highly resistant organisns? Is it
high? Is it low? |Is it in the mddle? Does anyone have
any of that sort of m crobiol ogy?

DR EDMISTON: There is sufficient evidence that
suggests if equipnment is not cleaned appropriately that it
can convey infectious particles especially if organic

material is a residue on that surface, be it fat,
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subcut aneous tissue. Overall, however, the onus has really
been on CS, the personnel in CS to ensure that these devices
are cleaned, working with the performance guidelines for the
various devices that are avail able.

Again, in nmy 20 years of experience it has been
rare that we have had this breakdown of equipnent resulting
in infection. It does occur, but quite often there is a
probl em wi th mai ntenance of the equipnent. Quite often
there is a problemwth the cleaning of the equipnent, in
other words cleaning of the inside bins once they have
pul l ed the devices out and, also, because, to be perfectly
honest with you the people who are enployed in Cs are
usually the lowest paid people in the hospital. Wth
consolidation of many of our hospitals supervisory staff may
be responsible for one or two units within the hospital. W
as infection control practitioners and professionals have
had to give special interest to this area to ensure that
training levels stay up. That is why | see perfornmance
information extrenely inportant because it functions as a
guideline for us, but yes, your answer is infectious
particles can be conveyed on surgical instrunents or other
type of instrunents. That is why from an infection contro
perspective we are using nore and nore disposable itens |ike
bedpans and bl ood pressure cuffs and thernoneters where we

think there is a high incidence or potential for nosocomial
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di ssem nation of sone of these organisns.

DR. HYLEK: So, we would all agree that behavior
is probably fueling a ot of the problem with mcrobia
resi stance which is unfortunately the one thing that we
often cannot change, and we continue to try.

I would like to just share sone recent incidence
rates from Mass General Hospital as far as multiresistant
organisms . W have a 15 to 20 percent incidence now of
resi stant pneumococcus. W have a 15 to 20 percent
i nci dence of methicillin-resistant Staph. aureus, and we
also, have a 3 to 5 percent incidence of vancomycin-
resi stant enterococcus, VRE, and froma clinician s
perspective and the patient and nursing staff and everyone
involved in patient care, the inefficiencies introduced into
a busy norning rounding on a general nedical service when
you have to gown and gl ove and mask for, | am not
exaggerating, about every fifth patient it is burdensone,
and those rates of gowning go up, | would al nbost want to use
the word “exponentially” when you go to step-down rehab
hospital s where those are the population of patients that
are really just in and out of the general hospital, sick
patients and al nost every other room has sone. Now , what
conmponent of that could possibly be eradicated with | ooking
closely at this issue today | am not sure. | am curious,

Dr. Pearson, of CDC, do you have any thoughts with your
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backgr ound?

DR PEARSON: I think ny experience is that
antimcrobial resistant pathogens, just |ike nost other
nosocomial pathogens are spread via the hands of health care
wor kers as opposed to being primarily device related. so, |
think in terms of what we are tal king about today that would
not be a major contributor in ternms of nosocomial outbreaks
or nosocomial transmi ssion of -- | nmean there is always the
exception, and there is always the rarity, but | think nost
of the pathogens you have alluded you to cone to or result
fromsort of just fundanental breaks in infection controls,
you know, not inappropriate hand washing or inappropriate
use of barrier precautions.

DR, HYLEK: If there are any other coments for
the Panel we have a few nmonments, but | nust request that you
approach the m crophone for the benefit of our
transcriptionist and pl ease state your nanme, affiliation and

any financial interests you m ght have?

Thank you.
MR CAl NE: My nane is M chael Caine. | ama
mar ket manager for Geninger-Castle (?) . I have no financia

interests other than being an enpl oyee of the conpany. The
terms "low-level, internediate-level and high-Ievel
disinfection historically have been defined or neant by

chem cal nmeans, and | would like to know if the FDA is going
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to provide any guidelines for this related to thermal, ppist
heat as opposed to chem cal because there is quite a bit of
confusion there, and also, | would like to know | guess how

the FDA would differenti ate between washer and washer-

disinfector?
CAPT. BARRETT: I wll start with the second one
first . A washer is a device that only makes a cl eaning

clabm It would not nmake a disinfection claim A washer-
disinfector would nmake a disinfection claim It could be
decontam nation or it could be up to higher degrees.

MR CAINE: | believe that is where | amtrying to
go. | don’t know what those definitions are.

CAPT. BARRETT: A washer would sinply say that it
cl eans the devi ce.

MR. CAI NE: But in doing so, if it renoves al
biocburden then it could be high-Ievel disinfectant.

CAPT. BARRETT: But it would not make a high-1|evel
disinfection claim

MR, CAINE : Ckay, so, | could submt as a washer
but still do higher |evel?

CAPT. BARRETT: You could submt as a washer but
the labeling for the product could not make any disinfection
clains for the product.

MR CAI NE: Ckay, and related to therma

gui del i nes?



CAPT. BARRETT: W have tried to be consistent
across the board in terns of what we | ook at when we | ook at
di sinfection clains regardl ess of whether it is by thermal
or a chemical process. So, we use basically the sane --

MR  CAl NE: Criterion?

CAPT. BARRETT: Criteria.

MR  CAI NE: Ckay, thank you.

DR. HYLEK: Is that it for conments, questions?

So, why don’t we adjourn at this point for |unch,
and we will reconvene in this roomat one-thirty.

Thank you.

(Thereupon, at 12:12 p.m, a recess was taken

until 1:32 p.m, the sane day.)
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AFTERNOON SESSI ON 1:32 PM

DR HYLEK: Before we broke for lunch you will all
renenber that | had asked a question if anyone had any data
that would help us with the actual public health risk of the
washer disinfectants and what the colony count |oad m ght be
on instrunents after the process, and | was wondering if M.
John Friend could share with the Panel and everyone here the
data you have?

MR.  FRI END: My nane is John Friend. | am Vice
President of Regulatory Affairs for Advanced Sterilization
Products, a conpany within the famly of conpanies with J&J,
Johnson & Johnson, and | am a stockhol der within that
conpany.

In response to Dr. Hylek's comment about published
data dealing with bioburden post washing in two recent
articles that appeared in AJIC, American Journal of
Infection Control, one witten by Ratolla et al and the
other one from Chan Myers et al, they referenced that type
of data. They did not equate nosocomial infection rates,
but they did talk about reserve organisns, mncrobes that
were present pre-washing and then they did speciation post-
washing and | am not here to offer any type of expert
commentary or testinony on these articles but rather to
address a comment that you had nmade, Madane Chairman

DR HYLEK: Are there any nore coments from
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i ndustry?

No? All right, anyone else wishing to address the
Panel before we begin?

Ckay, we will now begin our Panel deliberations to
classify washers and washer disinfectors. Any nenbers of
the Panel that have questions should indicate what
information they require during these proceedi ngs. W have
fornms for classification for each individual Panel nenber
and one formthat is to be conpleted when the final Pane
recommendation is taken after the Panel has voted.

I would like to have Dr. David assist as noderator
for this portion of the Panel deliberations due to his
recent experience with the dassification Panel

Dr. David?

DR. DAVID: Thank you, Chairman. \Wat | would
like to help the Panel to do is to continue the open neeting
at this session and to go through the charges that were
provided to us, those three charges addressing the issue
related to the docunent that we have to vote on, and we wl|l
start with the first question that they asked the follow ng
i nformati on: Is it appropriate to have one class for
washers and washer-disinfectors that is independent of the
types of reusable devices processed in the washer and
washer —di si nf ect or s?

What | would like to ask the Panel is to
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contribute their angle as far as what they are aware of or
| earned fromthe data presented to us.

Wul d anybody care to start with an opinion?

DR. EDM STON: If we look at the distinction
between a washer and a washer-disinfector the claim per se
of a washer is that the item device, whatever is being
pl aced inside that is being cleaned to a specific |evel that
may involve renoval of organic material or whatever. There
is no claimfor disinfection or sterilization.

My question is should we separate washers from
washer-di sinfectors and | ook at washers as a separate entity
for classification?

DR. DAVID: And the argunent?

DR. EDM STON: The argunment woul d be that washers
as | perceive them would fit easily into Class | as opposed
to washer-disinfectors because the premse is that we are
renmovi ng contam nation, thereby potentially reducing the
risk into a higher category, Cass I1I.

DR. DAVI D: So, as you look at the risk/benefit by
definition you are saying that we have actually the
possibility for one or two classes and if we separate those
two devices out, we wll be addressing a different |evel of
requi renent

DR EDMISTON: O risk, of intrinsic risk.

DR. DAVI D: Ckay. Any additional opinion or
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support?

M5. RYDER | guess your one word that you just
made seens inportant in that you are indicating that there
is an intrinsic risk rather than a known risk, and Dr.
Pearson commented earlier that from the CDC's perspective
that a majority of nosocomial infections do not cone from
nmedi cal device related directly but from hand transm ssion.
Do we know what percentage of nosocomial infections occur
because of this type of infection? | mean what is the risk?

DR. PEARSON: The brief answer to that is no, we
don’t know. I would say in a qualitative way it appears to
be | ow. If you | ook at diseases and/or outbreaks in
hospitals that have been attributed to inproperly sterilized
device in a washer that is not sonething we see or hear
about much at CcDC. So, can one say that the risk is zero?
No. But how great the risk is, I don’t think we can
guantify that.

MS. RYDER So, we are nmaeking a decision on a
percei ved ri sk

DR DAVID. And, also, perhaps it is an issue of
expectation by definition wth cleaning versus disinfecting.
Wth disinfection you have higher requirenment for scientific
support of handling pathogens conpared to washi ng.

so, in looking at the first question, what we hear

fromthe Panel so far that there is an argunent to
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differentiate between the two categories of devices, the
washers and washer-disinfectors based on cl ai m nade.

DR HYLEK: I am curious about one thing. Are
they usually the same instrunment? | nean are like 100
percent of these units really washer with the disinfectant
comng or does it make any practical sense to think of these
in terns of two different entities?

CAPT. BARRETT: What we have seen is one unit that
will conme in with a cycle in which the rinsing stage w ||
have paraneters that could qualify as a disinfection step
so, the question becones at what point do you draw the line
bet ween a washer and a washer-di sinfector because it nmay be
the sane process all the way through.

DR EDMISTON: And it depends on where it is
pl aced. If it isinaCS, it is nore than likely going to
be a washer disinfectant system as opposed to another
facility that is essentially washing gl assware from the
| aboratory, chem stry |aboratory.

CAPT. BARRETT: It is the essentially washing
| aboratory or only washing |aboratory glassware or what we
refer to as general purpose articles then the washer is
considered a general purpose article itself and woul d be
exempt from 510 (k) requirenents.

DR HYLEK:  Wen you say, “GCeneral purpose, ” can

you just iterate a list of what would be Iike gl assware?
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That seens --

CAPT. BARRETT: d assware, test tubes, pipettes,
Petri dishes, bottles, those types of itens, itens that you
mght find in a research |aboratory.

DR HYLEK: Wthout infection transmssible risk
t hen.

CAPT. BARRETT: They are not nedical devices. They
are not used on patients. So, we wouldn't consider them as
a medi cal device.

DR HYLEK: So, just, | guess that we are clear on
what our tasks are we are really sort of |ooking at the
washer disinfectant?

CAPT. BARRETT: You are | ooking at a machine that
woul d be used to clean, decontamnate or disinfect, dry
nmedi cal devices, and nedical devices would include surgical
instrunents . It could include the rigid scope. It could
i nclude respiratory therapy equipnent. It could even
i ncl ude bedpans. These devices aren’t dedicated to a
particular type of nedical device. They are used for a
variety of devices. It is like your dishwasher at hone I
guess is the best | can do. You can do your, sone of them
may be designed to do a cycle for your crystals and your
china, and you may have a different cycle just to do your
regul ar glass, your everyday dishes and stuff, and that is

the closest analogy | can cone to how these devices are
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used.

DR. EDM STON: | guess the issue is since we knhow
these are multipurpose devices and we don’'t know what the
potential end use is going to be, then there is a high
probability that a single device, washer-disinfector may be
used to clean materials that have a low intrinsic risk as
opposed to materials that mght have a high intrinsic risk.

DR. DAVID: That is why | thought that what we are
progressing towards is a claimbased differentiation between
the two. What is the claimyou nade for the washer versus
di si nfectant?

DR. HYLEK: Rght . 1 think we are all confortable
if it was a, you know, lower risk of transm ssion of
infection, not, you know, being in one of these critica
areas, you know, luminal or body cavity mucosal surface that
we would be confortable with just one class, Oass |, but
you know what is the best route to take if you are trying to
enconpass this broad spectrum and what is the best way to
go?

DR EDMISTON: | would agree with you on that
perspective

DR. DAVID: And if you take the washers out, then
you are focusing on the specific class of devices that not
necessarily do you need to drag washers into.

M5. RYDER Dr. Edmi ston addressed this norning
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that in his feeling the real issue was one of perfornmance
standard as to whether the efficacy of these was real or
not . Is it possible to put themin a ass | wth sone
performance standard regulation? If we did that, what would
we be mssing? Wat regulatory aspects would be missing by
not putting themin Gass Il that would make a difference?

DR. DAVI D Let us go through the questions if we
can because | think this would fall into one of the
foll ow ng questions we are having. | just want to nmake sure
we conclude on the first and nove on to the second and
third.

Yes?

MR, ULATOWEKI : We can answer that question before
nmoving to the questionnaire. The Class | designation relies
upon as the questionnaire will indicate to you genera
controls as the neans to ensure the safety and effectiveness
of the product which includes quality systens, regulations,

a good many factoring practices, for exanple, certain
records and reports requirenents. You had the training this
nor ni ng about general requirenents.

Class Il is where the special controls kick in. If
you believe that through your answering the question you
believe that safety and effectiveness will be ensured, wth
the use of special controls then that |eads you in another

direction towards Cass I1. Special controls consist of,
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may consi st of guidance docunents or standards or other
sorts of controls that will be discussed in your
questionnaire. So, it depends what you in your exam nation
of, first of all the question is are you going to be lunpers
and splitters and then secondly, what degree of control do
you need in terns of ensuring safety and effectiveness?

DR. DAVI D If I amnot wong in the presentation
this norning there was a possibility for a Type 1 class with
some special controls.

DR. PALOMARES: No, there is actually, for Type 1
i ndustry would be obligated to submt a 510 (k) if it wasn't
exenmpt from 510 (k) . They would have to follow quality
system requi renents. They would have to follow conpl aint
handling, etc., but there wouldn’t be any performance on the
devi ce per se. It would be mainly just general controls
that all manufacturers have to follow

so, if we want to put special controls, specia
| abel i ng gui dance docunents that would default the products
to a Cass Il designation.

DR. EDM STON: So, efficacy would have to denote
some performance, wouldn’t it? To determne the efficacy of
an item you would have to have sone baseline performance to
val idate that efficacy. I's that true?

MR ULATOWSKI: Performance conmes in in two

different respects depending on the degree of control you
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want . Performance can cone in, for exanple in terns of a
special control where there is a voluntary consensus
standard or there is a guidance docunent which outlines in
terns of the guidance docunent a recommendation in terns of
testing and perfornance. In terms of a voluntary standard
it may outline certain performance criteria.

Perfornmance, also, come into play though in d ass
| under design controls where you have an expectation to
understand the design requirenments for the products and you
have desi gned the product accordingly and you have tested it
accordingly. So, even in Oass | there is an el enent of
performance inherent in that |evel.

MR PALOVARES: So, are we really tal king about
i ntended use for the device if we are just saying that it is
intended to be a washer and then if it is a washer-
disinfector it is a different intended use?

MR ULATOMBKI: That is for the pleasure of the
Panel to decide whether you want to, as | said, lunp or
split in terns of the control necessary to ensure safety and
ef fectiveness for the products.

DR. HYLEK: It would seemif the manufacturer is
claimng disinfection that that seens to raise if that is
the claimbeing made, | could easily see that being a d ass
11, if you are saying that you have a term nal process. So,

a washer wouldn’t really fit into that definition. | nean
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they are saying, “W wash. W don’'t wash and disinfect. ”

MR PALOVARES: And that is how industry is | ooking
at it. The control should match what |evel of control is
necessary. So, if you are just washing a bedpan per se it
shoul d have general controls. If you are saying, “w are

going to disinfect it to a certain level,” then yes, you
shoul d have sone sort of performance expectation, such that
you would have to show that your washer disinfector would
renove a certain level bioload on the product.

DR HYLEK: So, if we want to feel confident
putting in a surgical clanp from a colorectal surgica
procedure that is going to be thrown into the sane unit in
t he basenment that everything else is going to be thrown
into, then we are going to have to assune and cover that
hi gher risk instrunent | would think to protect patients and
so it seens |like we are noving toward Class Il for the
di si nf ect ant

MR PALOVARES: For the disinfectant | would
concur that it should be nore along the lines of a dass I
but for a straight washer nore likely general controls d ass
[

DR DAVID: So, from just summarizing the
progression of the Panel discussion, therefore, the first
itemin the first charge to the Panel | would like to

verify that we have reached an agreenent as to the
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appropri ateness of having one versus nultiple classes for
washer and washer—di sinfectors, and what | hear the Panel is
suggesting is that we are recommending that there will be a
separate class for washers than for washer-disinfectors; is
that correct?

M5. RYDER | agree.

MR ULATOWBKI : | mght add that in a final rule,
a final regulation for a washer or washer-disinfector it
m ght be described in a certain way as we described it under
the definition and then can they within the same regul ation
be split into two parts which we have done with nany
devi ces. For exanple, the definition mght say what the
definition says as Susan presented to you. A washer,
washer-di sinfector is to wash and disinfect and dry reusable
devices and then it may subcategorize within that regul ation
to say, A if it washes is intended to wash devices it is
Cass |I. B, if it is intended to wash and wash di si nfect
devices it is Cass IlI. | am just playing out the way it
m ght be described in the regul ation.

DR EDMISTON: That seens very reasonabl e.

M. AVILA-MONGE : Which is actually the first two
guestions up there. Then it would be a yes to No. 1. It
woul d be appropriate to have one class and then go down to
subcl asses within that class.

MR, ULATONBKI : It would be one regul ation
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M5. AVI LA- MONGE: One regulation with two
subcl asses is what you are descri bing.

MR ULATOABKI : That is one option

M5. AVILA-MONGE: So, it would be one class with
subcl asses .

MR ULATOWSKI: It would be one regulation with
two subcl asses.

M5. AVILA-MONGE:  Wth two subcl asses, and the
subcl asses then woul d handl e the wash versus washer-

di si nfector?

MR ULATOWSKI: |If that is the pleasure of the
Panel to do it as an option that way.

MS. RYDER: Just as a point of clarification and
forgive ne if it has already been made clear, but I amstill
a little confused. Is it possible for ne to go and buy a
washer that only does that and then be able to buy sonething
el se that does both?

DR. DAVI D First of all, let me answer that as a
user | can go and buy a washer, certainly, yes, and the
other issue is that we don’t know if tonorrow you m ght have
nore options like this, and | feel that based on the
scientific evidence that there are two |evel of perfornmance
that we are tal king about here, and we |eave that
opportunity for industry to claimone versus the other.

M. RYDER : Thank you.
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MR. ULATOAMSKI : | couldn’'t see one that used the

germcide to have a, | nean it wouldn’t play out that it
woul d have a washing claim because of the germcide being
there, but thermal process there is a possibility.

CAPT. BARRETT: I think it mght depend, also,
upon the tenperature range of the thermal process as to
whether it is just a washer or whether there may be sone
inmplied claimof disinfection, also, because of the contact
conditions for the rinse cycle or the cycle paraneters that
that would | ead someone to think that there is, also, in
this washing claim an inplied disinfection claim especially
if the rinse cycle is running sonmewhere between 9to 95
degrees C for 2 or 3 mnutes which if | renmenber correctly
are the disinfection clains that are listed in some of the
Eur opean standards and the cycle paranmeters for disinfection
that are listed in sonme European standards, | think the
German standard and naybe, al so, the Swedish

MR PALOMVARES: But as long as the manufacturer
doesn’t claimit as a disinfectant --

CAPT. BARRETT: If they don't claim inply
explicitly or anything then it would be a washer, but there
could be in terms of how they presented the product it would
have to be presented only as a washer, but | would, also,
like to remind the Panel that the washing is your first

step. So, who well you clean a device may inpact any other
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steps down the I|ine.

M5. AVILA-MONGE: So, if you follow that |ogic,
then it would seemthat it would lead us still to | ook at
one regulation with subclasses in order to differentiate the
details of the possibilities?

CAPT. BARRETT: You could do that if that is the
way the Panel wants to go

MR ULATOMNBKI: It is our role at FDA not to nake
t he reconmendati ons. You are to nake the recommendati ons.
W will bring you to water, but you have to nake the
choi ces,

M5. AVILA-MONGE: My fear in breaking it up into
two classes as was originally suggested, washer versus
washer-di sinfectant and then going into each of them |
think there mght be sone overlap that if we handled it by
one regul ation and then the subclasses within it we mght be
able to better define the details for the possible
variations a little easier than going wwth two regul ations
or two cl asses. I amtrying to think through the process.

DR HYLEK: It is just hard in ny mnd to equate
beakers and gl assware and pipettes that really don't have a
ot of infection-transmssible risk with, again, using the
anal ogy of henpbstats in surgery where it doesn’'t seem to be
quite the sane as thinking of one in terns of Cass Il, the

bedpan or the beaker opposed to if there is clearly a claim
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that states, "We are very confident that our term nal

process is going to give you the nost effective pre-stage to
sterilization, “ that that is a pretty lofty statenent and
there should be sone nore, | would think nore stringent
standards to make sure that is the case as opposed to naking
everyone no matter what their washer was intended to do

wi thout the disinfection part of it.

CAPT. BARRETT: Again, washers that are dedicated
to general purpose articles are exenpt and bedpan washers
have already been classified as Cass | and are exenpt. So,
if they are dedicated solely for those particular itens they
are exenpt. Wen they are used for all types of devices
including the nore conplicated devices, then they |ose the
exenption, say, for general purpose washer, if you include
medi cal devices into that, into the labeling or infused in
t hat washer or washer-di sinfector.

DR EDMISTON: | don’t see any problem Are we
having a debate on the class between Cass | and Cass |1
because | don’t really see any distinction here. | see
t hese washer-disinfectors as being intrinsically placed in
Class Il because of the kinds of materials that are going to
be used in them | don’t see any distinction between a
henostat or any other type of surgical or nedical device
that may have been used to examine a patient or penetrate

sone body cavity.
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DR. HYLEK: | agree with that. Since Captain
Barrett just informed us that if it is not an actual nedical
general purpose it is already exenpt. So, the bedpan is
al ready exenpt. So, that exanple of the general purpose is
already off the map. So, it sounds like we are talking about
medi cal instrunents, devices which seens --

CAPT. BARRETT: The thing is if the washer can
have accessory trays, racks, you may process bedpans in this
washer; you nmay, also, process henostats in this washer. You
may, also, process general surgical instrunents, |unen
devices, respiratory therapy. These are used for such a wide
variety of different types of devices that there will, in
fact, be overlap between some that one time if they limted
the clains would be considered exenpt but if they add nore
stuff, nore types of devices to it then they |ose the
exenption. So, the question then becones what does the
Panel recommend that we do.

DR. DAVI D: So what we seemto be avoiding is
having a | aundromat down in CS where you have different
machi nes for different devices because that wouldn’t be the
practice.

DR. EDM STON: | don't think we can differentiate
how these devices are going to be used. so thisissue of
washer, washer-disinfector is irrelevant. | think we are

tal ki ng about washers-disinfectors and in that case ny
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personal belief is that these are Cass |l devices.

DR DAVID: So, if we go to our original synopsis
it mght be that we said that washers and washer-
disinfectors can be in one regulation and two different
cl asses, washers in one and disinfectors in another

DR EDMISTON: So, we are saying that everything
woul d be dass I1. Let us put a nunber out there. So,
everything is Class | or Cass I1?

DR DAVID: Everything as far as washer is a class
that we haven't decided, but let us say for these purposes
it is | and everything that is disinfecting is Cass Il

DR EDMISTON: You see the problemthat | have is
that we don’t know how these devices are going to be used,
and industry is going to have to nake sone claim pursuant to
the class we put it in.

DR. DAVID. Then | follow what you are saying, and
| think that what | would Iike to do is poll the Panel and
see how would you like to recommend that we will do that,
realizing that we are tal king about general purpose articles
to be cleaned and/or disinfected. Do you want to have one
regul ation with one class or one regulation with two cl asses
or two regulations? In other words, washers and washer-

di sinfectors should be in the sane single class?
DR EDMISTON: As | understand what the question

posed before this Panel is we have one regulation, should
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there be one class or two classes, not whether there shoul d
be two regulations altogether and as a Panel we have to | ook
at what is the risk/benefit fromthis. Really for a washer

we are not expecting any reduction in mcrobial |oad. We

are just saying that it will clean the thing and for a
disinfector we are saying that it will reduce it to a
certain extent. It is not terminal. W agreed as a group |
believe earlier that there is still termnal sterilization

t hat can occur |ater on.

MS. S CHULMAN : May | say sonething? Marjorie
Schulman. Wth the 510(k) stuff | just want to get you off
track on one thing. The one regulation with two subcl asses
or the two regulations is really just housekeeping for us.
So, please don't get hung up on that because there are nany
regul ations that are divided into two parts and then there
are many that have just a different CFR nunber.

DR. EDM STON: Could you do me a favor then?
Could you interpret for me what | had said earlier under
t hat presence?

M . S CHULMAN : I think you are on the right
track. Your question is do you want to have, and let us
just call them regul ation. If you want to have one
regul ati on for washers and one regul ation for washer-
disinfectors, you would go through those sheets that we went

over this norning twice, one for the washer, one for the
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washer - di si nfector and see where you cone out for both of
them You may find that they both cone out in Cass Il
You might find out they both cone out dass I, one or the
other. So, | think that is your question there, how you
want to split.

DR. EDM STON: | guess the question | had, is it
prudent to discuss washers as a separate entity since --
will washers actually be sonething that will be purchased as
a separate entity that do nothing but wash? | suspect that

is not the case or am| wong?

MR PALOVARES: | think you may be m staken on
that sinply because you could just wash bedpans. You don’t
need to disinfect them and if you needed to disinfect or
sterilize a device, whichever you wash, you can use
sonething as a steam sterilizer or --

CAPT. BARRETT: | don’t know that that is true. You
have to renmenber that as you are washing you nay be
nmechani cally renmoving bioburden and there is in the process
of washing a reduction in bioburden, not only mcrobial but,
also organic. So, it becones a little bit at what point does
washing stop and you start hitting disinfection, starting
with the |owest |evel of decontanination and then going on,
and again, sonetimes sonme devices processing in these
machi nes nmay be the only step that you need to do, and even

if it is just cleaning has the device been adequately
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cleaned to make it safe to handle; are the paraneters of the
washi ng cycle sufficient so that when a health care user
pi cks up the device for whatever purpose, even if it is a
term nal processing, the cleaning step has been adequate to
make the device safe to handl e.

MR, PALOVARES: But that all relates to the claim
that the manufacturer submts with the device.

CAPT. BARRETT: They may still only make a
cleaning claim for a semcritical or critical device which
is to be termnally processed with another step.

MR, PALOVARES. And that is okay as long as you
are saying that it is clean. If you are going to clean it,
but you set it up such that the process can actually
sterilize it, well, then the manufacturer is just
short changi ng hi nsel f.

CAPT. BARRETT: W are not talking about
sterilization.

MR, PALOVARES: D si nfect, excuse ne.

CAPT. BARRETT: Disinfection.

MR. PALOVARES: You can overkill on devel oping a
product to clean it to the point where it can disinfect, but
as long as you claimthat it is used as a cl eaning device
that is all it can be used for.

DR EDMISTON: You see, from a m crobiol ogical

perspective when we say that sonething is clean, we don't
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di scuss the word “disinfectant” or we don't say, "It is
sterile. » W say, "Itis clean. " And what does clean nean?
Do we attach a performance standard to clean? | think this
IS a germane issue. | don’t think we want to get involved
in that issue.

DR. DAVID: The point | think that Salvadore is
making is that it is the claimthat we based upon what is
the claim of the manufacturer for this device, if it is to
clean versus is it going to be disinfecting.

DR EDMISTON: | understand that.

DR. DAVI D So, what | would like to do is to see
if we can reach an agreenent anong the Panel as to how we
want to handle that realizing that we went around the issue
of regulations and classification and now we are at the
poi nt where we understand that the question, are we dealing
Wi th washers as an entity versus washer—di sinfectors as an
entity or do you want to lunp the two together. That is the
questi on.

so, let us -- you are smling.

DR EDMISTON: | wll let sonebody else start
first .

DR PEARSON. Are we taking a poll? | will start.
| say lunp them

DR. DAVID:  Cxay.

DR EDMISTON: | aminclined to lunp them too,
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into one cl ass.

M5. AVILA-MONGE: | do, also.

DR. DAVID. Do?

MB. AVI LA- MONGE: One | unp. | am a | unper

M. CHANDLER: | agree to conbine them

MR, PALOVARES: | believe that we should separate
theminto two different classes.

DR DAVID: Ckay. Mar ci a?

MS. RYDER: [ will lunp as well. Could | say that
with a caveat?

DR DAVI Dt Sure.

MS. RYDER | thought what | heard earlier was
that if | buy a washer that the only thing I am going to use

it for would be general use itens or bedpans, but --

DR DAVID:. No, that is separate.

M. RYDER: Ckay, those are already exenpt. So,
what would | be purchasing a washer for that | would use
only a washer and not a disinfector for that isn't in those
two categories?

MR, PALOVARES: | believe previously you had
devices that were classified as accessories to those. So, a
washer for a bedpan would have its own classification. Wat
they are taking out and please correct ne if | amwong is
that they are just taking the full ganmut of all general

devi ces. There is one washer for that.
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DR. PEARSON: It seens to ne that the exenption is
already in place for general purpose itens which are non-
patient care type itens and, also, non-critical itens like
bedpans. So, basically we are tal king about sonething to
clean a semicritical or critical device which to ny way of
thi nking that should be at least a Cass II. | nean we are

not tal king about non-critical devices, and we are not
tal ki ng about non-patient care itens. W are tal king about
something that is going to come in contact with a sterile
body cavity or non-intact skin or a mucous nenbrane. Am
msinterpreting that?

DR. DAVID. No, you are doing fine, but let us
nove on here.

Go ahead. Can you identify yourself?

DR LIN Chiu Lin. | am the Branch Chief for
I nfection Control Devices Branch, ODE It seens to ne as |
sit here listening to the Panel, it seens that it is kind of

confused. So, maybe | would sort of repeat what Captain
Barrett presented this norning. In the past the agency

al ready has sone classified washer and washer-di sinfectors
based on the risk of the device that it poses for soneone.

If it is a washer or washer-disinfector used just for

| aboratory glassware or so-called “general purpose” articles
t he agency has determined it is exenpt from 510(k)

so, if we use it just for body waste receptacle
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then we have been already in the classification this is
Class | exenpt, that if this is just strictly for flexible
endoscope we treat although it has not cone through this
Panel but we treat as an accessory to endoscope which is
Class Il. So, obviously that washer—disinfector we treat as
a Cass Il device. So, right now remaining is the washer-

di sinfector used for any other nedical device and that could
be Class |I. It could be Cass Il. It could be dass Ill, and
so the Panel under this so-called “unclassified washer” and
"washer-disinfector" yhether that should be dass | or O ass
[l or Cass III. | think that that is the Panel’s
challenge, and one nore thing I, also, wanted to clarify.
Maybe for the sane washer or washer-disinfectant there are
probably several cycles that are up to the user to control.
You can set up a cycle just for washing purpose. You can
have a cycle you can set up both for washing and
di sinfection or you can just set up for disinfection. So,
could be we have one machine that could perform all those
function. So, you need to keep that in m nd.

Thank you.

DR. DAVID. Thank you very nuch for the

clarification. I wll just throw ny vote for a conbi ned and
the Chairman will vote if we just need to break a tie, |
guess.

DR. HYLEK: I woul d, also, conbine, I|eaning
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toward G ass Il designation

DR. DAVI D So, with that I would like to nove on
then, and alternatively should there be a subclass of washer
and washer-disinfectors dependent on the types of claim
and/ or types of reusable devices processed? Wat are the
speci fic device subclasses that you would recommend for each
cl ass?

so, if we conbine those, the question now is what
is the class for the device.

M. 0° LONE : If you take yes to No. 1, the
guestion was asked should there be one class. So, if you
don’t say, “Yes,” to one, then you would have an
alternative . That is what we are tal king about.

DR. DAVI Dt Ckay, thank you

MS. O LONE: It is alittle hard to wite these
qguesti ons.

DR DAVID: So, the third itemthen is finally
what criteria if any would you recommend if washers and
washer disinfectors were classified under one class or
subcat egori zed according to clains and type of devices
processed? These recommended criteria could be itens such
as special controls, guidance docunents, perfornmance
standards, postmarked surveillance, |abeling, etc.

Should we go to the format this point and start -
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MR, ULATONEKI : | just had a comment in regard to

the third question on what criteria. It is kind of putting
the cart in front of the horse a little bit. Certainly it

is appropriate to reflect upon what sorts of neasures are
out there to control safety and effectiveness, but the
guestion as worded kind of presupposes a classification, a
recommendati on has already been made to a certain extent.
so, | would consider the question as pondering the sorts of
controls that are out there but to nove to the
classification questionnaire to get down to a box in terns
of class before you cone to sonme qualification of them as
speci al controls or whatever. Do you understand the gist?

DR. DAVI D: So, what will be the next step then is
to nove on to the docunent and go through the questionnaire.

MR PALOVARES: A point of clarification? 1If we
are going to classify themall as one class does that
elimnate the previous established classes |ike glassware
washers as an accessory?

DR DAVID: No. This is separate because we are
tal ki ng about separate device categories.

MR PALOVARES: So, this is strictly just for
general purpose if it covers a full ganut of devices.

M. 0 LONE: I don’t know if | can add sone
clarification to this or not but I wll try. Genera

purpose as you nentioned is a hard word to use here because
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we have general purpose washers, and so we have kind of
| ooked at the idea of a general use washer when we are
tal ki ng about these because there are other uses besides
what general purpose washers are and dedi cated washers are.
so, it gets a little tricky that way. That is one of the
t hi ngs that gets confusing. | am sorry.

DR DAVID:  Ckay, we have two forns, one called
t he suppl enent data sheet and the other one general device
classification questionnaire, and it was suggested this
norni ng that maybe we want to do the supplenentary first.

M5. OLONE: W should do this one first.

DR DAVID. Ckay, and the Chairman would fill in
one for the Panel or each one?

M. 0°LONE: There is a little bit of direction to
the Panel, but for this particular part we tal ked about each
person will have his own classification sheet to fill in,
and that will be passed forward and collected and then as
the final vote cones after we have gone through this we wl
make one final sheet that is the recommendation from you as
a Panel that incorporates the final vote.

DR DAVI Dt Ckay. Ms. Schulman, please take us
through the first two lines there?

M. S CHULMAN : Ckay, generic type of device, and
guess we have agreed that it is the washer and washer-

di si nfector. I's that correct? Correct me if | am wong.



N

68

DR. HYLEK: | think that is correct.
MS. SCHULMAN: And the classification

recommendation we fill in afterwards. Just a couple nore
housekeepi ng ones. Pl ease renenber that a nedical device
should be placed in the |Iowest class which will provide

adequate controls to reasonably ensure the safety and
effectiveness of the device, and questions 1, ,and 3
pertain to the degree of risk of the device and can be
answer ed broadly.

so, question 1, is the device life sustaining or
life supporting?

(There was a chorus of no's.)

MS. SCHULMAN: Do you want to go around?

DR. DAVI D I would suggest that if there is an

exception to what we hear from the Chairnman, then we will

have a debate. O herwise we will nove ahead. So, on
guestion No. 1, | heard no.

Question 2?

M. SCHULMAN: Ckay, question 2. I's the device

for use which is of substantial inportance in preventing
i mpai rnent of human heal t h?
DR EDMISTON: Yes.
DR DAVID.  So, question No. 2 is yes..
M. SCHULMAN: Ckay, question 3, does the device

present a potential unreasonable risk of illness or injury?
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DR DAVID: No.

DR HYLEK: That is hard to answer because we
don’t really have the nosocomial infection rates of the
particular units that we are trying to describe. So, it is
hard to in sone definitive way say, “Yes,” or “No,” and we
don’t really have the m crobiology behind the --

DR DAVID: If you use the device properly does it
present an unreasonable risk of illness?

PARTI Cl PANT:  No.

DR. DAVI D: If you use it properly?

DR. HYLEK: It sounds like it should be no then.

DR DAVID: So, the answer to three is no

M. SCHULMAN: No. 4, did you answer yes to any of
t he above three questions?

DR, DAVI D Yes.

M. SCHULMAN: That is yes?

DR. DAVID: No. 4 is yes

M. SCHULMAN: Because we answered yes to No. 2,
bel i eve. Ckay, if yes, we go to No. 7. Is there sufficient
information to establish special controls to provide
reasonabl e assurance of safety and effectiveness? First we
answer yes or no to that, and then if the answer is yes, we
go and list the special controls.

(There was a chorus of yes.)

M.  SCHULMAN: Ckay, so the answer is yes.
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DR DAVI Dt The answer to No. 7 is yes.

M. SCHULMAN: Ckay, then it is classified in
Class Il and now is the tinme for that |ast question where
you ponder to go through and we will nane the specia
controls for Cass Il

DR. HYLEK: In addition to namng would you m nd
if you have the expertise to describe actually what these
woul d entail and what the burden to industry would be so
that we can sort of weigh in on what seens reasonabl e,
unl ess there is soneone on the Panel because | don't --

DR. DAVID :  You have all of Cass | applied here,
registration, record keeping, good manufacturing practices.

DR HYLEK: No, | nmean if you are | ooking at No. 7,
what does performance standard entail? What does postnarked
surveillance entail? Wat does the patient registry entail?
What does the device tracking entail? You know, which of
these, | don't think we can really check the appropriate
boxes without really knowi ng what each one, how long it is
in place, who enforces it, who checks it; you know, how does
i ndustry respond to all of these different --

MR, PALOMARES: Industry would respond to FDA for
each of these itens as stated. It is |like postmarked
surveillance . That is nore along the lines of device
tracking, and so they would have to be able to identify

where their product is in case they need to be recalled or
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renmoved from the market.

DR. HYLEK: So, that is the rationale for device
tracking is mainly for recall, struts breaking off the
clamshell for the ASD repair. | mean is it that type of
thing? So, that doesn’t really apply here. Ckay.

M. SCHULMAN: The second one, performance
standards is, a performance standard is sort of rule nmaking
and there is a difference between performance standards and
gui del i nes or gui dances.

Go ahead, Tin®

MR ULATOWSKI: Performance standards we are
tal king about regulatory standards which is a standard that
FDA promul gat es. Nw, that is different from voluntary
consensus standards such as 1SO0 standards and AAMI standards
of that type which can be special controls but are not the
performance standards indicated there.

DR. DAVI D: So, the question here is do we have
vol untary guidelines or standards out there?

MR. PALOVARES: They are promnul gating. If yQu
remenber early in the training that stated that 1S0 as well
as CDN was devel opi ng standards along these lines. Those are
voluntary standards, and what woul d happen is as
manuf acturers would submt a 510(k) for these devices if it
does fall into the dass Il, if industry is follow ng those

standards, FDA woul d expect the manufacturer to, also,
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conmply with those standards as well.

DR. DAVI Dt EPA or other agencies, do they have
any --

MR, ULATONEKI : Not specifically for these types
of devi ces. The only standards as stated were the emerging
Eur opean standards, and there are, also, other applicable
standards like electrical standards and other standards that
m ght apply, but they are all voluntary consensus standards
that are --

DR EDMISTON: G ve ne an exanple of a potenti al
performance standard for a washer-disinfector? \Wat would
be a potential performance standard? Wuld it relate to the
ef ficacy of the device?

MR, ULATOABKI : Yes. The particular standard being
devel oped that we have alluded to has design and perfornance
criteria as part of the standard.

MR PALOVARES: | think to help the Panel if you
can give a sanple of an existing performance standard versus
what is a voluntary one.

MR, ULATONEKI : There is only a couple regulatory
standards that are on the books. So, that is a poor -- |
cannot give you nuch there anyhow. There is a |lead standard
that FDA recently pronulgated. There is another standard in
the ventilator area.

DR EDMISTCON: But for a device to be
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intrinsically called a disinfecting device there has to be
sonme standard.

MR, PALOVARES: There are voluntary standards.
That is different from a perfornmance standard.

MR ULATOWSKI : The regulatory standard | am
tal king about is FDA wites the standard.

DR EDMISTON: So, what we are discussing is to
propose to put in place then a standard, a regul atory
standard for these devices, correct?

DR DAVID: No, what we are discussing is do we
need to incorporate either a voluntary-based standard that
the Panel feels is satisfactory or to request the FDA to
generate perfornmance --

DR EDMISTON: So, we can defer to what have been
i ndustry voluntary standards.

DR, DAVI D Yes .

M5. RYDER So, if we check this box, performance
standard, what does that nean?

DR. DAVI D That neans that the FDA will have to
wite one.

M. RYDER: And what do we check if we want them
to follow the voluntary standards?

DR. DAVI D: That is under others, unspecified.

MS. RYDER: Do we know whet her the European

standards and the 1S0 standards neet satisfactory criteria
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MR. ULATOABKI: That is part of the standards

process.

There is governnent participation on the |SO side

l[iaising with the Europeans in the devel opnent of the

standard that they are creating.

participating in that devel opnent,

So, we are observing and

but it is not a

regul atory standard. It is an industry slash voluntary

gover nnent standard.
M5. RYDER So, the 1S0,
or it is in devel opnent?

MR ULATOWBKI: No, it

has that already been done

is in process right now.

M5 . RYDER : W have not voted on it?
MR ULATONEKI : You may vote --
M. RYDER No, | nean the |SQO

MR ULATOABKI: No, it is not up for a vote

DR EDMISTON: M understanding is it is going to

be years because they are | ooking
ri ght now

MR, ULATONEKI : The way
some tine. You cannot anticipate
for the Panel as panels have done
recommendation that should such a
it be a special control.

MR PALOVARES:

at a variety of devices

standards are it may take
this, but is appropriate
in the past to nake a

standard cone forward that

Furthernore if you | ook inside the

packet that was sent to you on the guidelines that are being
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devel oped right now, they do talk about certain |evels of
controls. They may not be regul atory standards or
performance standards per se, but they are standards which
FDA expects industry to follow.

MR, ULATOABKI : | didn't follow that nyself.

MR, PALOVARES: On the draft guidance that is in
circulation right now the FDA has put in |levels as residuals
of chenmicals, disinfectants remaining on the product.

MR, ULATOABKI:  You are speaking of our guidance
docunent . The gui dance docunent is a reconmmendation
regardi ng eval uation of products that we have out for use by
peopl e.

MR, PALOVARES: But , also, it is showing basically
the level that industry would basically have to follow for
them to have their device cleared through the 510(k) process
as wel |

MR ULATOWEKI : It is a set of recommendati ons,
and if they have another opinion they can always present
that, but that is our best opinion.

DR. HYLEK: Is there anything witten now about
sone sort of bio-standard if the manufacturer feels that
t hey have the best washer-disinfector that is comng on the
market, you know, is it part of this 510(k) where they woul d
put in sonme of their own internal testing to denonstrate

that it really does indeed do what they are -- that is what
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I am wondering, if the voluntary may be adequate and we
could leave it at that, if you can at |east give us some
sense that there is sone percentage killed or sone
termnology that is currently in use.

MR, ULATOWEKI : I wll have to say that the jury
is still out on precisely what is the set of criteria that
products should neet in terns of performance, in ternms of a
standard and that is the current discussion ongoing now in
terns of the standard that is being devel oped, but still I
think there is a spectrum of tools that can be used to
control the product under special controls. W can foresee
certain standards comng forward that mght be a tool, the
gui dance docunent perhaps as a tool.

In essence when one submts an application to us,
a 510(k) they are attenpting to show by certain tests and
information that they are as safe and effective as what is
currently marketed. So, that is the threshold for clearance,
and if they do it using a standard, a voluntary standard
met hodol ogy or if they use their own internal nethodol ogies
t hat m ght show equivalence, that is their option to do, to
use those possibilities.

DR. DAVID. What, for exanple, would fall under
the testing guidelines?

MR, ULATOABKI : Qur guidance is a set of

recommendations, and we include a series of recommended
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tests to show the mechani cal cl eaning.

DR. DAVID: That would be put forward to testing
gui del i nes rather than others.

MR, ULATOWSKI: It would be under guidance rather
t han testing guidelines.

DR.  DAVI D Ckay.

M. SCHULMAN : On patient registries you asked is
it where the patient would have to register.

DR HYLEK: So that is not really applicable here.
What about postmarked surveillance? That is not really
appl i cabl e either.

MR ULATOABKI : No.

DR. HYLEK: So, the only one it sounds |like we
are really talking about is other for voluntary standards
that are hopefully going to be -- or we could ask that they
be adopted once these other organizations cone up wth
somet hing that seens reasonabl e.

M. ScHULMAN : Correct, and you can, also, add in
anything that you feel that you want maybe. we are not
tal ki ng about the guidance docunment but anything you want on
record such as sterility, anything else. That “other” is a
catchall phrase for --

DR DAVID: W want to make sure that we address
issues relating to user education. W felt that this was

somet hing that we are concerned about.
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M5. AVI LA-MONGE: Wuld labeling cone into this as
well at this point?

M5. SCHULMAN: Yes, anything that you would want
in the labeling would go there.

MR. PALOVARES: SO is this device intended for
over-the-counter usage as well?

M. SCHULMAN: That is not that question yet.

DR DAVID. And when we say, “User education, ~
that will include maintenance.

M5. SCHULMAN: | amsorry, what?

DR DAVI D The service peopl e.

MR, ULATOWNEKI : That could be yes, | nean you can
recomend the extent.

DR. HYLEK: So, if the Panel would turn to what we
were given this norning, the special controls dass 11,
there is a nice list that we can go through quickly I think
just to do this in sonme expedited fashion. So, the
performance standards | think we have already said that we
don’t want to have the FDA inpose sone regul atory standard.
It sounds like we are going to have a voluntary standard and
charge industry to adopt on a voluntary basis sone nationa
or international standard that hopefully will be com ng down
the pike. Post mar ked surveillance, we already said that
that is not applicable. User information and checklist, |

don't think that is a big issue. That is basically telling
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the guy at central supply that this is intended to
di sinfectant and these types of instrunents would be -- does
the Panel agree that that is a reasonable thing to request?

(There was a chorus of agreenment. )

DR. HYLEK: It probably would be a paragraph. |
don't think it would be burdensone.

Patient information and education doesn't apply.

Now , the guidelines and gui dance docunents, how
does that fit into this special control dass I1? HOWN would
we weave that in under the other?

MR. ULATOWEKI : W& have included in your package
our guidance for such devices. W don't have guidelines per
se. Q@idelines is a buzz word for a higher class of direct
requi rements for products. Rather we have gui dance which is
a softer form It is a recoomendation for a set of design
and testing factors and that is what we have avail able at
this point in time, a guidance. So, that would be the next
item the guidance docunents.

DR, HYLEK:  And the guidance docunent was rel eased
and it is out for 90 days for everyone to be able to render
an opinion on it. So, we are sort of nmaking a decision
wi t hout knowi ng what is going to happen to that guidance
docunent . Can you give us sonme advice on how to handl e that
part of it?

MR ULATOWBKI: You may recommend that once
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finalized the guidance be a special control.

DR HYLEK: kay, and that is out to the public
and industry. So, it is very nultidisciplinary. Does
everyone feel that is reasonabl e?

(There was a chorus of agreenent. )

DR, HYLEK; Patient registries we already said
that this doesn’'t really apply. So,that |eaves subject to
510(k) and design controls are the last, no, actually that
applies only to class. Ch, on this list. SO there are the
last two and then hopefully we will be done with this
section. So, they are already one there. Ckay. What about
this design control ?

M. SCHULMAN : All Class |l devices are subject to
design controls.

DR, HYLEK: So, that is autonmatic. Should we list
it under other on this forn? No. Ckay

M. RYDER May | play devil’s advocate for just a
nonent on the voluntary standards? Since I am on the
nmedi cal injections commttee for AM should the United
States vote no on the proposed standards that cone forward,
what inplications would that have to having them conply to
t hose standards?

MR ULATOWSKI : It would certainly put a danper on
their applicability in terns of special control, but there

is, also, the other aspect currently under the new | aw t hat
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we have that | nentioned earlier, and that is the
recognition process for standards.

If we believe a standard has value in terns of
design or testing, then we wll likely recognize it for use
in the prenmarket review process, but a precursor to that
woul d nost |ikely be a positive vote on the part of the
United States in regard to that standard.

DR HYLEK: So, are the Panel nenbers satisfied
with that under other?

Should | just reiterate? Under other we wll have
vol untary standards, wuser information which mght be in the
form of a paragraph, just to reiterate to the user because
we know behavior is the main player with nosocomial
infection as well as a recommendation to adopt the
recommendati ons within the guidance docunent that is
currently out for review and conment.

MS.SCHULMAN : Ckay, then you are going to like
this part. W are going to get to skip questions 8, 9 and
10.. We skip 8 because that only applies to performance
standards and we go with the perfornmance standard. W went
wi t h gui dance.

Question 9 goes to performance standards, also. It
is saying if you recommended for performance standards
should it be in place before reclassifying the device, and

the tenth question applies only to Cass IIl. That was how
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qui ckly would you want us to call for PMAs if we were
calling for PMAs.

so, on the back of that sheet there is nore.

Ckay, Question 11A refers to restrictions such as
prescription use or simlar limtations as to the use of the
device . This is a prescription question, and the question
is can there otherwi se be reasonabl e assurance of its safety
and effectiveness without restrictions on its sale,
distribution or use because of any potentiality for harnfu
effects or the collateral neasures necessary for the

devi ce’ s use?

DR PEARSON. Who wote this?

(There was a chorus of no.)

DR HYLEK: So, what is the intent of the
guestion?

M. SCHULMAN: The intent of the question is if
you answer 12, it is not a prescription device and you are
done -- | nean if you answer yes, then you go to 12, and we
are finished with this now as a suppl enental sheet. |If you
answer no, it is a prescription device, we go to 11B and
identify the needed restrictions.

MR. PALOVARES: But we are tal king about the issues
with the training of people, personnel in CS, and when |
| ook at 11B as used by --

M. SCHULMAN: You only get to 11B if you answer
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yes to 12, | nean to 11A

MR ULATOWBKI : Dr. David, in regard to that 11B
persons with specific training | can see where that could be
alittle confusing, but in regard to prescription products
it has only been used very sparingly in regard to physicians
with particular training and expertise in very critica
devices, and it has only been used a couple of tines to ny
know edge in cardi ovascul ar devices for instance and not
general | y.

DR DAVID: Thank you for the clarification. So,
11A the vote is for no need for prescriptions.

M. SCHULMAN: So, the answer is yes. |Is that
backwards enough for you?

Since the answer is yes, we are done wth that
sheet .

Ckay, the supplenental data sheet should be
prepared in conjunction with the general device
questionnaire, and that is what we did.

DR DAVID. So, are we are back to the top of the
front page, classification recomendation?

M. scHuLMAN: No, | noved to the suppl enenta
sheet . Did you want to go back to the --

DR HYLEK: No, we are all set. Go ahead.

M. SCHULMAN: This is designed to provide the

devi ce description intended use, the risk of the device, the



",
)

84
recomrended class again and the scientific support for the
class and proposed |level of controls. So, the generic type
of device was the washer, washer-disinfectors . The advisory
panel is the General Hospital and Personal Use Panel.

DR. DAVI D Should we put the slides up where we
have the indication definitions to help the Panel ?

M. SCHULMAN: I guess we can go to No. 3. Is
device an inplant?

(There was a chorus of no.)

M. SCHULMAN:  No. That one was easy, and then
the indications for use, we are going to put back up the
i ndications for use that was put up earlier.

DR. EDM STON: | think it was the definition was a
device intended for nedical use to clean, decontam nate and
disinfect and dry reusable nedical device. So, we can --

i ntended for nedical purposes to clean, decontam nate or
disinfect and dry reusable nedi cal devices.

DR. HYLEK: Can you repeat that slowy? Ch, there
it is. Is this it here? kay.

MS. S CHULMAN : I's that agreeable?

DR HYLEK: May | just ask, it is kind of a picky
poi nt but is decontam nate nmeant to be synonynmous with
di sinfect by the word “or” there?

DR PEARSON: No, it is clear, or decontam nate or

disinfect and dry. So, clean and dry, decontam nate and
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dry, disinfect and dry. | think those first three are ors,
for the purpose of cleaning or decontam nating or
di si nfecting. There are three options. Decontaninate is not
the sanme as disinfect. Decont am nate neans you neke it
appropriate to be handl ed by nedical staff. It can be
handl ed safely wthout risk of transmtting di sease as
opposed to disinfect inplies --

DR HYLEK: Because it is really a matter of
semantics but | think we have already said that sort of this
general purpose, you know, has already been exenpt and we
are | ooking at the washer disinfection, you know, that
process, that whole process. So, it alnost seens like it
should say, and argue with ne, but it sounds like it should
say, “Purpose is to clean, decontami nate and disinfect. " |
mean that is sort of the or am| reading into that or are
we like forcing all of these others that are already exenpt

to neet sone new Cass I1? Isit an “or” or an "and"? |t

seens like it should be an “and.”

DR PEARSON: | think the semantic problemis
general use versus general purpose. I think general purpose
has a very specific definition, and those are those things
that are non-patient care devices. \Wat go under those
general purpose things are |ike the beakers and the flasks

and everything, and here where we are tal king about general

use these devices, washer-disinfectors or washers can be



86

used for a range of ‘things excluding that general purpose
category, i.e. , they can be used to clean a device. They can
be used to decontam nate a device. They can be used to

di sinfect a device or sone conbination of those things, so,

I think the problemis general use versus general purpose.

This general use has nothing to do with that
general purpose, the non-patient care itens.

M. SCHLMAN: That is correct.

MR, PALOVARES: So what is the difference again
bet ween decontam nate and disinfect?

DR PEARSON: There is a definition in the
background but decontani nate nmeans you nake it so that it is
safe to be handl ed by personnel whereas disinfect has
sonmething to do with patient transm ssion of disease.

M. AVILAA-MONGE : And it has a defined spectrum of
what you are trying to get rid of. The other one is
basically safety according to certain standards. In that
case it would be OSHA standards so that soneone can actually
handle it and not be exposed to hazard.

DR. DAVI Dt Ckay, let us nove on.

M. SCHULMAN: Ckay, No. 5, the identification of
risk to health presented by the device and there you can
just --

M. AVILA-MONGE : Pages 4 and 57

DR HYLEK: Was there a list on --
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DR. DAVID: Yes, there is.

DR. HYLEK: If you agree with it, you can say,
"Refer to Page," what did you say?

M5.  AVI LA- MONGE: Four and five.

DR HYLEK: Does soneone have that in front of
them that they could just read the list? WwWuld you, please
read the list so we can all hear it, please?

M5. AVI LA- MONGE: Page 4 starts with the potentia
ri sks and hazards, increased risks of nosocomial infection,
that is cleaning failure can negatively inpact term na
pr ocess. Failure of the device to achieve cycle paraneters
for term nal process. Fai l ures are not detected.
Inconpatibility of the reusable nedical device, and if you
turn to Page 5 at the top it continues with exposure to
chem cal residues remaining on the reusable nedical device,
el ectrical hazards, firnmware failures, software failures,
rel ease of toxic funmes and burns.

DR.HYLEK: So, we can sinply refer to that on
these sheets and not have to spell that out. Thank you.

And add any nore if you felt it necessary.

Ckay, any other questions? W are all set, |
t hi nk. Go ahead.

M. SCHULMAN : Ckay, Question 6, the
cl assification. That was Cass Il fromthe first sheet, and

then the priority is a high, mediumor low and that is how
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qui ckly would you want us to wite the regul ation
classifying these devices?

DR HYLEK: Wiat is that in terns of days, nonths?
| don’t know the terns.

M. SCHLMAWN : Hgh, we would put it ahead of nost
everything el se we have, but | don’'t know --

DR, HYLEK:  That doesn’t sound appropriate. o
ahead. It has to obviously coincide with the gui dance
docunent being turned back in, review of that and all of
t hose.

DR DAVID: | think that the risk to the public for
| ack of this docunent is not increasing.

DR HYLEK: No. Low? Unless that neans, and |
don’t know what that, | am not sure what that |ow neans.

DR. DAVI Dt Since they are being controlled now.

DR. HYLEK: Right. So, |ow sounds reasonabl e.

Ckay.

M. SCHULMAN: Question 7, if the device is an
inplant or life sustaining or life supporting and has been
classified in a category other than Ill, but it hasn't and
it is not; so, we can skip that.

Question 8, summary of information including
clinical experience or judgnment upon which classification
recomrendation is based and for exanple, you can say that it

is based on the information presented at this panel neeting
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DR. HYLEK: That sounds really succinct and | ook at
the videotape if you --

Ckay, next?

MS. S CHULMAN : Question 9 is the identification of
any needed restrictions on the use of the device and you can
refer to Question 11A on the general device, and now, there
is the prescription one and so we can skip that.

MS. S CHULMAN : Al nost done. Question 10 we skip
because that is only for Cass |I devices and that is where
you would see it if you wanted to be exenpt from premnarket
notification or included, and then Question 11, existing
standards applicable to the device, device subassenblies,
conponents or device materials, parts and accessories.

DR DAVID : Those standards can be --

SCHULMAN: Any standards that are known.

/S

DR. EDM STON: Those could be voluntary.

MS. AVILA-MONGE: The ones listed in the docunent
7

bef ore No. is that what we are speaking of here?
M5. SCHULMAN: These are existing standards that
we know. Are there any?

DR. DAVI Dt Exi sting standards that mght be for
electro-safety.

DR HYLEK: Yes, device subassenbly, | nean we

don't really know what to put in there. Wat standards for
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devi ce subassenbl y?

DR DAVI D: Li ke electrical safety, like
el ectromagnetic interferences.

DR HYLEK: | see, okay.

DR DAVI D: We can put those down.

| just happen to know of a couple that m ght be
applicable like electrical safety and el ectromagnetic
interferences

M5. RYDER Woul d universal precautions apply here?

DR HYLEK: That would be nore handling you nean
or --

MR, ULATOWEKI : Uni versal precautions is not a
standard in the sense of this question.

DR. HYLEK: So, it sounds like we are through with
t he docunent?

M. SCHULMAN: Yes .

DR. HYLEK: Ckay. I wll need to receive
everyone’s copy of the general device classification
guestionnaire as well as the supplenental data sheets.

Before we have the vote | want to again open the
m crophone if there are any additional conments, if anybody
woul d like to approach the Panel before we vote, please
don’t hesitate to approach the m crophone at this tine.

Dr. Lin?

DR LIN: Somebody just brought, M. John Friend
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from Johnson & Johnson just pointed out to ne that in this
definition in the last part when you said, “Reusable medical
devices, “ | wanted to ask the Panel whether we should add
critical, semicritical and non-critical devices rather than
just saying, “Reusable nedical devices.” That nay include

t he bedpan or --

DR HYLEK: I think that hopefully we have already
answered that question in the sense that we have been told
that articles of just sort of general purpose |ike a bedpan,
these non-critical itens are already exenpt, that we have
made the assunption based on the information presented this
afternoon that this pertains to medical devices. W are
again making the assunption from what was presented that
these would be critical and semicritical.

DR. DAVI Dt Can we hear the argunment why there
shoul d be addition to this?

DR HYLEK: Pl ease approach and tell US who yQU
are again and your affiliation and financial interests one
nore time?

MR FRIEND: My nane is John Friend | am Vice
President of Regulatory Affairs for Advanced Sterilization
Products, part of Johnson & Johnson.

The reason | raised this issue if 10 years from
now you read in 21 CFR the Code of Federal Regul ations just

th. term "reusable nedical devices” ;.4 you go back to the
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statutory definition of a medical device it doesn't
recogni ze the specificity of your concern here.

By adding into this intended use statenent
critical, semicritical and non-critical devices you
recogni ze what has already taken place within the agency and
that is classification of bedpan washers ultrasonic
cleansers, all of which have been exenpt. If you, in ny
opinion, if you leave this definition as is, there is a risk
of msinterpretation.

DR. HYLEK: In the guidance docunment it goes into
sone detail about what is considered a critical and |
believe that was a body cavity, and | think the semicritical
was a mucosal surface. Captain Barrett?

CAPT. BARRETT: That is right.

MR, FRI END: It is fromyour own handout or from
t he handout that was given, if you conpare that slide wth
what was given as a handout, there is a difference.

DR. HYLEK: Ri ght, we have been -- certainly Dr.
Pearson raised this issue of the problemwth the term
“general use washer. ”

MR, FRIEND: No.

DR HYLEK: And the -- | understand, yes.

MR FRIEND : It is the last page of the handout
under proposed definition of these devices.

DR HYLEK:  So, you would recomend to the Panel
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that we would add sonething like in dry, reusable, critica
and semicritical?

MR.  FRI END: | would recomend that you use the
term nol ogy and the statenment that is within the handout.

DR. HYLEK: Al right. Then we will have to have
our FDA coll eagues find the guidance docunment and the actua
| anguage that was used.

PARTI Cl PANT : Page 4 of the background.

DR HYLEK: So, a washer and/or washer-disinfector
is a device intended for nedical purposes to clean,
decontam nate or disinfect and dry reusable critical,
semcritical and non-critical medical devices. So, we will
just take it right fromthe docunent.

DR. PEARSON: May | ask whoever wote the two
versions of the definition if there is any real distinction
bet ween those two? | nean basically this includes any
nmedi cal device. A nedical device is either critical, non-
critical or semcritical,and this says, “Reusable nedica
devices. ” So, is there any, this is for ny own education,
is there any inportant distinction between those two
definitions?

MR ULATOWSKI: Captain Barrett is probably
| ooki ng at ne because | cut those words out.

(Laughter. )

MR, ULATOWBKI : For purposes of being succinct |
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edited them out because | felt that you are saying,
“Critical, semicritical and non-critical, “ and that is
everything anyhow. So, why say it in the first place? But I
think M. Friend nmakes a point.

DR, HYLEK: Bei ng consistent, | guess.
MR, ULATONBKI : Bei ng consi stent but, also,

| ooking forward, there nay be sone value. So, I wouldn’t

obj ect

DR. HYLEK: But isn't the non-critical already
exempt ?

MR, ULATONBKI : Non-critical , the bedpan washer
is.

DR HYLEK: But there is a whole host of non-
critical.

MR ULATOMBKI:  There is a whol e bunch of other
t hi ngs out there, yes.

DR HYLEK: Conme to the m ke? Thank you.

MR CAI NE: M chael Caine, again, senior nmarket
manager W th Geni nger-Castle. | have no financial ties with
t he conpany ot her than being an enpl oyee. | would like to
support M. Friend s reconmendation because nost of us do
manuf acture and produce washers with this w de range of
processing capabilities, and we do, in fact, claim and
advertise in those areas. So, | think it is very inportant

to us. Aso, in the area of cycle definitions and setting
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up cycles they do vary, and if we don't have the capability
within a given piece of equipnment to do a non-critical
processing cycle then it throws an unnecessary curve at us.

|, also, would like to point out that personally I
don't like the use of decontam nation in this definition
only because to decontam nate is the entire process. It is
all the way up to sterilization. It is the entire process
of renoving infectious mcroorgani snms. So, whether you rinse
it in water, wash it, disinfect it, pour chemicals on it or
sterilize, you are still going through that process. So, it
is undefined to those of us who are trying to educate our
custoner base, and one other thing. If | submt for a
washer decontam nator, what classification am | in?

DR HYLEK: Good point. Comments from the Panel ?

DR. PEARSON: | have a question.

DR HYLEK: Yes, Dr. Pearson.

DR PEARSON: An exanple of a non-critical device
that you would reprocess in a washer disinfectant other than
t hose waste receptacle things?

MR CAINE: A suction bottle.

DR. PEARSON: Suction bottle?

DR. HYLEK: I am not sure that is an accessory or
not .

DR PEARSON: | amjust loath to come wup with one

that would fall into this.
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DR. HYLEK:  There nust be.

DR.  PEARSON: | was just curious as to an exanple.

DR HYLEK: So, it sounds like the Panel, we all
agree that we are going to use the definition that is in the
docunent as | just read for everyone and the second is if
there are comments and reactions to taking out the word
“decont am nate” ?

MS. RYDER  There are definitions in the guidance
docunent for each one of these terns, and they are separate
and distinct.

DR HYLEK: So, what is the distinction between
decontam nate and disinfect because | don’t have it open
and it |looks |ike you do?

M. RYDER: Do you want nme to read each
definition?

DR. HYLEK: Is it long or can you quickly read
decont am nat e?

M. RYDER : Decontam nate according to OSHA,
guote, the use of physical or chenmi cal nmeans to renove,

i nactivate or destroy bl ood-borne pathogens on a surface or
itemto the point where they are no |onger capabl e of
transmtting infectious particles and the surface or itemis
rendered safe for handling, use or disposal. | n conmon
usage decontam nation generally refers to all pathogens,

m croorgani sms capabl e of producing disease or infection not
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just those transmtted by human bl ood, and they have in
parent heses that that is an AM definition, 1995.

DR. HYLEK: And what about disinfect?

M. RYDER: A chemical agent that elimnates a
defined scope of pathogenic organisnms but not necessarily
all mcrobial fornms, that is bacterial endospores.

DR. HYLEK: So, decontaminate it sounds like is
really synonynous with sterilization?

(There was a chorus of no.)

DR. HYLEK: Yi kes .

MR ULATOWSKI: It is sinply a |level necessary for
handl i ng the products during the process of reprocessing.

DR HYLEK:  So, what are your thoughts about it?
Shall we leave it all in?

MR, ULATOWSKI: | think there are going to be
clainms nade for products, and we are just trying to cover
the bases here within the spectrum of possibilities.

DR. PEARSON: And those are very well recognized
distinctions in terns of cleaning and disinfection and
sterilization.

DR HYLEK: But the provocative question raised is
what will you do if sone savvy industry or whatever cones up
with we want to market a washer—-decontam nator; is that
possi bl e or you know?

MR, ULATOWSKI: |If soneone should we will say,



)

98
“Hey, it is classified Class II,” if that is what the final
vote is.
DR. HYLEK: Ckay, are there any nore conments?
If not, it is probably time to nove to a vote and

our consuner industrial reps cannot vote, and basically | am
going to read. A washer, washer-disinfector is a device
i ntended for nedical purposes to clean, decontam nate or
disinfect and dry reusable critical, semicritical and non-
critical nedical devices, that the Panel has deened that
these should be Cass II. W feel that they are under other
which we checked off on this list would be voluntary
standards, sonme succinct and not too burdensone user
information to try to inprove behavior and help the
i ndividuals down in central supply and adoption of
reconmendati ons contained within the rel eased guidance
docunent that is soon to be back from the public and
i ndustry.

so, | guess at this point for those individuals
who will be voting if you could just state yes or no as your

vote we can just go around this way.

Dr. Pearson?

DR PEARSON: Yes .

DR HYLEK: Dr. Edm ston?

DR EDMISTON: Yes .

DR. HYLEK: Yes, you are a voting nenber.
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M5. AVI LA-MONGE:  Yes, | amsorry. My vote is
yes .

DR. HYLEK: | could only assunme that was the
questi on.

MS. RYDER :  Yes

DR.  DAVI D Yes.

DR HYLEK: And I will vote yes.

so, that is that part of it, and what do we have
left?

Thank you, everyone for your attention and
sticking with us through what seemed to be a fairly arduous
task at certain points but this is not the usual fund of
know edge for an internist. So, thanks everybody, have safe
trips hope and the neeting is adjourned.

(Thereupon, at 3:12 p.m, the neeting was

adj ourned. )



