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PROCEEDIL NGS

DR GENGO 1'd like to wel cone everyone, pane
menbers, consultants, and guests. W have a busy three-day
agenda.

I'd first like to introduce Ms. Panela Scott, our
Executive Secretary, and she is going to nake sone
i ntroductory renarks.

M5. SCOIT: Good norning and wel come to the Dental
Products Panel Meeting. Again, ny nane is Panela Scott, and
| serve as the Executive Secretary for the Dental Products
Panel. | would like to wel cone everyone to the neeting
today. |If you have not signed in, | would please ask you to
do so at the sign-in desk just outside of the room And at
the sign-in desk, you will find agenda bookl ets and
information on how you nmay obtain transcripts of today's
neet i ng.

Meetings of the Dental Products Panel are held
only if there are issues or applications that FDA needs to
or chooses to bring before the panel. For information
regardi ng neetings, you nmay call the FDA Medi cal Advisory
Commttee hotline. The phone nunber for the hotline is 1-
800-741-8138. Again, that nunber is 1-800-741-8138. The
code for the Dental Products Panel is 12518. Again, the
code for the Dental Products Panel is 12518.
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At this time, | would now like to introduce the
nmenbers, consultants, and guests for our panel today.

As you know, Dr. Robert Genco is acting as our
Chair today. He is distinguished professor and chair of the
Departnment of Gal Biology in the School of Dental Medicine
at the State University of New York at Buffalo.

VW al so have Dr. Jani ne Janosky. She is assistant
professor with the Departnent of Fam |y Medi cine and
A inical Epidemology at the School of Medicine at the
Uni versity of Pittsburgh.

Qur consuner representative is Dr. Donald A tnan.
He is the chief of the Gfice of Oal Health with the
Arizona Departnent of Health Services.

Qur industry representative is M. H oyd Larson,
and he is the president of Pacific Materials and Interfaces.

VW al so have with us here today Dr. G| bert
Gonzalez. He is the assistant professor of neurology wth
the Departnent of Neurology at the Mayo dinic in
Scot t sdal e.

W have also Dr. Andrea Morgan. She is clinical
instructor with the Departnment of Restorative Dentistry at
the University of Maryland Dental School.

And we have Dr. Diane Rekow. She is the
chairperson of the Departnment of O thodontics at the
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Uni versity of Medicine and Dentistry of New Jersey.

Also joining us later today will be Dr. Leslie
Heffez. He is a professor and departnent head of Oal and
Maxi | | of acial Surgery at the University of Illinois at
Chi cago.

The next itens of business are three statenents
that are to be read into the record. The first statenent is
the conflict-of-interest statenent.

The fol |l owi ng announcenent addresses conflict-of -
interest issues associated with this nmeeting and i s nade
part of the record to preclude even the appearance of an
inmpropriety. The conflict-of-interest statute prohibits
speci al governnent enpl oyees fromparticipating in natters
that could affect their or their enployer's financial
interest. To determne if any conflict existed, the agency
reviewed the submtted agenda and all financial interests
reported by the commttee participants and has determ ned
that no conflict exists for today's partici pants.

In the event that the discussions involve any
ot her products or firns not already on the agenda for which
an FDA participant has a financial interest, the participant
shoul d excuse him or herself fromsuch invol venent, and the
exclusion will be noted for the record.

Wth respect to all other participants, we ask in
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the interest of fairness that all persons naking statenents
or presentations disclose any current or previous financial
i nvol venent with any firmwhose products they may wish to
comrent upon.

The next itemis the appoi ntment of tenporary
panel chairperson. | appoint Robert J. Genco, D.D S.,
Ph.D., to act as tenporary chairman for the duration of the
Dental Products Panel Meeting on Novenber 3 through 5, 1997.
For the record, Dr. Genco is a special governnent enpl oyee
and is a voting nenber of the Dental Products Panel. Dr.
Genco has undergone the customary conflict-of-interest
review. He has reviewed the issues to be considered at this
meeting. Signed, Dr. Bruce Burlington, Drector for the
Center of Devices and Radiol ogi cal Health, Cctober 28, 1997.

At this time, | would like to introduce the guests
that have been invited to participate in today's panel
nmeeting. Qur guests are: Dr. Allen Mses. He is a
practicing clinician, and he is on the teaching staff at the
M chael Reese Hospital in Chicago, Illinois.

W al so have Dr. Peter Bertrand, who is a
specialty advisor for oral-facial pain and TMD at the
Nati onal Naval Medical Center.

V& have Dr. Barry Cooper, who is also a practicing
clinician in Lawence, New York.
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At this time, | will turn the meeting over to Dr.
Genco.

DR CGENCO  Thank you.

Now | would like to introduce M. Tinothy
U atowski, who is the Drector of D vision of Dental
I nfection Control and General Hospital Devices, and he is
going to give us an update fromthe | ast panel neeting.

MR WATONBKI: M. Chairman, Dr. Runner is going
to precede nme since | amgoing to be speaking on two
subjects afterward. Dr. Runner is the branch chief for the
Dental Products Branch in the Ofice of Device Eval uation.

DR RUNNER | just have a few brief remarks to
update the panel on activities that have taken place in the
Dental Branch since the |ast panel neeting |ast February.

As you will recall, at the |l ast panel neeting the
i ssue was brought forward to the panel as to whether the
tenporary nmandi bul ar condyl e i npl ant shoul d be down-
classified to class Il. The panel at that tinme recomrended
that the tenporary nandi bul ar condyle inplant for
reconstruction of tunor patients be down-classified, and we
have proceeded with the witing of the Federal Register
notice to propose this. And so that should be com ng out
shortly.

The Dental Branch has been invol ved i n nunerous
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activities, but one of the nost interesting that | think you
woul d be interested in is a recent menorandum of
understanding with the National Institute of Dental
Research. And under this nmenmorandum we are going to be
wor ki ng very closely with nmenbers of the National Institute
of Dental Research on collaborative activities, possibly
tradi ng panel nenbers back and forth, possibly having a
resi dent come to FDA and people fromFDA go to NDR for
collaboration. And | think this will give us a |ot of
interaction that will help as new products are comng before
N DR for research grants and as they cone to FDA for
mar ket i ng cl ear ance.

So we're very excited about this, and this is |
think one of the very first menoranda that have been
establ i shed between NNH and FDA. And so this will sort of
be the test case. W are going to be beginning it this
year, and if you have any questions, please feel free.

DR CGENCO Any questions about this interesting
new i nnovation, initiative?

[ No response. ]

DR CGENCO Thank you very much, Susan.

MR WATOMNBKI : Good nmorning. |'mgoing to bring
t he panel up-to-date on one activity ongoing in this branch
and in every branch in the Ofice of Device Eval uation--
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i ndeed, across the Center for Devices and Radi ol ogi cal
Heal t h.

|'d like to bring you up-to-date very briefly
about an inportant activity of this branch. 1t concerns the
use of voluntary consensus standards in the eval uation of
dental devices. The Food and Drug Adm nistration has been
directed to rely upon voluntary consensus standards, both
donmestic and international, when feasible, consistent with
| aw and regul ation. The purpose of this reliance is to
assist FDAin fulfilling its public health and regul atory
m ssi on.

FDA wi || adopt voluntary consensus standards when
adoption wll enhance: one, its ability to protect
consuners; and, two, the effectiveness or efficiency of its
regul atory efforts.

What is adoption of a standard? Adoption is
recognition of a standard by FDA t hrough an assessnent and
publication process. The adopted standard pertains to a
specified critical regulatory provision. |f a person
certifies that their device or process neets the adopted
standard, in whole or in part, then FDA w |l accept that the
devi ce neets the specified corresponding critical regulatory
provision to the extent covered by the certification, and
FDA wi Il not require further docunentation.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666

11




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

12

For exanple, if FDA recogni zes a dental nateria
standard, then a person certifying that their device neets
the standard in whole will not need to submt supporting
data on the material that is addressed by the standard, in a
510(k) or a PMA, whatever the case nmay be

FDA has, to a certain limted extent, already used
standards in its regulatory procedures, wth sone resource
savings to FDA and the industry. However, this new effort
under FDA's reengineering programis a full-blown effort to
transition the center to a standards-based organi zation to
the extent possible. FDA will be working wth standards
devel opnent organi zations to formulate scientifically sound
devi ce desi gn, manufacturing, and professional practice and
ot her standards that can be relied upon in our pre-narket
and ot her prograns.

The Dental Branch and ot her conponents of the
Center for Devices and Radi ol ogical Health are very actively
engaged in a process of identifying candidates for adoption
and assessing their nerits vis-a-vis device safety and
ef fectiveness factors.

There is a publication on FDA's Internet site
concerning the first in a line of recogni zed standards, that
is, EG0601 concerning electrical safety. A list of
addi tional adopted standards is being prepared for
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publication in the near future.

Thank you. Any questions on this activity?

[ No response. ]

MR WATOANBKI : That's the end of our presentation
on current activities, M. Chairnman.

DR GENCO  Thank you very much

V' [l now proceed to discussion of devices for use
in the diagnosis and/or treatnent of tenporonandi bul ar joint
dysfunction and related oral-facial pain. The topic will be
i ntroduced by Tim U at owski .

MR ULATOANBKI: Today we'll be discussing the
existing classification status of nedical devices used in
t he di agnosis and treatnment of tenporonandi bul ar j oi nt
di seases and associ ated oral-facial pain. You will be asked
to answer sone questions that will help FDA identify which
devi ces under the unbrella indication for use | just stated
are uncl assified and nust be considered by this coomttee or
another comittee in the future.

I n order to conduct business today, you will
di scuss current classification regulations, the content of
existing labeling for devices, and hear comments between you
on the intended use of devices and their description. You
shoul d not discuss the safety and effectiveness of any
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devi ces or device types today. You may well discuss the

i ndications for use or intended use of devices as purported
in labeling, but whether or not they achieve the stated
purpose, the risks involved, or the clinical utility should
not be discussed today by the commttee.

| ask that the guests likewise limt their
di scussion in the sane nmanner, but they are not under the
same |limtation. They can speak as they w sh.

Before a fair and open di scussion may ensue on
safety and effectiveness issues, all interested parties nust
have the opportunity to provide the coomttee data and
information relevant to the discussion. FDA will ask for
these data and provide it to the coonmttee for a future
nmeeting when FDA wi |l request classification
recomrendat i ons.

The commttee may hear comments and opi ni ons on
safety and effectiveness by those requesting to speak at the
podi umtoday during the open session. That is their right.
VW will ask that the coormttee consider those aspects of
their presentations in their deliberations on safety and
effectiveness at the future neeting when these issues wl|
be on the table.

Since the topic pertains to classification, | want
to ensure that you have a common basel i ne of understandi ng
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on classification. This is the supplenent, the information
that you received this norning during a training session.
wll present a very brief prinmer consisting of seven

over heads on how devices are classified and the end product
of the classification process.

There are very detailed regul ations on
classification in the Code of Federal Regul ations and a
weal th of plain-English information on the topic and
trai ning that people should avail thenselves of to fully
conprehend the process. | frequently see msstatenents in
the press on the process such as the commttee decided to
classify this way or that way. It is the FDA who deci des.
The comm ttee recomends.

[Slide.]

Before May 1976, there were a host of nedical
devices on the market. Prior to May 1976, FDA had no
authority to regulate the pre-market introduction of nedical
devices. The May 1976 nedi cal device law directed FDA to
cat al ogue every device into generic types of devices and to
classify each generic type of device into one of three
classes, class I, II, or III.

As you' ve heard this norning in training, the
cl ass establishes the degree of control needed to hel p
reasonably ensure the safety and effectiveness of devices in
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each generic device type. dass | devices are subject to
so-call ed general controls. dass Il devices are subject to
general and special controls. dass Ill devices are subject
to pre-narket approval.

FDA categorized the devices it could identify in
and around 1976 and classified the generic types of devices
it identified. 1In classifying the devices, FDA considered
recomendati ons fromexpert advisory classification panels,
whi ch were the precursors for the today's advisory
comm ttees, and nmanufacturer and public input provided at
the classification meetings or through the public notice and
comment procedure. The rationale for generic groupings and
classifications are included to a varying extent in the
transcripts for the panel neetings and in the Federal
Regi sters associated with the classifications.

FDA did not identify sonme pre-1976 products. FDA
and the panels mssed a few Those are represented by the
snmal | hatched circle on the overhead. Over 20 years later
FDA is still engaged in classification proceedi ngs of pre-
1976 and associ ated devices. Fromtine to tine, we stil
di scover anot her device type we mssed that doesn't fit into
any ot her category of classified device.

VW have to take the newy identified generic type
of device through a classification proceedi ng, which
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i ncludes the need for an advi sory conmttee recomrendati on
on the class to assign. (ne or nore of the generic types of
devices we are going to discuss today nay be one of these
pre-1976 generic types of devices that were never

cl assifi ed.

[Slide.]

Since May 1976, we all know that many new devi ces
have entered the marketplace. One regul atory mechani smfor
this entry is the pre-nmarket notification process or 510(Kk)
process. By this process, a person who intends to market
the device nust notify FDA or their intent to nmarket the
device by neans of a 510(k) application to FDA. The
applicant bases their ability to nmarket the device on their
claimthat their device is substantially equivalent to a
| egal |y marketed device and their device is subject to the
sanme narketing all owance by associ ati on.

FDA reviews the 510(k). FDA conpares the |abeling
of the candidate device, its technol ogi cal features, and,
when needed, performance data, to the clainmed |egally
mar ket ed devi ce to determ ne whether the new device is
equi valent. The new devi ce may have the sane and/or
different indications for use fromthe clained legally
mar ket ed devi ce. The new devi ce nmay have specific
indications related to a general intended use of a legally

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

18

mar ket ed devi ce. FDA determ nes whether the indications
stated in |labeling create a new intended use different from
the legally narketed device. |f the new device has a new

i ntended use, then FDA finds the device not equival ent.

There are other reasons why FDA nmay find the
devi ce not equival ent, such as FDA finds the device does not
performin an equival ent manner to the other device, to the
legally marketed device. FDA inforns the applicant in
witing that the device is either substantially equival ent
or not substantially equival ent.

The Advisory Committee has historically not been
involved in this decision by FDA, with rare exception
However, commttees may becone increasingly involved in
t hese deci si ons.

As new devi ces enter the narketpl ace based on the
determnation of equival ence, there is a chain of rel ated
| egal | y marketed devices created. The chain of equival ence
shown on the overhead is based upon at | east one pre-1976
device or to any device--one pre-1976 device that was
classified under a generic device type. (ne pre-1976 device
classified under a generic device type.

A person may claimtheir new device i s equival ent
to the pre-1976 device or to any devi ce subsequently found
equivalent in the chain. Note device A and B were found
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equi valent to the pre-1976 device. Alternatively, although
| don't showit on the overhead, device B coul d have been
found equivalent to product Ain a chain

If FDA finds that a device is not equivalent, then
it is automatically a class Il device, as for product C
and subject to pre-nmarket approval. The person who intends
to market the device nust submt a pre-narket approval
application and obtain FDA approval before the device is
mar keted, or nmay submt a reclassification petition or a PDP
as an alternative. Product devel opnent protocol, PDP.

[Slide.]

The 510(k) process is a classification process.
That is its fundanental purpose. W en FDA finds a device to
be equivalent to a legally narketed device, then the new
devi ce assunes the sane class as the generic group of the
legally marketed device to which it was found equival ent.
As you see in ny exanple, which is associated with the prior
one, the pre-1976 device was class |, determned by a
classification panel, and device A and B are equi val ent and,
therefore, also class I. Many class | devices do not
require a 510(k). They are exenpt fromthe need to submt
an application. The manufacturer nmakes the determ nation
whet her their product falls into the generic group and,
therefore, class | and exenpt, if that's how that particul ar
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product type is classified. FDA rmay provi de an opi nion on
the class and status if requested.

As an aside, we are noving to exenpt all class I
devi ces except for a very fewthat we will propose to nove
toclass II.

A person may also claimtheir device is equival ent
to an uncl assified pre-1976 device. |f FDA finds the device
equi val ent, then the new device is considered in the generic
type of unclassified device. A chain of unclassified
equi val ent devi ces can exist, and we've had a nunber of
these. (Once the generic type of device is classified by FDA
through a classification proceedi ng, which includes an
Advi sory Commttee recommendation, then all the devices in
that generic type are subject to the controls of the
assigned class, I, Il, or III.

[Slide.]

Entirely new devices first nmarketed after 1976,

i ncl udi ng those found not substantially equival ent per a
510(k), are subject to pre-narket approval. These devices
have no link to a pre-1976 devi ce type or associ ated devi ces
in a chain. These entirely new devi ces cannot be narket ed
until FDA approves a pre-narket approval application for the
specific device. An Advisory Commttee nmay be asked to
review the PVA data and render recommendati ons to FDA, as
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you heard this norning in training. It is not a
classification proceeding, the PVA review. The device is
already class I11.

A pre-1976 generic device type that FDA classified
class Il is also ultimately subject to pre-narket approval
but all devices in the group or in the chain may continue to
be marketed until the date FDA requires that the generic
type be subject to an approved pre-narket approval
application. A person nmay request a reclassification
instead of submtting a PMA, but the reclassification
affects all devices in the generic group. So, for exanple,
breast inplants nmarketed prior to 1976, silicone inplants,
were classified class Ill. Up until FDA called for the
PMAs, people could nmarket silicone breast inplants through a
510(k) process, claimng equivalence to the product, until
FDA required the PMVA

Aass Il devices that nust be the subject of an
approved pre-nmarket approval application have no chain of
equi val ence. Each and every new device requires its own PNA
whi ch establishes that it is safe and effective on its own
merits. And note | said devices that nust be the subject of
an approved pre-narket approval application. That's when we
call for the PMAs and we say you got to have a PMA on file.

A chain for 510(k) equival ence purposes can still
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be created for these devices if the device type is
reclassified by FDAinto class | or Il. Then persons wth
cl ai med equi val ent devi ces nmay submt 510(k) subm ssions.
So once class 11, not always class 111, and once a PVA, not
necessarily always a PMA It depends on its classification
st at us.

In summary to this point, you ve seen that
classification of a device occurs by two nmeans that are
rel evant to today's discussion: one, the classification of
a pre-1976 uncl assified generic device type and associ at ed
devi ces by Advisory Conmttee recommendation, notice and
comrent and the ultinate FDA decision on classification.
And the other nethod, nethod two, classification of a device
through a 510(k) into a classified generic device type.

Al devices indicated for the treatnent and
di agnosi s of tenporonandi bul ar joint di seases and associ at ed
orofacial pain are covered by one of these nethods. The
commttee will have to identify and deal with devices in the
former category, not the latter. In other words, FDAin its
review of 510(k)s does its thing with 510(k)s, and we will
cl assify devices, new devices submtted to us, as submtted
to us in 510(k)s. You're dealing with those unclassified
devi ces and what still needs to have the original
classification assigned to it.
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[Slide.]

W are going to ask you sonme questions that wll
hel p us determ ne what generic device types are uncl assified
and how to descri be these devices. Wen we send out notice
to the public requesting data on the uncl assified devices,
we hope the list will be conprehensive and clear. | believe
you will appreciate the discussion even nore if you see a
classification regulation and sone variations that exist.

The cl assification regulations in the Code of
Federal Regulations, this is all the generic types of
devi ces, generic types of devices that FDA has cl assified.
There is a citation for each generic type of device. There
is anane listed for the generic type of device. The
generic type of device is identified and the class is
st at ed.

[Slide.]

This is an exanple of a classification regulation
in the dental area. Base plate shellac is the name, the
generic nane of the product, the citation, and then the
description of the product is provided. It's very sinple,
straightforward, not glanmorous. And then the classification
is stated in the regul ation.

[Slide.]

This is ny last overhead, and pl ease hold the
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appl ause.

A assification regul ations may have sone
variations. They always include a generic type of device
headi ng and at | east one description and class. A
classification citation may include some degree of physical
description of the generic type of device, including, for
exanpl e, energy source or accessories. A classification
citation may include indications for use of the generic type
of device. Sone citations have sub-groups of generic
devi ces under an overall generic device type heading. Two
exanpl es are shown here straight out of our regulations for
dental cenent and the other product, which indicates
different classes for different sub-groups of those products
based on conposition in this case. So we have a generic
name wth sone splitting.

In grand summary, we are asking you to discuss
devices used in the diagnosis and treatnent of
t enpor onandi bul ar joi nt di sease and associ at ed orof aci a
pain. The desired output of your discussion today wll be
to help develop a list of the generic device types that are
uncl assified and to hel p generally descri be these devi ces.
VW are not discussing the safety and effectiveness of any of
the generic device types or any specific device. This is
off the table conpletely today.
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Dr. Betz will now address the table provided to
you. Pl ease excuse the slight redundancy in our
presentations. Consider those parts, only portions,
rei nforcenment of our message.

Thank you. Any questions?

DR GENGO Thank you. GCommrents, questions?

[ No response. ]

DR GENCO |I'msure that there will be later.

Thank you, Tim

DR BETZ (&od norning. M nane is Bob Betz, and
|'ma periodontist and a reviewer in the Dental Device
Branch of the Ofice of Device Evaluation of the Food and
Drug Admnistration. The FDAis required to classify al
nmedi cal devices into either class |, class Il, or class Il1,
dependi ng upon the | evel of control necessary to provide
reasonabl e assurance of their safety and effectiveness.
Today' s panel neeting is one of several steps by which
previously uncl assified pre-anmendnents devices are pl aced
into a regulatory classification. Devices to be discussed
today are intended for uses in the diagnosis and treatnent
of tenporomandi bul ar joint disorders and associ at ed
orof aci al pain.

[Slide.]
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Qur Federal Register notice refers to
t enpor omandi bul ar j oi nt di sorders and associ ated orof aci a
pain, while our table on the Wrld Wde Wb of generic
devices that we will discuss today refers to
t enpor onmandi bul ar joint disorders and rel ated nyof asci a
pai n dysfunction. The terns "related," "associated,"
"nyofascial,"” "orofacial," and "dysfunction" have been used
or omtted fromone FDA docunent or another. Qur
uni ntentional inconsistency reflects the |ess than total
agreenent in the use of TMl-related termnology in the
literature as well.

The Dental Branch of the Ofice of Device
Eval uation considers nyofascial pain to be a subset of the
term"orofacial pain," and, therefore, we would prefer to
use the latter, nore enconpassing term Your input
regarding this termnology is wel cone.

The part of the classification process in which
you will participate will involve two steps. The first step
will be to aid FDA in the process of inventory and groupi ng.
VW wish to solicit input fromyou in the identification of
generic types of devices that are reasonably considered to
be used in the diagnosis and treatnent of tenporomandi bul ar
joint disorders and associ ated orofacial pain. The second
step, which will occur at a future Dental Products Pane
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Meeting, will be for the device industry, the public, and
other interested parties, as well as the FDA, to present
sufficient information to use so that you will be able to
recommend to FDA a class for each generic type of device not
presently classified.

Today's neeting will be a discussion. W wll not
eval uate the safety or effectiveness of generic types of
devi ces today. You will not be asked to provide any
classification recommendati ons today. D scussions today
shoul d address only inventory and groupi ng of generic types
of devices used in the diagnosis and treatnent of
t enpor omandi bul ar j oi nt di sorders and associ ated orof aci a
pain. Nowis the tine, however, for you to let the FDA the
industry, the general public, and other interested persons
know what information or data you believe will help to
facilitate future device classification within the context
of what is required under Part 860 of the Code of Federa
Regul ati ons, which are the regul ati ons governi ng
classification procedures.

For each group of generic devices, we would |ike
you to discuss the following: Nunber one is the physica
description of the device; nunber two, indications for use
presented in the | abeling;, and, nunber three, the function
of the devices placed in the group. W hope to have at the
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end of the day a panel -recommended chart which displays al
rel evant generic types of devices, their descriptions,

i ntended uses, and functions of nenbers of that group. W
will also need to know when you feel that consultation with
ot her devi ce panels may be needed.

After today's panel neeting, the FDA w | review
this device group chart, all recommendati ons and comrents.
VW will then publish a finalized chart of device groups.
Each group will have indications for use or uses under the
unbrella of intended use for the diagnosis and treatnent of
t enpor omandi bul ar j oi nt di sorders and associ ated orof aci a
pain. This chart will identify devices to be classified at
a future Dental Products Panel Meeti ng.

In preparation for this classification effort, the
Dental Branch has been tasked with the job of generating a
draft list of generic device groups for discussion purposes.
Devi ces within each generic group will have common
characteristics and have common indications for use.

The Dental Branch has undertaken a good-faith
effort to be as conplete as possible. |If devices were
omtted, they were not intentionally omtted. During the
di scussi on, device groups nay be added, del eted, or
nodi fied. You nmay identify different sub-groups other than
t hose proposed. Qustomintraoral devices were intentionally
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omtted. These devices have been defined within Section
520, Part B of the Federal Food, Drug, and Cosnetic Act and
are not subject to pre-nmarket review

[Slide.]

The |ist of device groupings includes the
followi ng: nunber one, el ectronyographic devices; nunber
two, sonographi c devices; nunber three, stimnulatory devices;

[Slide.]

Nunber four, Kkinesiology devices; nunber five,
ul trasound devi ces; nunber six, thernography devices; and
nunber seven, inmaging devices. Included will be a device
description, intended use, and indications for use.

I ndi cations for use are associ ated with the sponsor-derived
| abel i ng, as derived from510(k) subm ssions, while intended
use is related to the function of the device, as nmay be
stated in the Code of Federal Regul ations or as possibly
characterized by the Food and Drug Adm ni strati on.

[Slide.]

Nunber one, el ectronyographi ¢ devices, including
bi of eedback devi ces, 21 CFR 890. 1375 revi ewed by the
Physi cal Medi ci ne Panel states that a diagnostic
el ectronyograph is a device intended for nedical purposes
such as to nonitor and display bioelectric signals produced
by nuscles, to stimulate peripheral nerves, and to nonitor
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and display electrical activity produced by nerves for the
di agnosi s and prognosi s of neuronuscul ar di seases.

Nunber two, they are class Il devices. There are
no Dental Panel classification regulations under Part 872 of
the Code of Federal Regulations relative to these devices,
as el ectronyographi ¢ devi ces designed and i ntended for the
use in the diagnosis and treatnent of tenporonandi bul ar
joint disorders and associ ated orofacial pain. Review of
510(k) subm ssions indicates that these devices are | abel ed
and i ntended for the nmeasurenent or quantification of nuscle
activity present in the tenporonandi bular joint area. Sone
510(k)s state that jaw position and nuscle bal ance nay al so
be neasur ed.

| tem nunber 2, sonography devices. 21 CFR
870. 1875B, reviewed by the Cardi ovascul ar Panel, states that
an el ectronic stethoscope is an electronic anplified device
used to project sounds associated with heart, arteries,
veins, and other internal organs. These are class II
devi ces requiring performance standards. There are no
dental classification regulations under Part 872 of the Code
of Federal Regul ations relative to these devices as
sonogr aphi ¢ devi ces designed and intended for the use in the
di agnosi s and treatnent of tenporonandi bul ar joint disorders
and associ ated orofacial pain. Review of 510(k) subm ssions
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submtted for these devices reveals that they are | abel ed
and are intended for use in the recordi ng and neasurenent of
sounds of joints, the joint conponents. Sone of these
devices may al so visually represent sounds nade by these
conponent s.

Nunber three, stimulatory devices, including TENS
devi ces. 21 CFR 882.5890, reviewed by the Neurol ogy Panel,
states that a transcutaneous el ectrical nerve stinmulator for
pain relief is a device used to apply electrical current to
el ectrodes on the patient's skin to treat pain. These
devices are class Il devices. They require perfornance
st andar ds.

There are no dental classification regul ations
under Part 872 of the Code of Federal Regul ations relative
to these devices as stinulatory devices designed and
intended for the use in diagnosis and treatnent of
t enpor omandi bul ar joint di sorders or associ ated orofacia
pain. Review of 510(k) subm ssions reveals that these
devices are | abeled and are intended for use in the relief
of nmuscul ar pain and nuscl e spasm

TENS devi ces are used to treat mnuscul ar conponents
of tenporomandi bul ar joint disorders and associ at ed
orofacial pain. Their objective is to obtain nuscle
rel axation. The use of these devices in el ectro-anesthesia
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is not directly related to tenporonandi bul ar joint disorders
or associated orofacial pain, and they are not included in
thi s groupi ng.

[Slide.]

Nunber four are the Kkinesiology devices and
pant ogr aphi ¢ traci ng devices. 21 CFR 888. 1500, revi ewed by
the Othopedi cs Panel, describes a gonioneter as an AC power
device intended to evaluate joint function by neasuring and
recordi ng ranges of notion, acceleration, or forces exerted
by a joint. These are class | devices. There is one Dental
Panel reference within the Code of Federal Regul ations
relative to these devices. 21 CFR 8721.3730 describes a
pant ograph as a device that is intended to be attached to
the patient's head to duplicate | ower jaw novenents to aid
in construction of restorative and prosthetic dental
devices. A narking pen is attached to the |ower jaw portion
of the device, and as the patient's nouth opens, the pen
records on graph paper the angl e between the upper and | ower
jaw. It is a class |-exenpt device.

However, not reflected in the CFRis the fact that
there are nore than just this one neasurenent that may be
made wi th sone pantographs currently in clinical use today.
In review of 510(k) subm ssions, we find that these devices
are devices that are | abeled and are intended for use in the
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neasurenent of joint position or jaw novenent. They al so
identify the space between the jaws, or freeway space, as
wel | as nandi bul ar rest position. Sone devices inthis
group graphically record mandi bul ar position or novenent.

Nunber five, therapeutic ultrasound devi ces.
Based on exam nation of devices submtted for regul atory
review, therapeutic ultrasound devi ces appear to have no
indi cated uses or specific labeling clains related to the
t enpor omandi bul ar joint. However, 21 CFR 890. 5860, Part A
reviewed by the Physical Medicine Panel, describes an
ultrasonic device that is used to apply heat to an
anatomcal structure. This is aclass Il use. Al other
uses are covered by 21 CFR 890.5860, Part B, and are cl ass
Il uses. Unless discussion today reveal s otherw se, there
are no other devices in this group with clains related to
t he tenporonandi bul ar joint and associ ated orof aci al pain.
No action is needed at this tine.

Nunber six is thernography devices. Based on
exam nation of devices submtted for regulatory review,
t her nogr aphi ¢ devi ces appear to have no indicated uses or
specific labeling clains related to the tenporonandi bul ar
joint. However, 21 CFR 882.1570, reviewed by the Neurol ogy
Panel , describes a powered, direct contact, tenperature
neasur enent device. A powered, direct contact, tenperature
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nmeasur enent device is a device which contains a power source
and is used to neasure the difference in tenperature between
two points on the body. These are class Il devices that
requi re performance standards. Unl ess di scussion today
reveal s otherw se, there are no other devices in this group
with clains related to the tenporonandi bul ar joint disorders
and associ ated orofacial pain. No action is needed at this
tine.

[Slide.]

Nunber seven is inmagi ng devices. |nmaging devices
i ncl ude radi ol ogy, nmagnetic inaging, tonographic inmaging,
and ul trasound inmagi ng. Radi ography devices incl ude
radi ol ogy devices previously classified by the Dental
Products Panel under 872.1800 and 872.1810. Both devices
are described as electrically powered devices that produce
X-rays and are intended for dental radiography exam nation
and di agnosis and treatnment of the teeth, jaw, and ora
structures. Both types of devices are presently class Il
and have al ready been classified by the Dental Products
Panel . There are other non-dental classifications for
radi ol ogy devices, but they will not be di scussed today.

Tonogr aphy devices may be used to inmage the
t enporonmandi bul ar joint. Reports of the use for diagnosis
of these disorders exist in the dental literature and are
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presently displayed on Wb sites on the Internet. 21 CFR
892. 1750 describes a conputer tonography device that
produces cross-sectional radiographic i nages of the body,
usi ng conputer reconstruction. They are class Il devices
and are revi ewed by the Radi ol ogy Panel .

Magneti ¢ resonance i nmagi ng devi ces may al so be
used to image the tenporonmandi bular joint. Reports of their
use as diagnostic tools in soft tissue areas of the TMjoi nt
also exist in dental literature and on the Internet. 21 CFR
892. 1000 describes a device that produces inages using
nucl ear magnetic resonance. These are class Il devices and
are al so reviewed by the Dental Radiol ogy Panel

The last group is diagnostic ultrasound devi ces.
Unl ess di scussion today reveal s otherw se, there are no
other devices in this group with clains related to
t enpor omandi bul ar joint di sorders or associ ated orofacia
pain and no action i s needed.

Again, we are not here today to classify any
devices used in the diagnosis and treatnent of
t enpor omandi bul ar j oi nt di sorders and associ ated orof aci a
pain. W are here to request your assistance in the
groupi ng of all devices reasonably considered to be devices
with these clains. W recognize that there are many devices
that may add bits of diagnostic information about
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t enpor omandi bul ar joi nt di sorders and orof aci al pain.
Unl ess and until sponsors cone forward to the FDA with
subm ssions for these devices and specific TMI-rel ated
clains, the FDA believes that this chart is reasonably
conpl et e.

[Slide.]

Qur charge to you today is to ask you to answer
the foll owi ng questions: Nunber one, do you concur with the
basi ¢ construct of this grouping of devices as presented?
Nunber two, are there any groups or categories of devices
that you feel should be added or renoved fromthis list?

[Slide.]

Question nunber there, for device groups or
categories discussed today, which groups have | abel ed
indication for use or intended use which relate to
t enpor omandi bul ar j oi nt di sorders and associ ated orof aci a
pai n?

[Slide.]

For groups or categories discussed today for which
there are existing classifications, which groups do you
bel i eve are groups of devices which have pre-1976 uses for
t he di agnosis and treatnment of tenporonandi bul ar di sorders
and associ ated orof aci al pai n?

[Slide.]
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Nunber five, for the groups or categories
di scussed today for which there are existing classification,
whi ch of these pre-1976 i ntended uses are not a subpart of
and are separate or distinct fromany existing
classification discussed today? And we would |ike to know
your rationale for that.

[Slide.]

Question nunber six, for the sanme device groups or
categories for which there are no existing classifications,
whi ch groups do you believe have a pre-1976 i ntended use in
t enpor omandi bul ar j oi nt di sorders and associ ated orof aci a
pai n?

[Slide.]

Nunber seven, are there any questions that you
have that the FDA, the device industry, or other interested
per sons shoul d address and present to you prior to
classification of these devices?

Question nunber eight, and the final one, with
what priority--high, nmedium or |ow-should FDA pursue
classification of these devices? W would |ike your
rationale for this decision

Thank you very mnuch

DR CGENCO Thank you, Dr. Betz.

Are there any questions or comments for Dr. Betz?
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MR ULATOMSKI: M. Chairnan?

DR GENCO  Yes?

MR WATOANBKI : That was quite a nmouthful that Dr.
Betz just said. W're going to conme back with you during
di scussion to address each and every group once again to
again explain the history that we were able to uncover, and
then we can di scuss each of those groups individually.

DR GENGO 1'd like to thank you both on behal f
of the panel and the guests for a very conplete description

of the area and for the clear charge.

If there are no further comrents or questions of
M. Uatowski or Dr. Betz, then we'll proceed to the open
public hearing. This tine is nmade available for the public
attendees to address the panel and to present data rel evant
to the panel's activities with respect to devices for use in
t he di agnosis and/or treatnent of tenporonandi bul ar
dysfunction and rel ated orofacial pain.

| woul d ask the speakers to identify thensel ves
and state whether they have any invol venent, including, but
not limted to, financial involvenent, w th nmanufacturers of
products that they are discussing or with their conpetitors.

Any comments fromthe public?

[ No response. ]
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DR GENOO kay. | take it then--yes?

VOCE |Is there an order of presentations?

DR CGENCO No, excuse ne. This tine is allowed
for non-programred comrents fromthe public, and I don't see
any. We wll then have presentations by industry, and there
is an order, a very specific order for those of you who have
asked to be on the program O course, we will have tine
for those who want to nmake further comrents or who have not
been asked to be on the program W want to nake this
conpl etel y open.

MR WATONBKI : M. Chairnman?

DR GENGO  Yes?

MR ULATOANBKI: Just to reiterate process here,
panel process, anyone w shing to say anything, you need to
identify yourself and your association. It drives the
transcriptioni st crazy when they try and figure out what
name to assign to sonething in the transcript. So you need

to cone to the podiumso they can hear you.

DR CGENCO kay. Then hearing no open public
comrent, we'll go to now our nore formal presentations from
associ ations and industry.

The first presentation will be made by M. John
Radke from Bi oresearch, Incorporated. M. Radke?
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MR RADKE: | amthe president of Bioresearch,
Inc. W're a snmall conpany. W' ve been in business since
1965. | amone of the shareholders in the conpany. It's a
closely held private corporation.

This is sonewhat of an enotional nonent for ne,
havi ng been here three years ago at the kangaroo court which
was held here. Miscle nonitoring devices at that tine were
anyt hing that was manufactured by Bi oresearch and Mo-
Troni cs and were unani nously voted to be put into a class
Il category at the highest priority, in spite of the fact
that there was no real evidence that any harm had cone to
the general public as a result of these products being on
the market for over 20 years.

The good news is | see a lot of fresh faces here
today, and hopefully we'll be on a different track today,
hopeful | y one of exposing truth.

| don't know what the background is of the pane
menbers, particularly. | know nost of you are dentists,
have dental degrees and advanced degrees and so on. M
background is I'man engineer, and |'ve worked in industry
all ny life, about 25 years, actually.

You mght be interested to know, if you don't
al ready know, that a conpany such as Bi oresearch coul d not
consi der applying for or expect to get a pre-narket
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approval. So if our products, any of them suddenly becone
class Ill, those products are finished, and what ever
benefits society has received fromthem that goes out the
w ndow.

Qur products are limted to basically four devices
that | think fall within categories that have been
described. One of our products an el ectronyograph. It
happens to be used by dentists sinply because we as a
conpany happen to sell to the dental marketplace and we work
with dentists and we are not in a position to sell to
physi ci ans and neurol ogi sts. It does exactly the sane
things that any ot her el ectronyograph does. It has
el ectrodes that are applied to nuscles for surface
recordings. It has anplifiers which anplify the signals.
And it has the ability to display those anplified signals
graphically, just |ike any other electronyograph. There is
not hi ng speci al about a TMJ el ectronyogr aph.

VW have sonething called a BioTENS, which is a
TENS device, and the indications for use are exactly the
sanme as other TENS devices. It has no curative effect.

It's for sonetines relief of pain, sonetines for nuscle
rel axation.

VW have a device for tracking jaw novenents, and
sonetines doctors are interested in how the jaw noves when a
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pati ent has a dysfunction. O course, sonetines they're not
sure if it's a dysfunction or nmaybe it's a disorder or

possi bly a di sease, because under the disorders there's
probably a hundred different di seases. O course, anybody
can have a dysfunction, TMJ or otherw se.

A jaw tracking device is equivalent to a device
which | helped to develop in the early '70s. There are
ot her types of devices. The one that we manufacture uses a
smal | permanent nmagnet which is attached to the | ower
incisors. There are no electrical connections to the
patient. No one has ever been shocked by wearing one. It
records how wi de the patient can open and whet her or not the
patient can protrude or nove laterally, to the left, to the
right.

It also has the ability to record the patient
during function, sonething that a pantograph doesn't
typically do that, as the patient can eat and swall ow and so
on.

W al so have a device called SonoPac, which is a
device for recording joint sounds fromthe tenporonandi bul ar
joint--joint sounds that can otherwise be listened to with a
st et hoscope by a dentist but not with very good results,
according to the literature. You can also pal pate the
t enpor omandi bul ar joint with your fingers, but that's not
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very effectiveness either.

As it turns out, if you record the sounds fromthe
joint and you display themgraphically, dentists are nuch
better able to sort themout. They don't hear so good, but
they are nmuch better visually at recogni zing patterns and
associating themw th what's going on in a joint, that is,
if you have an internal derangenent, a displaced disk with
reduction or wthout reduction, degenerative changes in the
joint. It's conplenmentary to joint inmaging which shows you
the structure of the joint in that the sound recordi ngs from
the joint are nade while the joint is noving and while it's
| oaded. And it gives you a little information that is
sonetinmes useful in nmaking a diagnosis and hel ping the
dentist to understand what's going on inside the joint.

| guess |I'mnot exactly sure what the ultinmate
purpose is here, whether we are charged with com ng--or you
are charged with comng up wth a single category and a
single classification for all devices in each one of these
groupi ngs, or whether the individual devices would be, in
fact, classified individually. But | think what | heard was
that this was a generic classification, so anything that
falls in the area of sonography woul d have t he sane
classification regardl ess of whether it was a stethoscope or
sonet hing el se, | guess.
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The thing about TMJ, whatever you call it, is that
it's not asingle thing, and so it's a lot of different
things, and as far as | know, there are no devices for the
di agnosi s and treatnent of tenporonandi bul ar di sorders and
rel ated nyofascial pain dysfunction. There are a |ot of
devices which can provide a little bit of information for
t he di agnostic process for the clinician, who ultinately is
responsi bl e for naki ng the di agnosis.

There is possi bly one exception to that statenent.
| guess sone of the psychonetric tools, if you would cal
themthat, claimto be able to di agnose the presence or
absence of a tenporonandi bul ar di sorder and differentiate
bet ween sone sort of a psychol ogi cal di sorder versus sone
sort of a physiological condition. So nmaybe there is
sonmething in that. Mybe there's--1 think there are severa
psychonetric tests that are avail able which a clinician can
apply to a given patient to decide or hel p himdecide or
apparently tell himif his patient has a physiologic or
psychol ogi cal disorder, or both. You certainly can't do
that with an el ectronyograph.

Fromny point of view, | guess, it seens to ne
that an el ectronyograph is best classified as an
el ectronyograph, regardl ess of whether we're | ooking at
shoul der nuscles or leg nuscles or facial nuscles. It seens
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like a TENS device is a TENS device. The fact that sonebody
has a sore nasseter nuscle or tenporalis nuscle doesn't nake
the device any different than if it's the trapezius or
rhonboi d or sone other nmuscle. TM or TMD patients do have
pain very often, and sonetines they benefit fromapplication
of TENS.

| don't know whether it's appropriate or not, but
| think--and I don't know whether this is within the bounds
of what we're tal king about today, but if you consider al
devi ces that in sone way could affect sonebody with a
cardi ac problem you could have a classification that woul d
include aspirin and an artificial heart. | don't think
anybody woul d classify themin the same classification.

Dependi ng on what ends up being in the
classifications that are being considered today, the
disparity may not be so great.

Are there any questions? | would like to--if |
still have a mnute or two left?

DR GENCO You have 20 mnutes. You' ve been
tal king about 15. You certainly have another five, if you'd
like, and longer if you need it.

MR RADKE: |If there are any questions fromthe
panel nenbers about anything |I've said right now, it would
be real handy--
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DR CGENCO So you're finished with--

MR RADKE: | could still renmenber what |'ve said,
| think.

DR GENCO  You' ve finished with your fornal
conmment s?

MR RADKE: Yes.

DR CGENCO Ckay. Thank you very much.

Are there any comments or questions fromthe panel
nmenbers? Yes, Dr. Mses?

DR MOBES: Thank you.

One of the things that | would like to see the
panel address was regarding el ectronyographi ¢ devi ces.
see that there are two categories here. (ne i s nmeasure
masticatory nuscle activity, and so | would consider that a
nmeasurenent device in the context that M. Radke identified
his instrumentation. On the other hand, | see there's a
category, biofeedback nuscle re-education. Now, | think
that mght be considered in the real mof treatnent rather
than in nmeasurenent. And so |'mwondering if along that
line the differentiation should be nade by the panel.

Then the third point would be with regard to
el ectronyographic activity. | believe that there possibly
is a difference between surface el ectrodes and needl e
el ectrodes in ny mnd being that the needl e el ectrodes are
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quite a bit nore invasive. And | would like to know if we
could draw a clear differentiation there as well in terns of
categori zing these devi ces.

| would like to know your feeling on these.

DR CGENCO Yes, M. Radke, would you comment ?

MR RADKE: Well, | think | would agree that the
bi of eedback--1 think it's probably both, though, because if
you hook sonebody up to a bi of eedback device, you are
thinking that they mght be stressed out. And if there's a
lot of activity, your diagnosis is, you know, that there's a
ot of activity, the patient is tense, sonething like that.
So | suppose there could be a diagnosti c conponent.

Certainly the nuscle re-education thing, if you
can get the patient to relax, that would be, | think, in the
treatnent category. So | would agree with that.

In terns of surface and needle, | don't know if
t here' s--nmaybe one of the FDA experts can say if there is a
differentiation nowin the area of el ectronyography and
neurology. |s there any differentiation now between surface
and needl e as far as classification?

MR ULATONBKI: Well, | can't speak to that
specifically because it's not in ny panel area. W can
check on that, though, in our Code of Federal Regul ations.

MR RADKE: (bviously, the needl e woul d be
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invasive in the sense, you know, that it goes under the

skin. | don't think it's--1 nmean, it would be conparable in
risk, I suppose, to an injection or sonething like that.
But - -

DR QO\NZALEZ: Can | make a comment ?

DR CGENCO Yes, go ahead.

DR QONZALEZ: There is a classification
difference by the Anerican Acadeny of Neurol ogy and the
Aneri can Acadeny of E ectrodi agnostic Medici ne where
statenents have been nade regarding utility and the
conparison between the utility. | won't comment right now
because | understand we're not getting into utility and the
function, safety issues, et cetera, but just to state that
there are statenments by various academ es regarding the
differences and utility and conparing the differences by
these various academes. So that separation has been nade.

DR CGENCO That's in terns of intended usage, but
t he question was whether or not there was a difference in
the classification, like class | or class Il or class III,
bet ween surface and need! e.

DR QO\NZALEZ: kay. That | can't answer in terns
of class | and class Il by FDA but in terns of statenents
regarding utility and the fact that they're classified
differently as far as invasiveness, those statenents have
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been made.

DR CGENCO So it seens that with respect to your
original comrent about heterogeneity within that group of
el ect ronyogr aphi ¢ devi ces, there may be sone heterogeneity.

DR MXES: Yes.

DR GENCO Related to surface el ectrode versus
needle. So that is sonething | think the FDA can be advi sed
or industry can be advised to advise us with respect to that
het er ogenei ty.

M. Radke, you did bring up heterogeneity. Wat
are your feelings about that? Do you think there's any
ot her heterogeneity?  the four products that you
di scussed, do you think they're single categories? How
woul d you advi se us on that, the Bi oTENS, the jaw tracking,
t he sonograns, the el ectronyographic? 1Is there
heterogeneity in your mnd in any one of those, or are they
generi c enough to be considered individual categories?

MR RADKE: | don't knowif | can--1 don't knowif
| feel that |I could nake a definite statenment on that at
this tine.

DR CGENCO Well, that's fine. | think the issue
is out there. Certainly there will be tinme to discuss it
nor e.

MR RADKE: | think it should be considered.
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DR GENCO  Surely.

The ot her issue you brought up or another issue
is--1 think Dr. Mses brought it up, too: Should we be
consi dering diagnostic separate fromtreatnent? Does it get
confusing to consider the two for each of these categories?
D d you want to further comment on that?

DR MXBES: M opinion is that they shoul d be
separate, and, again, regarding the other issue, |I'mnot an
expert in needle electrodes, Dr. (onzal ez, but ny inpression
is that there is a difference in use in that a surface
el ectrode is used to neasure nuscles, whereas the needle is
nore to neasure nerve conduction and things |ike atrophy.
And so | would go for the differentiation.

DR CGENCO  Thank you.

Dr. Conzal ez, do you want to further comrent?

DR QO\NZALEZ: That's true. The utility of the
surface as opposed to the needle EMsis felt to be so w dely
different that statenments have been nade separating that out
interns of the utility and the efficacy and safety issues
as well by various academ es because of the feeling that
they are separate issues.

DR CGENCO Dr. Moses?

DR MXSES. This becones an inportant issue,
probably not to the FDA but to the dentists in general,
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because in various cases, when people aren't clear on the
differentiation, then insurance conpanies are rejecting
certain surface el ectronyography uses such as this one and
saying that it should have been a needl e el ectrode. And I
think the FDA can hel p by naking that distinction for
scientific purposes only. But they would help the
situation, clearly.

DR CGENCO kay. Thank you.

M. Radke, further comments, or panel, any further
comrents for M. Radke?

[ No response. ]

DR CGENCO Thank you very much

The next presentation will be nmade by M. Rol and

Jankel son of Myo-Tronics, Incorporated. M. Jankel son?

MR JANKELSON  Good nmorning. | would like to, if
| may, take just hopefully not nore than a coupl e of
mnutes, and then turn our period of tine over to Dr. Robert
Jankel son for sone additional comments.

M/ nane is Roland Jankel son. | amthe president
of Myo-Tronics, Inc. The conpany is approximately 25 years
old, I think has the proper distinction of being recognized
as a pioneer in certain technologies that are the subject--
sone of the subjects that are being di scussed this norning.
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| really intended to stay away from any di scussi on
of the 1994 panel because this is a new group. Sone of the
al ready insightful questions and comments that |'ve heard
fromthe panel this norning indicate that this really is a
different group. | think, however, some very brief comrents
since M. Radke referred to the previous panel in 1994, and
| say this not in any--with any intent to do anything ot her
than to assist the FDA in noving forward with what is their
mandate, which is the classification process, which we
support .

| think, however, some brief comments are rel evant
to indicate sone sensitivity on the part of Myo-Tronics, and
as you' ve heard already, on the part of Bioresearch, based
upon sone things that happened several years ago in
connection with a simlar panel.

Let me just say that as a result of what happened
at that panel, and in connection with sone other alleged
irregularities in connection with the treatnent of Mo-
Tronics by the FDA, there was a two-year investigation by
the Ofice of Inspector General for Health and Human
Services. There were hearings before the U S House
Comrerce Comm ttee's Subcomm ttee on Oversight and
| nvestigations. Those of you who think that that background
has any rel evance to understanding our sensitivity certainly
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have access to those findings. | think clearly the FDA has
acknow edged sone very real problens, for which we are
t hankful . Four FDA enpl oyees--two per manent FDA enpl oyees,
two tenporary governnment enpl oyees--have been di sassoci at ed
fromservice with the FDA

In aletter witten to ne recently by Dr.
Friedman, | just want to read two sentences: "In closing,
acknow edge that certain past actions and deci sions by FDA
staff concerning the case excise(?) device were
i nappropriate. | believe that we have taken forceful and
responsi bl e actions to guard agai nst such conduct in the
future." And | think this panel this norning, from what
|'ve already heard, is sone evidence of that, so we at Myo-
Tronics thank all of you for your service today and in the
future on this nmatter.

| would finally like to submt for the record of
this meeting three--actually four letters and nmake it part
of the official record. |Is that proper protocol ?

MR UWATOABKI :  Through the Executive Secretary.

MR JANKELSON For the record, the first letter
is a response from Rol and Jankel son to Dr. Friednman, dated
Qctober 21, 1997. The second is a letter from Rol and
Jankel son to Dr. A pert, dated Cctober 24, 1997. The third
letter is a letter fromRol and Jankel son, dated Cctober 27,

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666

53




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

54

1997, to Secretary Shalala, to Dr. Friednman, to Dr. A pert,
and to Dr. Uatowski. And the final letter is a letter from
Rol and Jankel son to Secretary Shalala and Dr. A pert, dated
Sept enber 11, 1997.

V¢ have had responses to none of these letters
which raise issues that are, in fact, relevant to the
classification process that you fol ks are enbarked on, as
wel | as other issues. It is ny understanding, based on a
conversation with Dr. Al pert last week, that the FDA does
have the intention of responding in witing, which has been
our request, to the various issues raised in each of those
letters. And | woul d enphasi ze again our concern that that,
in fact, does happen.

| think at this point 1'"'mgoing to stop ny
presentation and invite Dr. Robert Jankel son. | mght
comrent, while he is on his way up, on the issue of the
generic classification versus a nore finite devi ce-by-device
classification, I'msure he will nake sone comrents
appropriate to that, but | think that is, in fact, a very
significant issue that does need to be correctly addressed.

Thank you.

DR CGENCO Thank you, M. Jankel son

Any comments fromthe panel ?

[ No response. ]
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GENCO  Cay. Thank you very nuch.
JANKELSON  Thank you.

CGENCO Dr. Robert Jankel son?

3 3 3 3

JANKELSON  Good norning. M. Chairnman,
col | eagues, | adies and gentlenmen, |'mDr. Robert Jankel son
|'ve been in private clinical practice in Seattle,

Washi ngton, since 1963, with a particular interest in

t enpor onandi bul ar di sorders since about 1970.

There are four maj or areas of discussion and
clarification specific to any determnati on of which devices
are appropriate "for use in the diagnosis and/or treatnent
of tenporonmandi bul ar joint dysfunction and oral -faci al
pain." These issues are--and before | proceed, | shoul d
identify that | amDrector of Research and Devel opnent for
M/o- Tr oni cs.

Issue No. 1 for this panel--and | think sone steps
are being nade already--is defining TMD. Wat is it?

The FDA characterization has advertised the
pur pose of today's neeting to be to discuss previously
uncl assi fi ed devices "used for diagnosis and/or treatnent of
t enpor onmandi bul ar joint dysfunction and oral-facial pain."
| was very encouraged that Dr. Betz opened for discussion
the use of the terns "oral-facial pain."

What is TMD? The FDA Wb site characterization of
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TMD as "tenporo-mandi bul ar joint dysfunction and oral -faci al
pai n" may be msleading, inprecise, and i s not consistent
with widely accepted nodels of TMD. This limted definition
does not enconpass generic nuscul oskel etal pat hol ogi es
associ ated with TMD, does not enconpass the cranio-

mandi bul ar/ cervi cal nodel of pathosis, does not enconpass

t he nyof ascial pain reference nodel, nor does it include
many of the primary and secondary signs and synptons of TMD.
Bef ore advancing to the question of which devices to include
in a category of "TMD di agnostic and treatnment devices," it
is first necessary to adequately define the disease entity.

| ssue No. 2, understanding the science and
politics of the two major TMD paradi gns.

There are two nmaj or phil osophi cal paradi gns
presently being propagated to explain the etiology of TMD
signs and synptons. For the past 60 years, dating fromthe
wor k of anatom st pioneer Harry Sicher, physiologist Hans
Sel ye, and clinicians such as Nathan Shore, Wl don Bell, and
many ot hers, dentists have approached the problemas a
primarily physical, or biomechanical, problem albeit with
secondary psychosoci al overlays. This has been the reigning
clinical paradigmfor 60 years. It is only recently that a
limted academ c group have deni ed occlusal causality for
TMD. In its place, they have attenpted to posture TMD as a
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psychosoci al di sease caused by enotional stressors, et
cetera. The 1996 N DR consensus neeting clearly defined the
bi onechani cal versus the psychosoci al schism

The masticatory systemw th its uni que mechani sm
of bilateral diarthrodial joints, precise tooth
i ntercuspation, and hi ghly devel oped proprioception of the
trigemnal system suggests a bi onmechani cal nodel of
occlusal, or orthopedic, contributory etiology to this
conpl ex nuscul oskel etal dysfunction called TMD. For 60
years, treatnent of the naxill o-mandi bul ar occl usal
rel ati onshi p has been the bi omechani cal paradi gmfor denta
treatnent of TMD. The use of occlusal appliances to
provisionally alter the occlusal relationship of the
mandi bl e to the crani umhas been the operative dental
approach. Many studies in the literature and clinical
experience have verified the positive response of patients,
al beit not always predictable, to occlusal therapy in a high
per cent age of patients.

Cten overl ooked in the debate is the fact that
both--and | stress bot h--bi onechani cal and psychosoci al
stressors can i npose stresses that exceed the accomodati ve
capacity of the organism resulting in clinical dysfunction
and/ or synptons. Thus, the pathogenic nodel for TMD, if it
is to conformto the pathogeni c nodel for other
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muscul oskel etal dysfunctions should | ogically enbrace both
t he bi omechani cal and the psychosocial nodel. e is not,
and shoul d not, be exclusive to the other.

The present effort by a snmall academc group to
i mpose a strictly psychosocial nodel for TMDis nore rel ated
to political agendas, allocation of grants for TMD research,
| ME consulting fee allocation, and pretense for denial of
i nsurance rei nbursenent rather than sound scientific
nmet hodol ogy.

The third issue is that of the scope of the
devi ces used for TMD diagnosis and treatnment. Wiat devices
shoul d be included in a classification process "for use in
t he di agnosis and/or treatnent of tenporonandi bul ar joint
dysfunction and oral -facial pain," although | nmake it very
clear that | think this definition is not enconpassing, is
m sl eadi ng, and should be visited by this panel. The stated
purpose of today's nmeeting is to ensure that all devices
that are used in the diagnosis and treatnment of TMD are
identified and included in the FDA cl assification process,
unli ke the discredited and vacated Cctober 1994 panel which
sel ected only four devices fromanong the nany that are
appropriate for this consideration.

Usi ng t he bi onmechani cal / psychosoci al nodel ,
devices to be classified "for the use in the diagnosis and
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treatment of tenporomandi bul ar joint dysfunction and oral -
facial pain"--TMD, if you will--nust logically include

devi ces that provide data used by the clinician to nake
occl usal determnants necessary in fabrication of

t herapeutic appliances or to alter the dental occlusion. It
nmust i nclude devices used to fabricate occlusal therapeutic
appl i ances, devices used to aid the diagnosis of nyogenous
TM dysfunction, devices that aid diagnosis and treatnent of
intrinsic tenporonandi bul ar joint dysfunction, devices used
for occlusal therapy, physical therapy, and psychonetric
testing.

The following is alist that is not necessarily
conplete, but |I feel it includes those devices that nust be
included in devices used as aids in the diagnosis and/ or
treatment of TMD

Cne, TMD psychonetric tests; two, conputerized jaw
tracki ng devi ces; three, pantographic tracing devices; four,
axi ographi c jaw tracking devices; five, occlusa
regi stration devices used to fabricate TMD appli ances; si X,
cephal onetric anal ysis software; seven, surface
el ectronyograph; eight, biof eedback EM3 nine, stethoscopic
and Doppl er TMJ sound recordi ng; ten, electrosonography; 11
t her nograph; 12, devices used to fabricate TMD occl usal
appliances or to nodify occlusion in TMD patients--exanpl e,
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Tech Scan, and articul ators whose settings wll influence

t he outcone of the occlusal appliance plan; 13, TMD

di agnosti c software--exanple, PT D agnostic Software, Inc.;
14, ultrasound diatherny; 15, galvanic stimulators; 16, high
frequency transcutaneous el ectrical neural stinmulators; 17,

| ow frequency transcutaneous electrical neural stimulators;
18, ultra-low frequency nuscle rel axation stimulators--there
is still a great deal of confusion regarding the distinction
of these three categories of TENS devices; 19, iontophoresis
devi ces; 20, nechanical TMD therapy devi ces, such as the
Therabite or Agqualizer; 21, transcranial radi ography; 22,
pant ogr aphi ¢ radi ography; 23, tonography; 24, conputer-

assi sted tonography; and, 25, nagnetic resonance i nmagi ng.

Al of the above devices are used in diagnosis and
treatnent of tenporomandi bul ar joint dysfunction and oral -
facial pain, or TMD. Al provide data or determ nants that
aid the clinician in diagnosis and/or treatnent of TM.

And, finally, the fourth issue is use of devices
as aids in diagnosis and treatnment, i.e., neasuring devices,
as opposed to devices that claimto nake a di agnosi s.

The fourth issue is the m splaced prem se during
the 1994 Dental Advisory Panel which was advanced by certain
anti-instrunentati on wtnesses giving testinony, testinony
whi ch has since been discarded as fal se and m sl eadi ng, that
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any of these devices, by thensel ves, nmake or nust nake a
di agnosis. A device that record physiologic or anatomc
data does not, in itself, nake a diagnosis. The
differential diagnosis is always nmade by the doctor based
upon patient history, patient eval uation, subjective and
obj ective data. Anatom c inagi ng and/ or physi ol ogic

nmoni toring should be pertinent to the particul ar

pat ho/ physi ol ogi ¢ phenonena bei ng consi dered. Wen

consi dering devices that aid in the diagnosis of TMD, or any
di sease, three criteria are relevant, and this is nost

i nportant:

(One, does that device nmeasure a known physi ol ogi c
phenonena that is relevant to the disease or dysfunction
bei ng consi der ed?

Two, does it neasure accurately? |Is the data
preci se and accurat e?

And, three, does this data provide additional
information that is relevant to and adds to the di agnosi s?

Those are the three criteria fromwhich you nust
eval uat e nmeasur enent devi ces.

In final summary, if this panel is to performits
m ssion, the panel nust approach the subject matter with a
full understandi ng and appreci ati on of the scope and
conplexity of the multi-etiologic, multiple signs and
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synptons conplex presently referred to as TMD, it nust be
aware of the political and scientific history of the two
maj or TMD paradi gns; it nust consider the broad scope of
devices that are used for diagnosis and treatnment of TMD
and it must understand the distinction between nmeasuremnent
devices that provide data to assist the clinician in TMD
di agnosi s and treatnent, as opposed to devices that are
claimed to independently nmake a di agnosi s.

Again, | enphasize that this is a m ni num
foundation to begin a classification process that is
obj ecti ve, enconpassing, and reflects the present state of
know edge and understanding in the field of TMD and, nost
importantly, will allow delivery of optinmal, cost-effective
care for patients suffering from TMVD

| will be happy to answer any questions regarding
these issues at this tinme or later at any time during the
day' s di scussi on.

M. Chairman, thank you.

DR CGENCO Thank you, Dr. Jankel son.

Are there any questions or comments fromthe
panel, fromthe guests?

[ No response. ]

DR CGENCO Thank you very much

The next presentation is by Dr. Kenneth Burrell
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fromthe Anerican Dental Association

DR BURRELL: M name is Kenneth Burrell. 1'mthe
senior director for the Arerican Dental Association's
Council on Scientific Affairs, and this council does three
main things: one is that it addresses scientific issues
that are of interest to dentistry; it eval uates products,
dental products, both over-the-counter and professional; and
it devel ops guidelines and standards. |It's about this third
area that | woul d suggest that the panel pay particul ar
attention to, and | have provided this panel wth
i nformation about these standards activities. | believe you
have copies of the standards or the guidelines that woul d
apply to the devices that are being di scussed today. $So
what | amgoing to do nowis to nake a presentati on on what
eval uation criteria are used w thin those guidelines.

Tenpor omandi bul ar di sorders, also referred to as
crani al - mandi bul ar di sorders, or sinply TMD, enconpass a
nunber of nuscul oskel etal conditions that involve one or
bot h t enpor omandi bul ar joints, the nasticatory nuscles, or a
conbi nation of both. As part of the ADA Acceptance Program
the Council on Scientific Affairs has established guidelines
for evaluating instrunents that aid in the treatnment of T™
disorders as well as for devices that evaluate the TM
muscul oskel etal conpl ex.
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For consideration for acceptance under the ADA
Seal Program conprehensive product information nust be
submtted. Al clains of efficacy nust be docunented,
including all clains in advertising and pronoti onal
material, and a detail ed product description that explains
the principles of design is required.

W al so review | abel i ng, packagi ng, and
instructional nmaterials to ensure that clear, accurate,
step-by-step directions for safe and efficacious use are
provi ded.

For TMD di agnostic aids, such as jaw tracking and
surface nyography devices, instructions nust delineate
exactly when in the context of clinical diagnostic efforts
the device is to be used. W also require that limtations
and sources of air in using the device be outlined in the
i nstructions.

For TMD treat nment devices, precautions,
contraindications, and limtations nust be listed along with
a di scussion of when in the course of clinical therapeutic
efforts the device is warranted. For both categories of
devices, precise calibration procedures are a critica
conponent of the instructions.

To denonstrate safety, all electronic instrunents
nmust have data to show conpliance wi th specifications set
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forth by Underwiters Laboratories. dinical studies for
efficacy al so can be used for safety assessnents where
appropri at e.

For TMD di agnostic aids, the nature of supporting
docunentation for efficacy clains depends on the specific
claimthe device carries. |If the clainmed efficacy and
utility of the instrunent involves neasurenent that is part
of the biological or psychol ogi cal phenonena associated with
di sorders of the tenporonmandi bul ar nuscul oskel etal conpl ex,
evi dence of good performance is required with respect to the
neasurenent. If the claimstates that the device neasures a
paraneter that is independently diagnostic of a particular
di sorder, the validity of the diagnostic claimhas to be
document ed by appropriate clinical studies.

V¢ require two i ndependent scientific studies to
denonstrate a diagnostic device's reliability and validity,
and data on diagnostic sensitivity and di agnostic
specificity are required for each disorder or sub-category
of tenporonmandi bular affliction that the device clains to
hel p di agnose.

For TMD treat ment devices, the disorder or sub-
category of disorders, as well as those signs and synpt ons
the device is reported to treat, nust be fully described.

In identifying a particul ar di sorder, conpani es have to use
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a general ly accepted cl assification systembased on

di agnostic criteria. In addition, all efficacy clains nust
be supported by docunentation that shows the instrunment has
a specific therapeutic effect in contrast to other possible
nmechani sns.

VW also require clarification of whether the
instrunment itself is able to provide definitive therapy or
if it nust be suppl enented by adjunctive therapies. |If
ot her types of therapy are required, we need evi dence that
t he conbi ned therapeutic effect is greater than that of the
suppl enent al t her api es al one.

Testing the validity of efficacy clains for a
treatnent nodality or instrument requires two i ndependent
random zed clinical trials that enploy pre-defined criteria
for choosing the study popul ation, as well as appropriate
out cone measures for quantifying specific therapeutic
effects. Blind conparisons to untreated controls, placebo
groups, or active controls also nust be part of the study
nodel's criteria.

For TMD or a sub-category of TMD, trial
popul ations are identified via defined inclusion and
exclusion criteria that are applied to the chief conplaint,
history, clinical examnation, and, when indicated, TM
i magi ng of the subject.
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Qut cone neasures nust be well accepted and
quantifiable and nust clearly relate to the patient's
condition. Exanples include the visual analog scale, the
MG |l pain questionnaire, and signs and synptons that are
well correlated to TMD conditions, that is, range of notion
and tenderness on pal pation. Concepts such as achievi ng
nmuscl e bal ance are not good out cone neasures.

It should be noted that TMD di agnosi s and
assessnent of the tenporonmandi bul ar nuscul oskel etal conpl ex
can be perfornmed in a nunber of ways, and the associ ation
considers instruments only as aids in diagnosis of
t enpor omandi bul ar di sorders. Qurrently accepted instrunents
nmeasure nuscle activity, interincisal distance, and joint
sounds. They cannot, however, replace the diagnostic
nmethod, that is, the clinician's evaluation, the patient's
chief conplaint, nedical history, the physical exam and the
results of diagnostic tests.

The fact that these instrunents are not to be used
al one to di agnose disorders of the nasticatory
nmuscul oskel etal systemis clearly indicated in the
guidelines. The association's position on the val ue and
limtation of these instrunments is further presented in the
statenent that acconpanies the ADA's seal on accepted
products: "This product is accepted as a measurenent device
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for the eval uation of the tenporonandi bul ar nuscul oskel et al
conpl ex. Responsibility for proper selection of patients
for testing and the interpretation of test results rests
with the dentist."

Because of the variables associated with TMD
treatnent devices, for exanple, which specific disorder or
sub-category of TMD di sorder the device is designed to
treat, whether the instrunent is to be used for stand-al one
or adjunctive therapy, the statenent that accepted TMD
treatnment devices carry is determned by the ADA Council on
Scientific Affairs upon approval of each product.

Qurrently, seven devices for the eval uati on of
t enpor omandi bul ar nuscul oskel etal conpl ex carry the ADA seal
of acceptance. There are no products on the association's
list of accepted products that have been shown to be useful
in the treatnent of TMD.

DR GENGO  Thank you very much, Dr. Burrell.

DR BURRELL: Thank you.

DR GENCO Are there any comments fromthe panel
or guests? I'mhere at this table. It's hard for ne to see
the two ends. So if you do have a comment, |'d appreciate
if you' d just raise your hand or |et ne know somehow.

Yes?

DR MXES. Wat | guess I'"'masking primarily, to
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start out, because | have a |lot that at sone point I'd |ike
to discuss about this, is relative to what M. U at owski
said this norning. Are you offering this as a voluntary
consensus standard?

DR BURRELL: Yes.

DR MOXBES: kay. Thank you. |Is that going to be
acceptable, that this mght be considered a voluntary
consensus standard? 1s that a possibility? Is that what
you have in mnd as well?

MR ULATOANBKI: The type of standard we're
di scussing are standards that have been created under a
consensus process, including individuals fromthe public or
in an open format where there's open participation in
formulating the outconme. There are standards by ADA that we
certainly wll be considering. Wether or not we will be
adopting any standards rermains to be seen as we go through
this assessnment process, but certainly they're candidates.

DR MXGES: This is a possibility, then, that this
coul d be accept ed?

MR ULATOANBKI : They' re candi dates, yes.

DR MXES. Ckay.

DR CGENCO Further comments, questions? Yes?

DR MXBES: Then | would like to nmake a few
comments, in that there are several terns that we--either
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they're referred to in here--although | will say that I
believe that you're fair in that when you're tal ki ng about
measur enent, you're tal king about the tenporonandi bul ar
nmuscul oskel etal conpl ex rather than TMD as a di sease.

DR GENCO  Correct.

DR MXBES: kay. That's an inportant
differentiation. But when you tal k about diagnostic
specificity and sensitivity, again, | have to get back to
Dr. Jankel son's comrents because you' re dealing with a
di sease then, and with regard to that disease, | don't
bel i eve that you' ve established what disease it is, what
di sease criteria there are, who has the di sease and who
doesn' t, what people are diseased and what people are
di sease-free, what constitutes nornal for this disease, what
constitutes abnormal. And we haven't even defined whet her
this is a disease. ne of the issues in the nodels that he
di scussed is whether this is a disease or an illness in
reality. And I think that before this is accepted on that
kind of a basis, these issues have to be dealt with.

DR CGENCO Do you want to comment, Ken?

DR BURRELL: Well, | think there are two parts to
the guidelines, and one, if a manufacturer chooses to submt
a device that is sinply measuring physiol ogi cal phenonena,
then what they have to do is neasure good performance in
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this area. In other words, if a device is to neasure
interincisal distance, then data has to be provided to show
that it can do this in a reliable nmanner.

Now, if a manufacturer w shes to claimthat the
devi ce does in sonme way di agnose or identify some sign or
synptons that is pathognononic of the condition, then the
clinical trials would be required. So there's a difference
between the |l evels of the kind of device.

DR MXES. So you're really narroning it down in
that it would have to be pathognononic. | nean, that's a
hi gh degree of --

DR BURRELL: Yes.

DR MOXGES: --specificity, we'll call it, for l|ack
of a better term Ckay.

DR GENGO  Further comments, discussion?

[ No response. ]

DR GENGO  Thank you very much, Dr. Burrell.

DR BURRELL: Thank you, M. GChairnan.

DR GENGO | think we will take a break, 15
mnutes, so let's get back here at 11:25. Thank you.

[ Recess. ]

DR GENGO W will now hear fromDr. Peter Neff.

DR NEFF: M. Chairnan, panel, presenters, |
woul d Iike to express ny sincere thanks for inviting our
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society to this nmeeting. Dr. Terri-Ross |Icyda asked ne to
represent himto this neeting at kind of the [ast mnute
because apparently with the changes we had in the office, he
did not receive his information until late. So the standard
of our society, the Arerican Equilibration society, is the
fact that no instrument or any devi ces determ ne the
diagnosis of a patient, nor the treatment of a patient. The
clinician is the person responsible for. Instrunmentation,
yes, by all neans, you have al ways accepted, respected the
fact that it will aid in our diagnosis, wthout a question,
and will help in our direction for the possible treatnment we
can render to our patients. But the clinician is the person
that is going to do the final diagnosis and the treatnent
managenent that this patient nay need.

This is the stand of the Anmerican Equilibration
Society, and this is what | amrepresenting Dr. |cyda for

Thank you.

DR GENCO Comments, questions fromthe panel ?

DR NEFF. Forgive me, M. Chairman. It happened
that | was also a person that | was responsible as an
advi sor in 1982 to the guidelines of the ADA, and | had
worked in that capacity then as advi sor and aut hor and
editor of these guidelines that we still have in this
direction and we are still holding to as official
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guidelines. So if there are any questions fromthat tinme to
the present, | would appreciate it and woul d be happy to
answer .

DR CGENCO kay. Thank you.

Questions, conments?

[ No response. ]

DR CGENCO Thank you very rmuch.

On the program we also have Dr. Larry Tilley,
Aneri can Acadeny of Head, Neck, and Facial Pain. He was
schedul ed for this afternoon, but if he is here and it is
convenient to present, we invite himto cone up. Thank you.

DR TILLEY: Good norning, and thank you for
having ne. On behalf of the Amrerican A liance of TMD
organi zations, | would like to thank you for the opportunity
to be here and share with you sone of the things that we
think are very inportant as we |l ook at this issue of TMD and
instrunentation revolving around it.

The alliance is an organi zation made up of nine
maj or organi zations and several regional and foreign
organi zations. It has over 10,000 nenbers total as a result
of those different organizations.

Qur mssion statenment is pretty sinple. On behalf
of the patient's well-being, the Anerican Alliance of TMD
O ganizations' mssion is to support and protect the rights
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and freedomof clinicians to practice in the field of TMD
within the scope of their care, skill, know edge, and
judgnent, and scientific information. The idea of the

al liance cane about in about 1993 as a result of sone things
that were going on, but really the thing that crystallized
the alliance was the FDA hearing of 1994.

To understand the inplications of that neeting,
the concerns that we have for this and the foll ow ng
classification neeting, it is inperative that the panel
under stand t he probl ens whi ch have occurred in the field
over the years. TMD, in general, has becone a very divisive
and enotional issue. It is inportant to take the enotion
out of this discussion and address the facts. To do that,
we need to look at it froma historical perspective and
poi nt out the actions of certain individuals and
organi zations as they reflect on TMD over the years.

| have no intent to malign anyone, but the
information | amgoing to share with you regarding
activities surroundi ng neuronuscul ar instrunentation is fact
and can be supported by this docunentation that I have with
me. You are welcone to any or all of this information, if
you care to look at it.

The problemreal ly goes back to 1996 when the ADA
Council on Dental Materials, Instrunents, and Equi prent
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awarded the seal of recognition to Mo-Tronics, calling
their equi pment safe and effectiveness as an aid in the

di agnosi s and treatnent of nuscle tension and pain
associated with TMD and MPD. As a result, some academ ci ans
becane concerned that instrunentati on woul d becone the
standard of care, and the first tine it was in witing that

| know of was when | ADR with the Neurosci ence G oup, the TMD
Subcomm ttee of the Neuroscience Goup of |ADR published in
their newsletter the fact of their concern.

In 1987, the House of Del egates denmanded or asked
that the ADA convene a TMD wor kshop. According to Dr.

QG een, the ADA conmm ssioned Dr. Mhl to select a group of
experienced investigators to devel op a position paper. This
paper basically said that there was nothing of value in the
di agnosis and treatnent of TMD with the exception of devices
devel oped for a el ectronyographi c bi of eedback.

Prior to the neeting, this paper was clearly
marked "Draft only, not to be referenced,"” and despite that
fact, it was submtted pretty w dely and was bei ng used by
i nsurance conpanies to deny clains prior to that 1988
nmeeting. As a result of that, the Anmerican Acadeny of Head,
Neck, and Facial Pain filed a lawsuit, and, in fact, got an
i njunction which prevented the continued use of this
docunent. And the publications that canme out really gave
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thema black eye for that action, and in retrospect, | would
think probably it was a wise thing to do.

Despite the rejection of the report by the ADA
Counci | which had requested it, and because of the power of
the individuals involved, it was published in its entirety
in the Journal of Prosthetic Dentistry. Because of this, it
has been the basis for many additional papers, often with
t he sane wordi ng, and perceived as the position of the
pr of essi on.

Because of the inmedi ate and aggressi ve responses
by the neuronuscul ar instrunentation users and
manuf acturers, it was perceived to be an instrunentation
issue. The lawsuit and the conflict that arose at that
meeting was considered by nost to be related just to the
instrunentation users, as | said. Sone of us felt that it
was a very different issue and that, in fact, it was an
i ssue of the freedomof practice and was, in fact, drawi ng a
new parallel to TMD, what it neant to us as practitioners
and patients alike.

During that period, there were 41 positive
articles reflecting the successful utilization or the
efficacy of jawtracking. There were 36 positive articles
on joint vibration analysis. There were 110 articles,
positive articles, on the efficacy of EMa And yet none of
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those were ever considered in the publications that we
continue to see. Atotal that I had come up with during
that period of tine, that three-year period, was 46 negative
articles and 14 presentations that all reflected the
negati ve aspect of instrumentation. So it has been

sonet hing that has beat up for quite a while.

During the period, the Neuroscience G oup of the
| ADR petitioned ADA to renove or discontinue, wthdraw,
rather, their recognition of neuronuscul ar instrumentation.
In 1989, the ADA did decide to discontinue their recognition
programand in 1991 devel oped their acceptance program
whi ch was awarded to the instrunentati on in 1992.

One of the comments fromone of the reviewers was,
| think, very substantial in regard to instrunmentation. He
said that, and | quote, "It is a pleasure to have a conpany
pl ace enphasis on the neuronuscul ar system and objective
nmeasures whi ch can be recorded and kept on record. This
obj ective assessnment in dentistry assists the field as it
i nproves its understanding of a problemand accurately
defines its paraneters.

In 1993, | was contacted by CNNto ask nme to do an
interviewfor themin regard to neuronuscul ar
instrunentation, and, in fact, Dr. Mhl and nyself were on
that interview, and there was nothing really bad that came
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out of it. They asked a |ot of prying questions of over-
utilization, were there many fal se positives, were people
treated excessively as a result of instrunentation, and |
answered those to the best of ny ability.

The presentation itself aired one evening and was
really very generic, as C\NN tends to want to do soneti nes.
Its closing comrent was that patients who carefully weigh
their options are nost likely to enjoy any of the
t echnol ogi cal benefits and avoid its pitfalls. So nothing
really came out of that other than the fact that they had
been approached by Dr. Mhl regarding this.

In 1993, another article came out in the New York
State Dental Journal by Dr. Mohl. The title was "The Role
of El ectronic Devices in D agnosis of Tenporonandi bul ar
D sorders.” It again was a negative review article
regarding instrunentation. Dr. Bob Kull, one of the
graduate students fromBuffal o, responded. He said that the
author's criticisnms are not based on scientific evidence.

It is much easier to resurrect old data and clai mthe new
procedure does not work. Intellectual honest would require
a researcher to test a questioned hypothesis in his or her
own | aboratory to corroborate or invalidate a theory.

To date, there is not a single publication
anywhere in the literature that specifically invalidates the
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current technol ogy.

This negative attack against the instrunentation
continued. In the January 1994 issue of the Journal of the
Anerican Dental Association, with the headi ng of "The
National Institute of Dental Research," another negative
article, which was a review article, was placed. The very
next nonth, in the sane publication, the article entitled
"Dental Quackery" listed many of the instrunents that you're
going to evaluate as "dental quackery."

In July 1994, the ADA tenporarily suspended the
instrunmentation seal of acceptance hal fway through its
t hree-year approval, and one of the manufacturers nmade the
statenent that, despite specific requests, nanufacturers
were given no rationale for this action, no safety or
efficacy issues were cited, no violations of guidelines were
cited, and no new research which would reflect doubt on the
val ue of objective nmeasurenents were cited.

V¢ were then told, however, the ADA president and
sel ect trustees were approached by certain clinicians
critical of the classification for TMJ i nstrunments and the
way in which it had been admnistered. It was pointed out
that the council nenbers were receiving a lot of input from
a very small group of individuals. R ght after that, the
ADA, the A, in their AG Inpact, again published a
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negative article in relation to that.

This leads us up to the 1994 Dental Products
Panel. | have a letter fromDr. Geen requesting their
being able to present the NIH Neurosci ence G oup's feelings
regarding instrunentation at that nmeeting. And in the
proceedi ngs--if you haven't seen that, you certainly need
to--he said he'd like to speak as president of the AADR as a
clinical scientist and as a clinician with expertise in this
area. And the sad thing, at about the sanme tine, in a
deposition right around the sane tine, he stated that he had
never used any of the machi nes personally, never taken any
courses on any of the instrunents nor studied any techni cal
manual s on how t hey work.

You need to certainly ask these questions to any
of the naysayers that speak about instrunentation. Are they
really famliar with them or are they dealing with
literature reviews? Al of you knowthat a literature
review certainly can be--you can ook until you find the
things you want to prove, and then you can ignore opposi ng
literature. So that is a dangerous way to make deci sions.

As you know, the FDA hearing, the recomrendati on
was for these instrunments to be class Il wth urgency, and
t he panel recomrendation was di smssed. But immediately
after the hearing, there were several publications that said
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that FDA was seeking adversely affected patients. This was
in the Terrant (?) County Physician, and this is a
newsl etter fromthe National Council Against Health Fraud.
When asked about where that cane from we were told that one
of the panel nenbers requested it, and so they assuned it
canme fromFDA directly.

At the sane tine, a letter came out frombDr.
Stohler to the Association of University Teachers of Oal -
Facial Pain prograns requesting information to corroborate,
as he says, "our testinony at the FDA " These kind of
i ssues conti nue and have continued over the years, and a
coupl e of affidavits here speak to the problens that we are
facing when you | ook at instrumentation. These are two
affidavits fromDr. Lars Christianson, and he was speaki ng
to Dr. Rue, who said that the clinicians who use TMJ
i nstrunent ati on nmake too nmuch noney and they and the guys at
the ADA wi |l now have to learn to obey the rules of the FDA
Al so, the ADA gui delines have never been foll owed by M/o-
Troni cs and Bi oresearch; they were grandfathered into the
program because they could really not adhere to the
guidelines. And, of course, we know that is not so.

Anot her affidavit from himregardi ng some comments
fromDr. Seligman, he says that a new policy or plan, the
AACP, is not again to try to influence the policies of
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federal agencies with regard to TM) instrunentation. W
wll not try to influence and interfere with the FDA
classification of instruments. The FDA w |l eventual ly have
to classify the instrunments, and the classification nust be
class Il because the instrunments are dangerous. Therefore,
all insurance conpanies will realize that they cannot
acknowl edge clains that are based on TMJ di agnosti c and
therapeutic instrunents. Logically, we will kill off al

TM) instrunent users through non-reinbursenent. |If a
denti st sees that the patient is not reinbursed, then he
wll not use the instrunents. In our new edition of the
guidelines, we will point out that all TM instrunents used
for diagnosis and treatnment are of no use, that they are
dangerous, and the guidelines will then be given to al

i nsurance conpani es so they can deny rei nbursenment by
referring to these guidelines. That's the way it works in
the US You sinply starve the dentist who uses TMJ

i nstrunent ati on.

The next thing that occurred in relation to
instrunmentation was the NI H panphl et that was produced, and
we never have found out who the author of that is, despite
repeated requests, and then the publication packet that was
sent along with it, again pointing out the negatives of
instrunentation and the problemof its use.
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A osely followed by that was the N H conference
on--technol ogy assessnment conference. The presenters--I
lost ny place. I'msorry. The presenters, several of the
presenters were clinicians, one tal ki ng about
i nstrunent ations, one tal ki ng about treatnent devices, and
one about equilibration. Al has presenters to cone
imredi ately after themto refute what they had to say,
despite the fact that the other people weren't supposed to
have informati on regarding their presentations.

It was indeed a free-for-all with enmotions running
hi gh, and the crux of the finding was that TMJ is not a
structural or physiologic problem but a psychosocial one,
and only EMG bi of eedback and cognitive behavioral therapy
had been proven to be effectiveness. Dr. Dworkin pointed
out that a great deal of nore research in behavioral therapy
was needed. Dr. Marbach pointed out that when you organi ze,
you can influence the institutions that set policy and
research. And that has surely been done over the years.

If you | ook at the research, which, according to
the Washington letter, has doubled in relation to TVD
research, you will find that in the |ast couple of years
$7.3 mllion has been spent, and nost of it has been spent
on psychosocial research. dinicians around the country,
clinical academ cians, have conplained bitterly about the
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fact that they have trouble getting grants for clinical
resear ch.

W as clinicians are criticized for not having
research to back up what we do. The fact is we nust treat
patients and cannot withhold treatnment in order to have an
untreated group. One of the comments nmade at the NIH
conference was that the greatest deterrent to scientific
research is clinical success. Unfortunately, clinica
success is exactly what we and patients want.

The Anerican Acadeny of Head, Neck, and Facia
Pain is in the process of doing sonme outcone studies which
now nunber about 2,000, so we hope we have those answers.

So is this a psychosocial issue? ne of the
speakers earlier said you have to define that. | w sh you
well if you tackle that subject. It is a very difficult
one. Fortunately, you don't really have to debate that.

The British Society of Qcclusal Studies, though,
says that 88.6 percent of their patients are prinmarily
physical in origin and that only 6.8 percent require
antidepressants. So they feel definitely that it's a
structural problem

If you |l ook at clinical examnation, you will find
that as low as 14 percent in inter-examner reliability is
there, sone as high as 50, but very poor inter-relater
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reliability. So one of the things we have to address is a
way to inprove that.

Dr. dark wote an article in the AACP journal
and he spoke about these paranmeters that we | ook at that
everybody agrees we need to evaluate. He said that range of
noti on neasurenent and recordi ng of mandi bul ar noti on shoul d
be conpl eted for opening, lateral, and protrusive novenents.
The quality and symmetry of jaw novenent shoul d be noted and
di agrammed. There is no way to do that very effectively
wi t hout some sort of jaw tracking device, and there is no
jaw tracking device sinpler than the nagnetic jaw tracking
that these gentl enen spoke about.

He goes on to say about joint sounds, he says:
Audi bl e joint sounds, pal pable clicks, and nonentary
interference with snooth notion during novenent shoul d be
described in severity, repeatability, frequency, and timng
during the jaw novenent cycle docunents. Any nani pul ated or
altered jaw position or maneuver, such as chew ng wax, that
elimnates, aggravates, or aneliorates the joint sounds in
coordi nation should al so be noted. There is absolutely no
way to show that without some kind of sonography or
vi br at ogr aphy st udy.

He goes on to say, in looking at nuscles, he says
that spasminplies a continuous nuscle contraction, and it
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can only be differentiated w th el ectronyography
verification.

Sore of the finest studies about sonography have
cone fromthe University of Buffalo where Dr. Bissett has
shown as high as 96.6 percent sensitivity in some of those
studies. So it is really incredible results.

The Ceorgi a Dental Association and several ot her
States have passed bills that are entitled "Equal Coverage
for Anatomc Parts." They say that insurance conpanies
can't discrimnate against the TMJ and favor other body
parts. Now, granted, TMJ works very differently, but it is
still nmade up of nuscles, joints, and fascia. And if you
ook at the class Il instrunentation that we've al ready
tal ked about --hi gh voltage, ultrasound, things |ike that--
265 articles are in this quick reviewthat we did that
support the efficacy of utilizing that instrunmentation for
nmuscl e probl ens and joi nt probl ens.

As we continue to ook at the problem | think the
best way to sumit up is to read to you what Dr. WIIliam
Howard said in an editorial in the AG Inpact. He says that
el ectronic instrunmentation detractors, who are nostly
uni versity-based dentists, would have you to believe that
such instrunentati on, which includes surface
el ect ronyogr aphy, sonography, and jaw trackers, force
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dentists into naki ng di agnoses based on factors that have
very little to do with the patient's condition. They cal
it machine arrogance. The arrogance in this case is nore on
the part of the detractors, some of whomeither haven't used
t he devi ces thensel ves or who rely on the snmall body of
review articles addressi ng these devices, who totally ignore
studies that indicate these devices have sone clinical
value. QOedibility is lost when they claimthat positive
articles haven't been published in credible journals. In
fact, they have.
Further, |1 have a hard tine believing that
el ectronic instrunmentati on has no use or el se why woul d the
Anerican Dental Association have approved their use?
Detractors also claimthat instrunentation users
are bound to over-treat based on the machi ne's di agnosis
whi ch al nost guarantees a bad outcome. More than 1,500
dentists use instrunentation, yet detractors can't show any
actual exanpl es of how instrunmentati on nade a denti st over-
treat. It's time to stop throwing nud, regardless if the
FDA reconmmends a high risk category or a nedi umri sk
category. More studies are needed to help forma consensus
regarding electronic instrunentation. The best way to do
that is teanwork between nanufacturers, instrunmentation
users, and universities, who have the neans to conduct |arge
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doubl e-blind studies and will prove their efficacy once and
for all. GConclusive results will take considerable tine to
achi eve.

M/o-Tronics president, W Bill Trimngham said it
best: Devices don't diagnose TMD, dentists do. W aren't
stupid enough to allow instrunmentation or any ot her new
fangl ed device to run our office and treat our patients.

| think that suns up the inpact of everything
quite well.

It would be remss of meif | didn't tell you that
abuses occur. | have seen cases, being on the TMD commttee
in Georgia, where thousands of dollars were spent on
radi ol ogy, thousands of dollars were spent on excessive
physi cal nedicine nodalities, and thousands of dollars were
spent on excessive utilization of this instrunmentation that
we are tal king about. But | have al so seen crowns done on
patients who woul d better be served with nore conservative
treat nent.

None of these abuses are a result of the
instrunentation. They are a result of the ethics of the
individual. And, unfortunately, we or no other agency can
legislate norality.

You nust realize that signs and synptons and pain
and dysfunction don't always go together. W see
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significant signs with few synptons, significant synptons
with fewsigns. W see nuch dysfunction with no pain.

To sumup the situation you face with
instrunentation is best done, as | said, fromthat AGD
article. The duties and significance of this comttee to
me seened to be enlarged by all of these facts. Your
decisions will be far-reaching. The nost inportant thing
that you can do is to take a diligent, thoughtful, neasured
approach as you view these issues, and, nost inportantly,
just be sinply a coomttee of integrity.

Thank you for your tine. | appreciate your
attention.

DR GENGO  Thank you, Dr. Tilley.

Any comments, questions fromthe panel or the
guest s?

[ No response. ]

DR CGENCO Ckay. Thank you very much.

DR TILLEY: Thank you.

DR CGENCO Wat we will do nowis take a break
for lunch, and it seens that we shoul d get back here by 1
o' clock. You think an hour and a half woul d be nore
appropriate, given the restaurant. Ckay. 1:30, then, and I
would like to reiterate, if any of the--because we were out
of order, if any of these individuals would like to
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readdress us this afternoon, they are certainly wel cone to.
This afternoon will be spent, however, prinmarily on open
di scussion of the panel.

Thank you.

[ Wier eupon, at 12 o' clock p. m, the proceedi ngs

were recessed, to reconvene at 1:30 p.m]
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AFTERNOON SESSI ON

[1:30 p. m]

DR CGENCO Before we get started, 1'd like to ask
Dr. Larry Tilley, invite himto come back up to the podi um

DR TILLEY: | just wanted to nake a comment, Dr.
Genco. | was two hours ahead of ny schedule and a little
rattled, so |l didn't start off the way you asked us to. |
have in the past--1'ma general practitioner, and very
active in treating head and neck pain and TMI. And | have
in the past lectured for both of the manufacturers of
neuronuscul ar instrunentation, and | just wanted to nake
that clear so that would be on the record.

Thank you, sir.

DR CGENCO kay. Thank you.

To help frame the discussion this afternoon, Tim
U atowski is going to give us sone openi ng conmments. Tin?

MR WATOMBKI: | think 1'll go to the podi umso
can | ook everyone in the eye.

| appreciate the comments presented by the public
and by industry and association participants this norning.
| think it's been an excellent input to help guide the panel
this afternoon in their deliberations. For exanple,
certainly the point raised that we have to have a comon
base of understanding of definitions to the extent possible.
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Perhaps we can't achi eve a consensus opini on, perhaps, but
at least we need to have a working definition for our

pur poses for our discussion today. So if there is on
anyone's part sone |ack of clarity on the scope of products
that we're tal king about today, then we need to bring that
up.

FDA' s intention was to cast a very broad net of
devices that are used in the diagnosis and treatnent of TN,
TMJ, and oral -facial pain and the other characterizations
that were nade this norning.

| think it's inportant to recognize that in this
proceeding and in the foll owi ng proceedi ngs on
classification, it's not FDA's intent to regulate the
practice of dentistry. W're regulating nmedical devices and
trying to classify devices--devices that have clains, that
have indications for use and intended uses stated in
| abel i ng.

Now, with a | egally narketed device, dentists,
physi ci ans, other professionals can utilize devices as they
see fit in their practice for whatever purpose they feel is
appropriate based upon their training, experience, know edge
base. But that's not truly what is in front of us today.

What we are discussing today is the regul ati on of
devi ces and classification of specific device generic types.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666

92




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

93

That's not to say that the practice and what peopl e do out
there is uninportant. |It's certainly inportant in
identifying what sorts of devices are on the table here
today. But, again, practice does not translate to the need
to classify.

W are regul ating devices as they are defined as
devi ces and as they are | abel ed as devices. Again, we're
trying to regul ate products that are nedi cal devices. And
sone products or procedures that were nentioned in the
comrents this norning I woul d specul ate that they are not
necessarily nedi cal devices under the definition of a
medi cal device. For exanple, a psychol ogical test
instrunent, for exanple, used in sone process for diagnosis,
these are not nedical devices as far as |'maware. That's
not to say they're not inportant in this process, but,
again, we're dealing with nedical devices that are used for
t hese pur poses.

V¢ tal ked about generic devices, and there was
sone appropriate discussion tal king about honogeneity,
het erogeneity regardi ng devices. And what we are trying to
attenpt to dois to find the hi ghest common denom nator of
generic device that needs to be classified. And in the
regul ati ons, 860.3l defines a generic type of device as a
means of grouping devices that do not differ significantly
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i n purpose, design, materials, energy source, function, or
any other feature related to safety and effectiveness and
for which simlar regulatory controls are sufficient to
provi de reasonabl e assurance of safety and effectiveness.

So we're trying to group devices within this area
of simlarity of purpose, design, function, and these other
factors. And as you see fromour dental regul ations, we
didn't lunp all diagnostic devices into one group called
di agnostic devices and all therapeutic devices into one
group. The panel at the tine identified differences in
function and purpose and design, and then went forward with
the classification process once they identified these
different generic types of devices subject to
cl assification.

VW use the indication for use aspect to get us in
the bal | park, but your attention has to be turned towards
i ndi cation of use in tenporonandi bul ar joint diseases and
related orofacial pain. But in identifying generic types of
devi ces, you have to consider these other aspects--the
function of the device, the purpose of the device, and those
other things | nentioned, start to find these honogeneities
or differences.

Vell, wth that in mnd, again, we had some
questions before you, and just to reiterate those questi ons,
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to get us to sone baseline, we wanted to get your opinion on
ultimately the construction of the list that we presented to
you and what will come out of this nmeeting with at the end
of today.

Do you concur with the basic construct? That was
the first question.

The second question: Are there groups of devices
or categories that you feel should be added to, renoved, or
nodified in this list?

Question 3 was: For device groups or categories
di scussed today, which groups have | abel ed indications for
use or an intended use which relate to tenporonandi bul ar
joint disorders and associated orofacial pain? To try and
get us into this ballpark that we're trying to di scuss
today. Again, we're tal king about devices that are | abel ed
by the manufacturer to have clains in terns of this product,
interns of this use. Again, if dentists wish to use any
device for any situation, that doesn't necessarily translate
to a need to classify a device. It's only as pronoted, as
presented, to professionals by the manufacturer that defines
the area of need for classification.

No. 4, For the groups or categories discussed
today, for which there are existing classifications, any
exi sting classifications, which groups--devices or groups
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have 1976, pre-1976 intended uses related to the di agnosis
and treatnment of TMD and the other conditions discussed this
norning? In that chain of devices that | discussed this
norni ng, we have to establish the pre-amendnents nature of

t he product and the chain of equivalents, either of the
product was classified in sone nanner or unclassified in
sonme manner. W have to consider this pre-1976 derivation.

Next question: For the groups or categories
di scussed today for which there are existing
classifications, which of these pre-1976 intended uses are
not a subpart of, nor separate fromor distinct fromany
existing classifications? W're going to talk about sone
devi ces that were nentioned this norning and during the
di scussion for which there are classifications, and we'll
consider, we'll discuss whether or not we are tal ki ng about
separate products, a separate generic group, or whether the
clained indications for use as presented by the nanufacturer
really fall under existing classifications or possibly fall
under .

Next question: For these sane device groups or
categories for which there are no existing classifications,
whi ch groups do you believe have a pre-1976 intended use
related to TMD?

Seventh question: Are there any questions that
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you have that FDA, the device industry, or other interested
per sons shoul d address and present to you prior to
classification of these devices? And that's within the
context, again, of the classification regulation, which, as
you heard in training this norning, the classification
regul ation defines the type of valid scientific evidence
that any person presenting a device for classification has
to bring forward to the panel, but within that context that
there's sone general information or other infornmation you
beli eve mght be hel pful to those bringing a product forward
for your consideration, you can certainly offer that advice
and opi ni on.

The last question, priority of classification, as
much you can establish today, be there no priority, or if
that's the case, we can do it randomy or al phabetically or
what ever the case may be. VW' ve done it all nunbers of
ways. But if there is sone opinion on priority, then we'l
entertain that.

Thank you.

DR CGENCQO Thank you, Tim

Dr. Betz, were you going to nake sonme coments
al so?

DR BETZ  No.

=

GENCO  Ckay. Thank you.
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Any questions of the panel or guests for Tin®
Yes/

DR REKOWN | have a question. |1'mnot sure that
| understand what the 1976 categories were. That woul d hel p
nme a lot in determning where we are and where we' re goi ng.
Are those categories the ones that are on this sheet?

MR ULATOANBKI : For purposes of that sheet, we
tried to capture device generic types that we believed at
FDA, as far as we could establish fromthe record, had a
condition of use in the diagnosis and treatnent of
t enpor onmandi bul ar joi nt di seases, so on and so forth, just
to throw the net out to see what possibilities existed.

But, ultimately, discussion will have to ensue for
each of those devices and any other types of devices we
identify, what's the classification status of each of those
devi ces? What are they labeled for? How are they currently
classified? Do we need to classify any products in those
generic types? Are they unclassified?

So it's going to be a range of questions. That
list, again, is just a grab bag of possibilities that we
could identify. And we heard possibly some others this
nmorning that should fall on the list as well. It didn't
state a classification or a status, but we'll discuss that
as we nove fromeach class, fromeach type to type.
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DR GENCO Tim maybe I could rephrase that? Are
all of those devices pre-'96, those on your list of universe
of devices? Wre all of those on the market before '96?

MR ULATOANBKI: | believe that within generic
devices all, those devices are pre-1976 devi ces.

DR GENCO Rght. And in the nedical area, sone
have been classified. In the dental area--

MR UWATOANBKI :  Sone have been cl assified.

Radi ol ogi cal devi ces, sone have been classified, for
exanple, for a particular intended use.

DR CGENCO But with the exception of--it seens
that the kinesiology and i magi ng devi ces, the Dental
Products Panel has not classified the others, only those
t wo.

MR WATOANBKI: We're trying to concl ude that
that's the case as a result of this discussion and from
comment that nmay cone afterwards at FDA and from any ot her
public comrent that you may wish to entertain.

M5. SCOIT: Before we nove ahead, if | could just
ask all the participants to state your name before speaki ng,
just for the purposes of our transcriptionist and the
sunmary mnutes witer.

DR COCPER Dr. Barry Cooper. | have a question
about the fact that the instrunents that basically are on
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the list within that table all relate in sonme way to jaw
function or masticatory nuscle function, but the title of
this whole overviewis TMD and oral-facial pain. | don't
think that we have a working definition of either the easy
one, which is TMD, or the very difficult one, which is oral -
facial pain.

DR GENCO | realize that. The way I'd like to
handl e this, Timnmade a presentation that 1'd like to have
sone di scussion on the points that he nade, and then | think
we should deal with that, definition of disease and al so
definition of devices. Wiat are devices? Is a psychosoci al
scale a device? Timcan give us sone definitions there.
Then what does generic groupi ng nean? So we have a very
clear idea. And then go onto the table, if you d Ilike.

Any further questions on what Timsaid?

[ No response. ]

DR GENOO Ckay. Wiat 1'd like to do is to put
on the floor what several people this norning and Ti magain
reiterated, definition of disease condition. Wat are we
dealing wth?

Let me start by articulating or just readi ng what
the FDA staff have designated as a description of what we're
dealing with. Let's start with that.

Tenpor omandi bul ar j oi nt di sorders and associ at ed
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oral-facial pain. Dd | quote that right? That's what
we're dealing with. Tenporonmandi bul ar di sorders and
associ ated oral -facial pain.

Ckay. Now, we heard this norning that it's
broader than that, that it's less than that. Wat are your
feelings? Anybody want to comment on that? |Is that what it
is?

Now, the | anguage says "disorder” and "pain"
associated with that disorder. |Is there nore to it? Less
toit? Yes?

DR MOXGES: | believe--1've been studying this
problem and--ny nanme is Allen Mises. |'ve been studying
the literature, and | believe that there's about 145 to 150
different--1 believe in ny studying | have found that
there's between 145 to 150, roughly, give or take a few,
condi tions which would be classified as oral-facial pain
whi ch a diagnostician would have to rule out in arriving at
a diagnosis of one or other of the 20 to 25 conditions that
woul d be consi dered nasticatory di sorders or tenporo-
mandi bul ar di sorders, dependi ng on how you choose to define
the term "t enporonandi bul ar di sorder."

Should I be nore specific?

DR CGENCO Yes. Help us to understand what you
just said.
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DR MXBES: Can | give you a handout ?

DR CGENCO That would be wonderful. Do you have
sone pictures?

DR MXES. No, no pictures, but words.

DR CGENCO No, seriously. A handout woul d be
hel pful . Thank you.

DR OCOCPER Can | add sonething while they're
distributing that? | think part of our problemis whether
or not we attenpt, which is quite an attenpt, as Allen wll
show you, to deal with every variation of head and neck pain
and its causes, or whether we stay to the wordage that you
just read, which is that it begins with TMD and it's pain
conditions that are associated with it. That is a much nore
[imted environnent that we have to work in, so that's
sonet hi ng we shoul d consi der.

DR MXES. If | could speak to this, what | was
saying before, what | decided to as part of the way | study
a problem | went to the literature to see how many
variables are involved in the diagnosis of oral-facial pain,
because | consider nyself a diagnostician or oral-facia
pai n and t enporonandi bul ar di sorders. The context in which
| feel that this is inportant is, if youll take a | ook at
the sheet, if | diagnose a patient as having a nmasticatory
di sorder, say nuscle splinting, I don't want to--1 want to
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make sure that 1've ruled out, say, a nmalignant |esion so
that if, God forbid, it should be a malignant |esion on one
of ny patients, that | didn't mss that diagnosis. So |
feel that we have to be concerned with these di agnoses when
we deal with them

So | went to the literature, and | found that
there's roughly 17--if you look at page 1, there's a little
1 and a 2--all through characteristic signs fromthe top of
page 1 through characteristic signs, there's roughly 17
vari abl es invol ved in nmaki ng the diagnosis. Each one of
t hese has between 5 and 17 choi ces. The nunber of
per nut ati ons and conbi nations possible, juts to put this
issue in perspective, is roughly 1.5 tinmes 10 to the 55th.
If a doctor--let ne just--if a doctor were to consider one
pernutation per second, it would take fromthe begi nning of

time of the Big Bang to the present to do one di agnosi s.

So we have to be thoughtful and perceptive, and we
have to chunk things together. In reality, the human m nd,
according to other psychol ogi cal studies, can contenpl ate
four to six variables in naking a conplex decision. So |
t hi nk what we have to do is chunk these things together, and
the way that 1've chunked themis the way that you see in
front of you on the big sheet. Thus and such, | cane up
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with an organi zed schene, and within this schene, there's
various di agnoses of tenporonmandi bul ar di sorder.

If you go back to a NNH conference in 1993, for
exanple, | found that Dr. Dworkin defined di sease as "an
obj ective biologic event involving disruption of specific
body structures or organ systens caused by pat hol ogi c,
anatomc, or physiologic changes.”" He defined illness as "a
subj ective experience or self-attribution that a disease is
present yielding physical disconfort, enotional stress,
behavioral limtations, and psychosocial disruption.” He
stated that progressive pathophysiol ogi ¢ change cannot be
reliably diagnosed in TM>s and concludes that TMD is nore
useful ly characterized as an ill ness.

Soif | wereto classify that definition, |I woul d
go over to the far right under psychogenic, and | woul d put
"TMD' under eating disorder. But what | think that nost
dentists deal with in their practice in reality, clinicians,
is the real munder extracranial, non-neoplastic, non-
infectious nasticatory disorders, non-arthrogenous,
art hrogenous, nyogenous deviation in formand inflamratory.
And, again, this is not cast in stone. This is just a basis
for discussion in that when | conceptualize the probl em of
t enpor omandi bul ar disorder, as | see it inny life, | think
of masticatory disorders, and | don't even see the need to
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use the word "TMD' or "tenporomandi bul ar di sorders” in that
context, because | think it's msleading. But that's
opi ni on.

But within the context of this discussion, | think
you have a conplex list of the nmasticatory di sorders that
m ght comonly be considered within the real mof TMDs there.

DR CGENCO Ckay. So your suggestion is that
within this term"tenporonandi bul ar joint disorders and
associ ated pain" that we consider only the nasticatory,
articular and periarticul ar?

DR MXES. No. Articular--yes, and
periarticular. Arthrogenous, non-arthrogenous, nyogenous--
yes- -

DR GENCO  Everything under those two.

DR MOSES: That's correct.

DR CGENCO How about the psychogeni c? You woul d
not include the psychogenic?

DR MOSES: That's ny opinion.

DR CGENOO Just so we're clear. |'mnot
chal | engi ng- -

DR MOXGES: That's ny opinion, yes. Yes, that is
ny opi ni on.

DR CGENCO | just want to clarify what you said.

=

MOBES: That is ny opinion, yes.
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DR CGENCO So what you said is that if we wanted

to--you're not objecting to that term "tenporonandi bul ar
joint disorder"--

DR MXSES: |'mnot objecting to TMD

DR CGENCO --"and associated pain," but you're
saying to beef that up, to define it, it's these nmasticatory
articular-periarticular, and underneath that--and
psychogeni ¢, that woul d be i ncl uded.

DR MOXGES: That's right. | feel that
t enpor onmandi bul ar di sorder is not specific enough that we
could direct treatnent at TMD w t hout being nore specific,
appropriately, clinically, in treating the nore specific.
That's not to say you can't have a nyositis in conjunction
with osteoarthritis either. You could have multiple
di agnoses. | think that's commonly accepted within this
field. But | just feel that to say you're treating TMD-and
you woul d treat a chronic di sk displacenent the sane as you
mght treat a nyofascial pain, | don't that cuts it
clinically.

DR GENGO Further comments? Dr. Bertrand?

DR BERTRAND: |'mPeter Bertrand with Navy.
think what we're talking about is a differential diagnosis
tofill a definition. The trigemnal nerve controls jaw
nmotion. It also controls the tightness of the eardrum and
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eustachian tube, its patency, but that's all it does notor-
wse. It's nostly a sensory nerve, and | think if you're
tal ki ng about pain and dysfunction in the head and neck, you
have to ook at the full extent of the receptive fields for
the trigemnal system And virtually everything in sone
studies in cervical nerve 4 or 5 up goes directly into the
trigemnal system

Soif we're using a restrictive diagnosis, |ust
| ooking at jaw joint and jaw nuscles, we're not |ooking at
the other parts organically that play a role in function, in
speech, in swallow ng, in kissing, in eating, and we're not
| ooki ng at dysfunction associ ated with those types of
activities.

As far as the concept of psychogenic, there is a
bad stigna attached to that. There is an abundance of
neuroanatomc literature that shows that everything that is
stopped(?) and activates thal anocortical basal ganglia
circuits wll have direct notor input down through the
corpus call osumback into trigemnal notor nuclei and
sensory nuclei, as well as other cranial nerves.

So | think when we're | ooking at whatever TMD i s
and we're trying to decide what type of nodalities we are
going to use to nake a diagnosis, we need to keep in mnd
the full extent of the trigemnal system
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| think terns |ike "psychogenic" and
"psychosomatic" are incredibly msleading, that they were
invented in order to nake up for when we don't have the guts
to say we don't understand neurogenically what's going on.
| think there is a big chasm between the basic science of
what a basic scientist can tell you neuroanatomcally is
happeni ng and what our synptons are, and | think that chasm
is dimnishing all the time.

So | think if we're going to nmake a deci si on on
what types of nodalities we're going to use, we have to keep
all of that in mnd, the full extent of the trigem nal
system | think Dr. Gonzal ez could probably tal k about that
better than | can, but it is not unusual for patients to
have perceptions of TMD instilled by a dentist or physician
when sonebody says, gee, there's a click there, and
everybody focuses on that. Well, the anxiety associ ated
with that diagnosis is very real, very powerful, at a
neurovascul ar basis. So | think you mght have to | ook at
psychogeni ¢ as bei ng neurovascular. This is just further
comrent .

DR CGENCO So just to put that in the context of
this definition, tenporonmandi bular joint dysfunction and
associ ated pain, you think that is not sufficient and you
would like to add nore to that in terns of --
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DR BERTRAND: There is nobody in this roomthat
when they bring their teeth together to swallow particul ate
food that doesn't utilize their neck nusculature, also. |If
your neck muscul ature isn't working, then swallow ng becones
nore difficult. That mninmal dysfunction affects the
autonom c nervous system and | think you need to say, hey,
what' s happeni ng at a neurogeni ¢ basi s?

So when we're tal king about this definition that
we're working with by the ADA the tenporomandi bul ar joints
and the nmasticatory nuscles or a conbination of both, that's
very restrictive if you're trying to establish which
di agnostic nodalities you' re going to use.

DR CGENCO Wich terns would you add to the
phrase to beef it up, to convey this?

DR BERTRAND: | would argue that in the function
of the jaw and in the--tissues that send proprioceptive and
noci ceptive input into the trigemnal system | think
enconpass the full dinmension in the differential diagnosis
of TMD. So that neans al nost anything in the head, neck
throat, and brain. Vascul ar headaches refer into the
trigemnal system The function of the larynx refers into
the trigemnal system Insertions of the neck refer into
the trigemnal system

Now, | think that's what Dr. Mses was tal king
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about, but | also know that anxiety refers into the
trigemnal systemand affects imrediate early gene activity
and will nediate allodynia and hyperal gesia. Those are all
parts of this system

So | get worried about a formthat is making
decisions on what is going to restrict diagnosticians when
we don't understand the definition and the variables we're
dealing with. So | would urge you, if you' re going to talk
about TMD, to nmake a differential diagnosis of everything
that happens with the trigemnal nerve system

DR GENGO Further comments? Yes, Dr. Heffez?

DR HEFFEZ: M name is Leslie Heffez. | concur
that what we're looking at is a differential diagnosis, but
that would be a differential diagnosis whether we were
dealing with knee pathol ogy or hip pathology. W' d all have
to deal wth that. 1| think the bottomline is we have to
nove forward and we have to classify these devices. So we
have to cone to sone agreenent what we're tal king about, but
totry tosit heretotry to cone to sone agreenent as far
as what all enconpassi ng di seases we have to deal with, |
think we won't be able to deal with the natter at hand,
which is the classification of the nmedical devices. So | do
think we have to come to sone agreenent we are dealing with
the masticatory system proper and devices related to
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di agnosi ng that or elimnating other diagnoses.

DR GENCO G her commrents? Dr. Cooper?

DR COCPER Maybe that's the key. Maybe what we
really have to do is to respect the fact that there is a
bi gger illness or bigger possible inplication and, in
respecting it, evolve a classification systemfor those
things that are a part of it that we can now classify, while
acknow edging that the field is still open to discussion and
know edge and there will be other things that will be proven
to be involved init, and they, too, will have their own
classifications in this larger--there's got to be bl anks
left, in other words, for testing out the things that Dr.
Bertrand is tal king about that are not at this point--nmay
not at this point be testable, and there nmay not be devices
to do those tests. But we do have devices that are being
used for that nmasticatory part of this TMD and associ at ed
orofacial pain. Maybe that limts our task.

DR GENGO  Yes?

DR MXGES: | think in putting it, again, in a
different perspective, sonme of us are dealing with the scars
of the '94 neeting where they said that sone of these things
that we're dealing with on a day-to-day basis are life-
threatening, and we're saying, wait, please listen carefully
and don't restrict us too carefully because sone of the
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tests at this particular point, while we're dealing with
non-t hreat eni ng, non-invasive instrunentati on, we don't want
to be so restricted that we can't do these kinds of testing,
either. Alot of this testing evolves out of clinical
studies, and we are--1 think what | amfeeling is |I don't
want to be restricted by a classification that is so
oppressive and restrictive that these things can't be easily
testing, because we're basically using non-invasive

equi pnent .

DR CGENCO Maybe | could, in ny sinple-mnded way
of looking at things, | understand the conplexity of the
differential diagnosis, but in your chart, Dr. Mbses,
orofacial pain, would you--is pain all right in that
definition? TM disorders and associ ated orofacial pain.

DR MXBES: |I'mconfortable with it.

DR GENCO O I'Il say facial disease.

DR MXES. Wat I'msaying is |'mgiving you ny
perception of orofacial pain as enconpassing those 150 or
145 di agnoses that | have there.

DR CGENCO Are you suggesting that pain should be
in the definition? Let me put it that way. In other words,
as the FDA has presented it, it is in the definition.

You' re agreeing with that?
DR MXES. | think I--
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DR GENCO There's no condition to be dealt with
unl ess there's pain.

DR MOXGES: That is correct. That seens to be
where we're going, | think. |'mnot disagreeing with you at
this point.

DR CGENCO In other words, it could be--you use
the term"nuscle splinting." GCould that occur wi thout pain?
Coul d you get clicking without pain? Are there synptons
that could occur, or signs that don't occur with it?

DR MXES. Yes. Sure, you can, but we're not
going to--the asynptomatic patient is not usually the one
that we're going to treat. But, again, you are dealing wth
other issues in the--1 think that as dentists we think of
ourselves as performng a preventive service. In other
words, in ny office, for exanple--let ne be specific again.

If a patient comes into ny office and they're

asynptomatic, I'mnot going to treat themfor a di sease.
But, on the other hand, I may want to nmake them an appli ance
for grinding.

Now, if | couple that with clicking and | couple
that with, well, their jaws a little tight in the norning
and they're unconfortable with the tightness in the nuscles
and they're worried if their teeth are breaking and
fracturing, or they're grinding themaway to nothing, | want
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to be able to nake that appliance without feeling that |I'm
not treating--in other words, | want to treat themfor that.
If they agree that they need it and | need it but | don't
want to be limted that that's not a di sease per se, sure,
they're going to suffer fromnuscle splinting. But, in
other words, if they conme in for treatnment and pain, that's
a potential diagnosis. But, on the other hand, we're in a
vague area. W can't define at this point who' s di seased
and who's disease-free in terns of controlled studies. That
gets back to the basic definition. Wo's normal in this?

If we ook at the epidem ol ogi cal studies done on
t enpor omandi bul ar disorder in the literature, the range is
bet ween 20 and 88 percent in the various studies for joint
sounds. It's nore normal to have joint sounds than to not
have joint sounds. How do we do a controlled study? Wiat's
normal when we do these controlled studies?

DR GENCO That's why | bring up pain. The pain-

DR MOXBES: W' re using pain--okay. Fine.

DR GENOO --is the synptomthat tells us that
there's a difference between a problemor disease and no
disease. It doesn't nean that there aren't predictive
changes that eventually would result in pain. | mean
that's a very inportant distinction.

DR MXGES: It is a very inportant distinction.
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But we al so have patients who |ie about pain in autonobile
acci dent s.
GENCO Wl |, you know -

MBES: It's a conplicated question

3 2 3

GENCO  Exactly. Yes?

DR COCPER | think that | will be a help in one
way and probably a hindrance in another. The help is that
if we consider the word "pain" to be joined with pain or
dysfunction, then we allow for nuscle dysfunction, jaw
dysfunction, which doesn't hurt, but you can't speak, you
can't eat, it affects breathing and so on and so forth. $So
that's ny helping part of it. So wherever we use the pain
word, if it's orofacial pain, it should be pain or
dysfunction, that hel ps us.

M/ part that isn't helpful is that, listening to
Dr. Bertrand, he's tal king about swal | owi ng probl ens, neck
problens, as interrelated. If we use the word "orofacial,"
it sounds to nme like it's in front of the ears and bel ow t he
eyes. That's a very narrow focus.

If that's what we intend to do, that's fine, but
we have to know that that word has sonme inplications to its
borders. It nmay be a good one or a bad one.

DR GENGO  You nade, it seens, two very inportant
points. Let's go with the first one. | want the panel to
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join here.
W are working this definition, TMJ disorders and

associ ated orofacial pain, and you' d like to add dysfunction

or--
DR COCOPER  Pain or dysfunction.
DR CGENCO  Ckay.
DR COCOPER And it's not TMJ. TMD. J nails it
only toajoint. It's TMD, tenporonandi bul ar di sorders.

DR CGENCO Ckay. |'mgoing wth what was
presented to us by the FDA. You want tenporonandi bul ar D?

DR COOPER | think the ADA--naybe Dr. Burrell
could help us. | think that the termis tenporonmandi bul ar
disorders, and | don't think the word "joint" is operative
anynor e.

DR CGENCO You're suggesting we | eave out the
word "joint."

DR COCPER  Tenpor omandi bul ar di sorders, because
that includes both nuscle and joi nt probl ens.

DR CGENCO So let's go over it. You nade two
suggestions. The original FDA proposal, which is put up as
a strun(?), and we know that. Tenporonandi bul ar j oi nt
di sorders, you want to |leave out "joint." And then the
other termwas "and associ ated orofacial pain," you want to
add "and dysfunction."”
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DR COCPER Right.

DR GENOO Ckay. Wiat does the panel feel about
that? Now we're defining--

DR COCPER | don't knowif we're going to be
happy with "orofacial,” but if that's a generally good
statenent, we can work on that word next.

DR GENCO W can work on that later. So let's--
and we can cone back to your comment, to Dr. Bertrand's
comrent. We've nmade two maj or changes, | think, or
suggested changes in the definition of what we're dealing
with. Devices which we nake suggestions to classify to deal
with this condition. The condition is defined, as
suggest ed, tenporonandi bul ar joi nt--no, tenporonandi bul ar
di sorders--omt joint--and associ ated orofacial pain and
dysfunction. Ckay.

Anybody on the panel want to comment to that? Are
you reasonably happy with that? Leslie?

DR HEFFEZ: Yes, | feel that's an adequate title.
It's not a definition.

DR GENCO No, but it defines--

DR HEFFEZ: The rubric that we want to work--

DR GENCO --the devices to which we're directing
our attention, do sonething for this.

DR HEFFEZ: Yes, | think it's--1 agree with it.
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DR CGENCO Unfortunately, it's not diabetes,
whi ch is--you know, one word defines it. Wll, that gets
conplicated too, doesn't it?

Ckay. Now, does anybody el se want to comrent to
that? Yes?

MR LARSON Floyd Larson. Just the word
"associated" in that definition inplies that a partial
di agnosi s has been nade by the tinme these devices are

brought into function, and | wonder whether in the broad

sense of pain, whether orofacial or otherw se, whether using

the word "associ ated" works for us here. I'msorry to cone
back to sonething that nay have seened like a fairly trivial
word in there, but it does, | think, inply a diagnosis.

DR CGENCO If | could just nake a conmment to
that, and naybe Dr. Mses could expand. | think what Dr.
Mbses is saying, there's a lot of things that cause pain,
like tunors. W're not dealing with that. W're dealing
with that pain that's associated with the tenporonandi bul ar
structures.

MR LARSON Ckay. If we're willing to accept
that that neans the di agnosi s--

DR CGENCO Well, that's what's on the floor.

MR LARSON |If we accept the part that the
di agnosi s has been nade already and that it has been
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narrowed down to associ ated pain, then these devices are
brought into function.

DR GENGO | think Dr. Bertrand would like to
expand that to nore than tenporonandi bul ar. Maybe you can
di scuss that.

DR BERTRAND: | think it's inpossible for anybody
to swallow just using their jaw nuscles and tongue.

DR CGENCO Do you have another termrather than
"t enpor onmandi bul ar" that encapsul ates what you' re trying to
say? Sonething to do with the trigemnal and associ at ed- -

DR BERTRAND: How about trigem nal - mandi bul ar
di sorders? That tells you that you need to ook at all the
muscul ature, any of the nuscul ature involved in swallow ng
feeds into the trigemnal system So, | nean, it also
brings to mnd that if you' re going to make a di agnosis on
whet her joint pathol ogy i maged on a X-ray that nay have been
there for 25 years, if you' re going to nake that as the
ni dus of your diagnosis, you better rule out everything el se
invol ved wi th what makes those bones rotate about that
joint. Can neck nuscle, nyofascial pain prevent sonebody
fromopening their jaws? GCertainly. And if that isn't
included in your differential and it's involved in the basic
function of the jaw, then you' re mssing part of the bal
gane, which is probably part of the reason we have all this
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controversy right now

In this extensive diagramthat Dr. Myses has here,
a lot of the psychogenic influence in the United States
concerning TMD comes fromparticul ar universities, and sone
of their epidemological literature on what is and what
isn't TMD says that if there's a painful insertion of the
SCM that is irrelevant to whatever TMD is.

| would say if you | ook at the neuroanatomc and
neuronotor activity and the neurosensory activity, that's a
dangerous statenment to have nmade. | think you need to
i ncl ude how neck mnuscles work when you tal k about the jaw

So the only way | could use a single termto
enconpass all that would be trigem nal - mandi bul ar.

DR CGENCO Comments? Yes?

DR HEFFEZ: Leslie Heffez. Maybe we can just
back into it so that we can--the devices that we're | ooki ng
at today are relating to--what? |'ll put it as a question
as opposed to a statenment, and I'Il throwit to you. Wat
are the devices that we are considering today? They relate
to what ?

DR BERTRAND: How efficiently sonebody can use
their head-neck structures in the process of speaking,
eati ng, singing.

DR HEFFEZ: Because if we have such a gl obal
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definition, then we have to include a trenendous nunber of
devices that are not listed here.

DR BERTRAND: Maybe we don't have to include nmany
devices at all. Maybe we have to be able to say
physi ol ogically what's going wong with this particul ar
patient, and not necessarily nmask it wth devices.

Sonetines nmaybe if we use devices, we don't understand
physi ol ogically what's going on in the first place.

So the question is here what devices are we going
touse. If we are going to restrict it just to the joint
the dentist focused on, and the jaw nuscles, then we wll
use nodalities and devices incorrectly. So I know -

DR HEFFEZ: W're not in a position to say who is
going to use the devices correctly or incorrectly. The
devi ces exist, and | think the purpose is to classify them
And you can't control one individual or another, how he's
goi ng to use those devi ces.

DR BERTRAND: That's true

DR HEFFEZ: So the purpose is the devices exist,
the conditions that enconpass tenporomandi bul ar di sorders
exist. W have to limt ourselves to sone of those
condi tions, because there are certain devices that are in
question. This is a living docunent. It doesn't mnean that
t onorr ow someone conmes up with sonething el se--
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DR BERTRAND:  Sure.

DR HEFFEZ: --and we have to consider another
devi ce and, you know, redefine or relook at our title that
is being utilized to | ook at these devices. So | think we
have to be realistic and say that there are certain devices
that we are tal king about today and they relate to the
masticatory--basically to the masticatory system | think
if wecanlimt that definition to that discussion, then we
can nove onward.

DR CGENOGO Yes, Dr. Moses?

DR MXGES: Well, | think we're getting sonmewhere,
but 1'd like to summarize what |'mhearing, though. W're
not denying--1 don't hear anybody denying that there's a
psychogeni ¢ conponent, but what we're saying is that there's
definitely a physiol ogi c conponent and that these devices
that we're tal king about are restricted to the physiol ogic
way of dealing with these problens. They don't have
anything to do with the psychonetric or the psychosocia
part. So once we get to that point, we're dealing with
physi ol ogy and not sociology, and that's inportant. That's
an inportant differentiati on when you get there.

DR GENCO Are you agreeing with the trigem nal -
mandi bul ar term nol ogy?

DR MXES. I'mnot disagreeing. |'mjust saying
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that, in other words, when we get into this discussion, we
shoul d--nmaybe the word is just physiologic, period;
physi ol ogi ¢ mandi bul ar problens. That is, that's |ess
limting than trigemnal. But what |I'm-ny point againis
that what we're saying is that we're dealing with these
probl ens physiol ogi cally and not psychosocially. These
devices do not relate to psychosoci al treatnent, and these
probl ens, these physiol ogic problens are very real.

| think we're both treating in the range of
physi ol ogy and not psychosoci al .

DR GENCO Wuld you agree with that?

DR BERTRAND: The question of pain came up and
what is pain. It is a physiologic disturbance, letting you
know sonething is wong. So we're trying to focus on where
it is, whether it's the traditional definition of jaw
nmuscl es and joints, or whether it's, as you said, M.
Larson, the associated structures, which preconceives a
di agnosi s al r eady.

| would just rely on what the physiologic function
of the systemis in devel oping a diagnosis by which you're
goi ng to sonehow use various nodes to nmake the diagnosis.

DR HEFFEZ: A psychiatrist woul d argue that
there's a physiol ogical basis to psychiatric disease.

DR BERTRAND: Absol utely.
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DR HEFFEZ: But the point here is that devices--I
don't believe--and | may stand corrected by some panel
menbers, but devices for psychonotor testing are not
considered here. | mean, period. So | think if we--would
it be correct in saying that the term"tenporonandi bul ar
disorders" is an all-enconpassing term that it enconpasses
many disorders in the differential diagnosis? Wuld that be
a fair statenent?

[Dr. Bertrand nodding. ]

DR HEFFEZ: Could | have a nod from everybody
or...

DR MXES. Wuld you agree that when you said
t enpor omandi bul ar di sorders, in that context you' re using
physi ol ogi ¢ t enporomandi bul ar disorders a la a nore specific
thing than that nebul ous category TMD?

DR HEFFEZ: Right.

DR MXBES: So if we can acknow edge that, then
per haps we can put just tenporonandi bul ar disorders in the
title, put an asterisk on the nane, qualify it bel ow, saying
that in this docunent we are consi dering devi ces
specifically related to the masticatory systemand just deal
with these devices that we're tal king about. W have to
limt our discussion or else we're not going to go anywhere.

DR OOCPER  Correct.
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DR CGENCO So the proposal nowis go back to
t enpor omandi bul ar di sorders and associ ated orofacial pain
and dysfunction, but to define those tenporonandi bul ar
di sorders how? Limt themto what? Wat is your
suggest i on?

DR HEFFEZ: M suggestion was just say
t enpor onandi bul ar di sorders and don't nention associ at ed
pai n and dysfunction because those are synptons--or signs, |
nmean. Those are signs. So you're just qualifying
t enpor onandi bul ar di sorders. If you just said
t enpor onmandi bul ar di sorders and put an asteri sk and say that
we are dealing with those devices related to the function of
the masticatory system and | woul d accept adjectives.

DR GENCO Wiat's a disorder? 1Is click a
di sorder?

DR HEFFEZ: MNo. Aclickis asign. It nmay be a
sign of an internal derangenent, which is a disorder.

DR COCPER If | may, we could define the
di sorders as abnornalities in formor function of the parts
involved. That makes it structural. That neans a click is
a di sorder because a quiet joint is healthy, is nornal, is
ideal, is wonderful, whatever. But it doesn't mean that--|I
think that we have to define our role as opposed to the role
of others involved inthe field. Qur role is to classify
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devices, or your role, to classify devices used. It's not
tofully--to find out this ill-defined structure. It's to
give sone formto a presence. As you've said, there is
stuff that has to be used, that is used, has to be
classified, and we may not in this panel be able to solve
all the problens that an entire N DR conference coul dn't
solve in terns of what is it, what's it called, how does it
go, what's the best treatnent and everything el se.

So as Dr. Heffez said, let's try to keep our focus
doable. Let's deal with the quantity of an illness
condition that we can deal with. Then we will be able to
list what devices are used in its diagnosis or treatnent,
and then finally sonetinme in the future how we classify
those. |If we get too big--and that is how | started out--we
w || acconplish nothing because we won't even be able to
define the terms. So | think the tighter we can keep it for
now, giving the panel the ability to expand its nane, device
categories and everything else in the future, we have to
start from sonet hi ng.

DR GENOO |I'mnot taking a stand. | just want
to see if thisis clear what's being presented. |If we use
t he tenporonmandi bul ar di sorder as the definition, the
devices are going to be categorized agai nst what they can do
for tenporonandi bul ar disorder. That would seemto nme to
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contain a very large nunber of conditions, including--

DR QCOCPER That's enough conditions w thout us
getting into the entire--

DR CGENCO Not really disease. There may be
anatomc abnormalities. |If you add the associated pain or
dysfunction, then you' ve brought this into the real mof
sonet hing that needs sonething to be done, patients in pain,
so it's a disease or an illness, however you define it.

DR COCOPER |I'mconfortable wth--

DR CGENCO O dysfunction. They can't open their
mouth, they can't chew. If you | eave that phrase out, you
ri sk the chance of just having a series of devices to
nmeasure anatomc variations. Nose size would be conparabl e,
you know, so there's a device that measures nose size. S0
what ? You know, if there's no pathol ogy associated with it,
it's probably of less interest to know what the size of the
nose is.

So woul d you think we should add back that phrase
"and associ ated pain or dysfunction"?

DR MXES. |'m agreeing because what I--if you'l
|l ook at that chart for a nonent, everything that's under
masticatory is definitively dysfunctional, period.

DR GENGO | think your hierarchy starts out with
pai n.
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DR MOXGES: Absolutely.

DR GENOO The patient comes in with pain. Now,
why?

DR MOXGES: (kay. But every one of those
masticatory are dysfunctional .

DR GENCO Dr. Bertrand, are we confortabl e going
back to--does the tenporonandi bul ar enconpass--if we think
of it that way, all of those other associated structures
that could affect the tenporonmandi bul ar - -

DR BERTRAND: If you kept in a broader scope, |
can live with tenporonmandi bul ar disorders. | think inplicit
in disorders is pain. If there is no pain, there isn't
really a disorder, despite what the signs anatomcally say.

DR CGENCO But the danger is that--we may
understand that, but maybe who we're communicating to may
not, because a disorder could be defined. It's a very vague
term inny mnd. | think if younail it dow to "and
associ ated pain and dysfunction,” then it becones very
cl ear.

DR BERTRAND. That's accept abl e.

DR GENCO (Jearer. Yes?

DR COCPER If we elimnate the word "oral -
facial" and just have tenporonandi bul ar di sorders and
associ ated pain or dysfunction,” or "pain and dysfunction,"
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then | think we've gotten as gl obal as we have to be, and
what ever proves out to be associated in the future, whether
it's cervical sources, central nervous systemsources, if
they ultinmately affect this unit of the body, it's the
dentist who is going to be dealing with it, at |least on a
di agnostic basis first order, and, therefore, it's the
Dental Panel that shoul d be giving sone guidance as to

cl assification.

So we start with TMD, we give it "and associ at ed
pain or dysfunction"--and/or, it doesn't matter--then we
have given it enough of a gl obal scope w thout giving
oursel ves a Herculean task in terns of what we can ever
dreamto acconplish today.

DR GENCO Is there nore than oral-facial pain
that's associated with TMD di sorders?

DR COCPER Wiat we just heard is that there can
be cervical --

DR GENGO | think Dr. Bertrand said that can be
the source. Can it also be the organ that shows the
synpt on?

DR BERTRAND: You're getting into definitions of
site versus sources of pain. | don't think we want to get
into that. But--

DR GENGO But how do you feel about |eaving
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oral-facial pain--"oral-facial" out?

DR BERTRAND: | kind of like the idea of TMD with
pai n and dysfunction.

DR CGENCO  kay, good.

Dr. Heffez? Qhers?

DR HEFFEZ: | agree in the spirit of noving on.

[ Laught er. ]

DR REKON | have a little question, though, and
it my not be alittle question. |Is it "and dysfunction"” or
"or dysfunction"?

DR GENCO And/or. Do | hear "and/or"?

Ckay. Wiat | hear, then, in terns of sharpening
our definition, let ne just put it out there.

"Tenpor omandi bul ar di sorders and associ ated pai n and/ or
dysfunction” is what we're tal king about, and we've had
expansion on that which will be in the record for the
subsequent panel and al so for industry who wants to then
direct their attention to devices which deal with the
condition that we just descri bed.

Yes? Take the m crophone, please, and pl ease give
your nane for the record.

DR NEFF: M nane is Peter Neff. The reason | am
saying that is because we started to do the TMD in 1982 when
we nmade the guidelines with the ADA. And it stuck there,
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and it stayed there. And at that tinme we were limted in
our knowl edge as we called it TMD. As we realized, and
since then, and expanded nore on it, TMDis no | onger
limted to TMD. W are not dealing with the tenporal bone.
W are dealing actually with the cranial structures. As we
al ready know, we are dealing nore structures within the
crani um

So, really, calling it TMD --and that's why a | ot
of people are still having a problemand argue about it--TMD
isalimted nane. It should be really, if nothing else,
truly, as we call it anatomcally, cranio-nandi bular, or
CVMD, if we want to call it that way. And we get away from
the question always what is TMD and what is TMD. It is
crani o- mandi bul ar di sorders that we are dealing wth.

Thank you.

DR GENCO  Thank you.

DR RUNNER This is Susan Runner from FDA |
think one of the reasons we placed that terminto our
categories here is because that is how we see the | abeling
on the devices that we have cleared to this date, not
because we're making up a termbut that's how the devices
cane to us as | abeled and indicated for use.

DR NEFF: As | said, | realize where it cane
from It canme fromour, you know, again, limted
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understanding in 1982. And what |'msaying today, it's
1997, and we have been westling with this term |In 1988

t here was anot her conference held, and at that tine nothing
even happened because they were to update the TMD to a
different direction, and nothi ng happened because of what
happened t hose two days.

And we say now in 1997 we have really grown both
i n know edge, understanding, and so on and so forth. Wy
shoul d we be stuck to that and not to expand it to the
proper tern?

DR RUNNER The only thing |'msaying is that we
can't make up a termthat's not in the labeling of the
devi ces. The devices that we have seen have that | abeling.
If in the future devices come to us with a different
termnol ogy, we certainly can deal with it at that tine.

But at this time, the devices that we have seen are | abel ed
for TMD or TM) di sorders, or any nunber of variations.

MR WATOANBKI : M. Chairnman?

DR GENCO  Yes?

MR WATOMNBKI :  Just to concur with Dr. Runner
we're trying to classify devices that are pre-1976 devices
that were | abel ed for specific indications for use and
functional purposes pre-1976. VW're not trying to create
today any new characterizations. |If soneone wi shed to claim
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certainly entertain that, but only under the broad
classification--indication--only under the indications we've
seen in labeling to date are we really entertaining that.

DR CGENCO Ckay. Has this "tenporonandi bul ar
di sorders and associ ated pai n and/ or dysfunction" sharpened
up the definition agai nst which the devices can be judged?

[ No response. ]

DR CGENCO kay. Further discussion of that,
then? | nean, that is really the issue.

Ckay. Do we need to tal k about what is a device
and what isn't? Are we instructed by, Tim that the
psychosoci al scales are not devices? | think Dr. Jankel son
brought up software. Are those devices?

MR WATONBKI: M. Chairman, | think software
that's used in the nedical arena, dental arena, that's an
enmerging area of policy, say, for FDA and | don't believe
we' ve cone to a concl usion regardi ng what constitutes a
device or not a device in terns of software definitively.

For exanpl e, there have been di scussions of
sof tware being an exposition of information on the one hand
or software being an iterative programof sone sort that
| eads to diagnosis or treatnent with or wthout the
i nclusion of the physician or dentist. And those are
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different situations, but I don't believe we've established
a situation as to what constitutes a device or not.

VW' || explore that, since the issue has been
brought up, appropriately, and when we revise our list, we
Wil include it with a note as to howit's fallen out, if
it's a device or not a device.

DR CGENCO kay. Thank you.

Yes?

DR COCPER I'll yield to Bob Jankel son in a
nmoment. Wien we're tal king about software, are we talking
about software that is independent of the devices that we
know we' re going to be analyzing, |ike free-standing
software that's not part of any of these, or the software
that's part of these?

MR WATOANBKI : | consider the discussion to be
free-standing software for diagnostic or therapeutic
pur poses, not part of the device, hardware or software in
the device, or firmware.

DR GENCO Wiat 1'd like to do is have any
further comrents fromthe panel and guests on that issue,
that is, what is a device, and then we'll open it up to the
public for comrents.

Any further comments either to definition or to
i ssue of what is a device? Reasonably clear? Yes?
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DR REKON Tim did | hear you say that the
customintraoral devices would not be called a device?

MR ULATOANBKI: That's nentioned, yes.

DR REKOWN Those are not devi ces.

DR BETZ Yes, that's correct.

MR ULATOANBKI : Those bei ng cust om devi ces, they
are not subject to pre-nmarket clearance, so we don't need to
classify them

DR BERTRAND. M. Chairnan, one question.
Psychonetric inventories are not being considered devices
for tenporonandi bul ar di sorders and associ ated pai n and
dysfunction?

DR CGENCO Tim would you give us sone direction,
or Bob?

MR ULATOANBKI: | guess | need to understand
precisely what the product is that you' re describing, and
it's a labeling. And fromthat we can determ ne whether or
not the product may be a device and subject to
classification or it falls under an existing classification.
So if it's sonme psychol ogi cal test of some sort, | proffer
t hose have not been considered in the past to be nedi cal
devi ces per se.

DR CGENCO There are sone, for exanple--1 amsure
this is what you' re thinking of--patented D Arrigoto scal e,
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83 questions in a certain order. That's not--1 mean, that's
a questionnaire but it's nore than just sonething that the
dentist dreans up or puts in his record. |It's something you
buy, maybe?

DR BERTRAND: Psychonetric devices are very
powerful tools in the whol e quandary of what TMD is and
di agnostic criteria right now It's alittle frightening to
think we're just focusing on sone type of physical nodality.
| know that's not the point of this panel but--

DR CGENCO Not the inportance, but is it
technically a device?

MR WATOANBKI: Vell, we're using terns of art,
soci ol ogi cal terns, psychological terns of art, devices or
instrunments, but it's not wthin the meaning of a medica
devi ce under our |aw.

DR CGENCO But the point has been made, | think,
that it's not the issue of inportance but the issue of
definition of device and regul ation by the FDA as such.

Now, maybe it falls between the cracks. That's an
interesting point. Non-regul ated, possibly, or little
regul at ed.

Yes?

DR COOCPER There are a host of psychonetric
tests that have nothing to do with TMD. They're just
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psychol ogi cal profiling. But one that comes to mnd is the
TM) scale, which is a specific TMI-oriented psychol ogi ca
test that has an evaluating programto interpret the
results, and it gives a weighted scal e of the anount of
psychol ogi cal versus sonati c conponent of a patient, at
least in their response to a questionnaire. So in that
regard, it is used as a differential diagnostic tool, maybe-
-1"msure, not free-standing and, you know, not

i ndependent |y diagnostic. But it is used as a diagnostic
aid specifically in TMD, and | don't know that it really
shoul d not be included in sone classification schena,
because the inplications are that its outcone affects one's
decision to treat.

MR ULATONBKI: It may be a candidate. | suppose
what needs to be done afterwards is for you, Doctor, to
identify this particular product to us in turn so that we
can get information on it and then run it through the mll.

DR GENCO A definition of what is the device. |
think that was very useful for all of us.

DR HEFFEZ: Just a point of clarification. So if
sonmething is customnade for a patient it is not--can't be
consi dered as a devi ce.

DR GENCO That's what | understand.

MR WATOMBKI: M. Chairman, it is a nedica
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devi ce, but custom devices as defined are not subject to
pre-mar ket cl earance so, therefore, do not need to be
classified into one of three categories. |It's off the table
for discussion purposes. That's not say it's not a device.
DR HEFFEZ: Again, just for ny own clarification,
for exanple, at one point in tinme we were discussing the
t enpor omandi bul ar j oi nt prost heses whi ch were cust om nade
prost heses, yet--they were custom nmade, but--
DR RUNNER That was determned that the Cad/ Cam
t echnol ogy was not custom per se, even though it was patient
fitted, it was not--the variations and the forns that were
produced and the technol ogy associ ated was not custom
W're tal king about splints and so forth, the naterials of
which are regul ated but the actual device itself and its
formis not regul ated.
DR GENOO ay. Thank you for that discussion.
Let's now open it up to the audience. O course,
t he audi ence can participate, in ny mnd, at any time but
just for sone senbl ance of order. The two issues on the
fl oor--and you can bring up others, of course, but 1'd |ike
you to think about the new--1'd like to think of this as a
sharpened definition of what devices are going to be
measured against, the definition of the condition and
definition of devices. | saw a hand back there. Yes?
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Pl ease cone up to the mcrophone and identify yourself.

MR JANKELSON M nane is Rol and Jankel son with
M/o- Tr oni cs.

I'mlistening with some anazenent at sone of the
things that I'mhearing fromFDA staff. In view of the fact
t hat what happened with respect to the 1994 panel was so
intricately involved with the differences between the group
that mai ntains the psychosocial aspect of this whole field
versus the clinicians that you' re hearing today, who | think
are offering a very different perspective, to listen to what
| perceived to be an agenda from FDA staff to limt the
classification process to only those devices or defined
t echnol ogi es defined by FDA staff as devices to those that
deal with the physical side of this situation is really
preposterous. It puts us right back to the agenda that we
lived through in 1994 that we have been trying to overcone,
and it sinply should not be allowed by this panel.

DR CGENCO Does anybody want to nmake a comment to

t hat ?

MR ULATONBKI: Well, M. Chairman, I'mnot quite
sure if the gentlenman heard what | said. [|'mnot excluding
any medi cal devices fromthis discussion. | think all that

was said was we're uncertain whether certain products or
what ever are nedi cal devices--and we're going to explore
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that and have themon the table if they are nedical devices.
That's sinply all | said.

DR CGENCO  Yes?

DR JANKELSON Dr. Robert Jankel son, and deja-vu
Qctober 13, 1994. | believe, Doctor, you were al so present
at that panel, which has since been discarded. And | wll
gquote you in your opening comrent: "l do not consider
psychonetric tests are nedi cal devices."

Now, for the enlightennent of the rest of you,
many of the psychonetric tests are software prograns, and
there is an analysis that identifies and ascribes a certain
proportionment of the patient's condition to the physica
versus the psychosocial. That, |ladies and gentlenen, is a
TMD, or whatever we want to call it, device.

Those of you in the FDA al so know t hat device
manuf acturers, when they nmake a software change that is
deened in any way to affect safety and efficacy, we are
bound to submt a 510(k). So | ask you: Wy, when device
manuf acturers nust submt 510(k)s for software changes that
are deened to have safety and efficacy issues, would we
exclude a software programthat ascribes a certain
di agnosti c conponent to the physical versus the
psychosoci al ?

Thank you.
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DR GENCO  Thank you.

Any further comments?

MR UWATOANBKI : Yes, M. Chairnan.

DR CGENCO  Yes.

MR ULATOANBKI:  Well, 1I'mnot excluding any
product or asking the panel to exclude any product at this
time. Wiere it's uncertain whether a product is a device,
it will be on the table for classification purposes, for
di scussi on pur poses.

| nasmuch as software that's contained in the
device is the case, then certainly the discussion was
appropriate as to changes in the software. And as |
nmentioned, other free-standing software, the agency's policy
on whether or not free-standing software, whatever it does,
whether it's a nedical device, is still being fornmul ated.
And | think once information cones to us on this software
that's being discussed or other instrunents or whatever that
were di scussed, once this comes to us so we can identify it,
we can understand it and we can eval uate under the
definition of a device whether it is a medical device and
subject to classification, it will be included. 1'mnot
excluding any product at this tine.

Wien | spoke of psychol ogical instruments, | was
speaking of Rast tests and wi thin that context of
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information, but I'mnot excluding any product. Let ne nake
that perfectly clear.

DR GENCO Further comments fromthe panel or the
public with respect to the issue of the definition or what
is the device?

[ No response. ]

DR GENGO Well, 1'd like to thank you all.
think that was very useful, and clearly I'd like to
reiterate what Timsaid. The discussions today are clearly
to reveal new areas, new devices, to nmake sure that we don't
excl ude anything that m ght reasonably be considered a
device, and also to define anything that mght be reasonably
considered in the context of this disease condition that
we're dealing with. And I think we've nade progress. And
realize that between now and the next neeting or two, or
whatever, there is plenty of tine for input fromthose who
have differing opinions or have further information, and I
t hi nk we wel cone that.

Ckay. Let's proceed nowwi th the nitty-gritty.
Do you concur with the basic construct of this grouping of
devices as presented? Again, Timand Bob and their staff
have put together--it's always an act of courage to do this-
-a straw man for us to look at, and that's this table. Are
there any comments about the itens in the table wth respect
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to grouping, this universe of devices? Yes?

DR ALTMAN | guess | have a question of whoever
put this together why they grouped things that nmeasure and
things that treat. Wy were they thought to be classified
t oget her or grouped together?

DR GENGO |I'msorry. Wat was your question?

DR ALTMAN Wiy devices that are used to nmeasure
and those that are used to treat are bei ng grouped together.

DR BETZ | didit basically for convenience.
figured measuring things go wth neasuring things and
treatment things go with treatnment things.

DR ALTMAN Vel |, maybe |I'mconfused, but are we
trying to--are we considering nmeasuring and treatnent as one
group? Are we |ooking at each one of these things
individually or as a group?

DR RUNNER | think the way that we're | ooki ng at
themis pertaining to the clains or the |abels that are
pl aced on the devices and the universe of devices had in
particul ar diagnosis and/or treatnent clains, and conbi ned.
If you feel that it's worthwhile to discuss separating them
| think that's worthy of discussion as well.

MR UATONBKI: M. Chairman, it's sinply a
display, if you will, of information that we gathered wth
no connotation of subcategorization or any other inplication
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here, and as a first shot--as you said, the straw man.

DR BETZ  So based upon the indications, clains
are being nade that sone of these devices are used for both
di agnosis and treatnent; therefore, that device was--those
devices are all included in each of these generic--proposed
generi c categori es.

Are you suggesting we di ssect themout, those
devices for diagnosis, aid in diagnosis, and those devi ces
for aid in therapy?

DR ALTMAN |'mnot making any suggestion. It
was sinply a question. But | think in earlier
conversations, the very first one, the el ectronyograph,
there was sone di scussi on about the nunber one under that
bei ng sonething to neasure, the second being nore of a
treat nent.

DR MXBES: In fact, | think | nade that point
this norning, but | amsuggesting that under
el ectronyogr aphi ¢ devices that that be el ectronyographic
devi ces for neasurenent, nunber one; and nunber two woul d be
el ect ronyographi c devices to aid i n biof eedback/ nuscl e
reeducation as treatnent, that there be two separate
categories. | amsuggesting and | had suggested, and |
bring that up to the table.

There's a heterogeneity. | think to be eval uated
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t oget her woul d be counterproductive, that they shoul d be
eval uat ed separately.

DR REKOWN |, in philosophy, agree with that, but
froma practical perspective, if I'"'ma dentist and | buy an
EM5 how are you going to know how |'mgoing to use it?

DR MOGES: There are different devices. The
treatnent devices don't give neasurenment in electro--in
mcrovolts of electrical activity. They're usually going to
be with an audio signal, and you'll hear the biof eedback
signal, either high or low or high frequency or |ow
frequency, to tell you whether the nuscles are rel axing nore
than they were previously in contrast to a neasurenent
device, which will say that that nuscle at rest is
generating 4 mcrovolts on the left and 3 on the right, say.

DR REKOWN Is it nowlikely that in the near
future one device will be able to do both? 1'm asking.

DR MXES. It's not likely, and ny opinion, to do
bi of eedback, | woul d spend the noney to get that higher
quality device when | can get a device for a fraction of the
anmount that will do the audi o feedback. And the eval uation
of the two devices is different for different purposes.
think it's much nore scientifically sound to do the separate
eval uat i on.

DR REKOW Thank you.
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DR CGENCO  Yes?

DR COCPER | think that al so goes to what you
had said before, which was that a device can be used by a
person who owns that device in multiple ways. It has to do
with the manufacturer designates as the use of the device.
And, again, if our role is eventually going to be to
classify these and set up criteria for their evaluation,
then by separating themwe give the manufacturer |less of a
task if that instrunent is neant to be used as a home
tenperature, you know, mneasuring bi of eedback device in terns
of its safety, efficacy, versus one that's supposed to be
used by a doctor in an office to aid in diagnosis.

So | think ny suggestion is we keep the genera
category and then specify withinit, in the appropriate
pl aces, where there is a potential dual function of the sane
named instrunment, but really different instrunent, that it
can be EMG instrunents for diagnosis, that woul d be one
line, and EM5 i nstruments for therapy; and the same thing
may go into many other things that will come up. W'Ill give
it a subdivision. Rather than having EMs appear as two
separate conpl ete boxes in two separate places on a | arger
chart, just designate two separate--and then an instrunent
manuf acturer or device manufacturer would say | want to
qualify it as an EMs for the purpose of one or two.
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DR GENCO Dr. CGonzal ez, do you agree with that?
You had sone discussion this norning about--these are al
surface el ectrode devi ces--about the needl e el ectrode. You
had a third category here.

DR QGONZALEZ: Wthout getting into efficacy and
safety and just looking at it fromthe standpoi nt of
classification, that would be another classification that is
used very differently fromwhat surface el ectrodes can be
used for, so that | think that needl e el ectrodes, of course,
because of the invasiveness and because of the pain
associated with it, is oftentimes shied away. But because
of the kinds of diagnoses that you' re | ooking for, the
needl e el ectrode is far nore accurate for a nunber of
di fferent diagnoses than what you woul d ever use a surface
electrode for. 1In fact, you woul d never use a surface
el ectrode for a | arge nunber of di agnoses.

Again, that's not really the discussion here.

It's really classification. But | do think that since
needl e el ectrodes can be used for the same purpose, that is
to say, could be used for tenporonandi bul ar disorders, it
may be that classification that utilizes or puts into it the
fact that needle electrodes are different, separate--because
of the risks, because of the infections, and because of

ot her aspects of doing needle el ectrodes, it may be
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wort hwhi | e categorizing that separately such that surface
el ectrodes, because they are far safer--again, not
commenting on efficacy or the utility of this, because there
are different statenents regarding that, and I think we're
going to get to that in a future meeting.

But I think it would be useful to definitely
separate out, as brought up earlier, the fact that there's a
ganut of different uses for the two, and that surface
el ectrodes are generally used for greater different purposes
t han what needl e el ectrodes are used for, that is to say,
the needl e el ectrodes are diagnostic for different
di sorders, different diseases, than what the surface
el ectrode woul d be used for. Therefore, | would separate
t hem out because a needl e el ectrode coul d al so be used for
t he sane purpose and, therefore, would be in this
categorization that's bei ng used of tenporonandi bul ar
di sorders.

Both the surface el ectrode and the needl e
el ectrode coul d be used--theoretically, the needl e el ectrode
could be used for biofeedback. | think it's rarely used. |
don't think anybody would want to use it for that. But,
again, | think that because of that--and | don't think
anyone is using it for that purpose--1 would not break
bi of eedback into two categories, unlike the neasurenent of
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electrical activity. | think I would shy away from naking a
separate surface and needl e el ectrode for biof eedback.
woul d stick with the surface.

DR CGENCO So, just to summarize, what | think
|'ve heard is the generic group i s el ectronyographic
devi ces, two nmain categories, one for nmeasuring electrica
potential used in the diagnosis, and that could be
subdi vided into two categories, surface and needl e; and
then, two, the second division is for biof eedback.

DR GONZALEZ:  Yes.

DR GENGO |s everybody happy with that?

So there's no question that this is a generic
category, el ectronyographic devices, but it has
subdivisions. |It's heterogeneous. Ckay.

Ckay. Let's go on to the next one, unless there's
comments fromthe public about that issue.

Ckay. Sonography devices, to neasure and
graphical ly display or represent sounds nmade by the TM
conponents. Is this a generic category?

MR UWATOMNBKI: | think, M. Chairman, as we | ook
at each category, el ectronyographic devices, for exanple,
per haps--so we don't have to keep com ng back around and
around and around as we approach each question--it mght be
hel pful to run through the questions for each group so that
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we understand the existing status of el ectronyographic
devices, classification status, and once we're all done wth
that category, we can then nove on and | ook at the next
section conprehensively, the sonography devices, for

exanpl e.

DR CGENCO  Ckay.

MR ULATOANBKI : Because you asked--your question
pertained to really Question 3, 4, and 5.

DR CGENCO Ckay. So we'll go to Question 3. No.
2isreally relevant only for the total classification. |Is
that true?

DR BETZ  Yes.

DR CGENCO In other words, your Question 2 neans
are there any ot her generic groups?

DR BETZ  Yes.

DR CGENCO And we can cone back to that at the
end.

MR ULATOMKI : R ght.

DR BETZ: May | add sonething else? There is a
CFR listing for powered el ectric biof eedback equi pnent.

MR ULATOANBKI: Well, that's what we're getting to
now, Bob.

DR BETZ: Ch, okay.

DR CGENCO Al right. So your Question 3. For
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the group that we just discussed, el ectronyographic devices,
what are the |abel ed indications, intended uses, which
related to TMD and associ ated pai n/ dysfunction? You' ve
presented two of them to neasure nasticatory nuscle
activity, so that's diagnostic--or am| adding a concept
that's not necessary to that? Just neasure activity.
That's the intended use.

DR OCOCPER That's just what | was going to ask.
Do we have to sign on to all of the descriptors in the
right-hand colum, or is it sufficient if we generalize at
this point?

DR GENGO That's what we're discussing. Wat
shoul d those current indications--but we're going to have to
be instructed by the FDA because they've | ooked at the
i ntended use that the manufacturers have suggested, and sone
of the manufacturers are here, too. VW' re going to be
instructed by them

V' re not making any deci sion or comrent about
safety or efficacy, only about what is the intended use out
there in the field, as | understand this.

MR ULATOANBKI: M. Chairman, yes, what's the
| abel i ng described for these products currently.

DR CGENCO (kay. Label indications for use.

DR COCPER May | go on? Then the exanple that's
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used in parentheses is only an exanple--to quantify the

amount of tension in nuscles of mastication? | have used
EM5 for many, nmany years. | don't think that | measure
tension in nuscles. | neasure electrical activity in

muscl es. That has to be incorrect.

DR CGENCO So you woul d suggest | eaving out that
phrase, "to quantify the anmount of tension"?

DR COCPER | would say to neasure nasticatory
electrical activity, nuscle electrical activity. That's
what EMS does. | nean, we can becone nore detailed, but |
think that the manufacturers thenselves will be nore
det ai | ed.

DR CGENCO W're trying to second-guess what's on
the label. You' ve already seen what's on the | abel

DR RUNNER The descriptions here are a
conpi lation of the clains that have been on the labels. W
have seen the claimfor tension as well, which is why it was
i ncl uded.

DR CGENCO So you want the panel's comrents on
those | abel s? Ckay. So your comment--they're giving us
what's on the label. Your comment is relative to what's on
the label. And in the submssions, then, fromthe conpanies
in the future, they will have been instructed by how the
panel feels with respect to that particular labeling. 1Is
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that what we're doi ng?

MR WATOMNBKI : That's fine.

DR GENOO Ckay. Good. Any other comments about
t he el ectronyographi c devi ces? The second one is to aid in
bi of eedback/ nuscl e reeducation. You took this fromthe
| abeling. Wat's the panel's reaction to that, and then
we'll get to the public.

MR UWATONBKI: M. Chairman, in regard to those
statenents, when we get to the classification panel neeting,
we're going to be--the panel will be faced with a category,
a generic type of device in front of them and a description
of the device for classification purposes. So in this
di scussion of what's in |labeling, one of the conponents of
that discussion is trying to get to a description of the
product that's subject to classification. So that's why we
| ook at the | abeling and see what people say about it and
what the |ist includes.

DR CGENCO (Ckay. So we had sone reaction to
nunber one, neasure nasticatory nuscle--electrical activity
is what Dr. Cooper woul d suggest rather--and | eave out the
quantification of nuscle tension.

DR COOPER | just fear that we try to do
sonething that's very specific, and it's not all inclusive,
and it may--you know, it may di senfranchi se sonebody el se
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who has a very legitinmate purpose which is a variant of
nmeasuring activity, but it's not specifically tension. So |
think if we're being generic at this point, let's be generic
in terns of usage also, at |east at today's |evel.

MR WATOMNBKI: Right. The ultinmate description
ideally woul d be generous enough to allow a nunber of
devices to fall into that group. Typically that's the way
it's listed.

DR CGENCO (kay. The next one, to aid in
bi of eedback and nuscl e reeducation. Any comments with
respect to that?

DR COCPER |I'msorry to be domnant. | don't
know that reeducation is the general enough term Maybe
it's nuscle relaxation. That's what biof eedback is neant to
do: You train yourself to relax your nuscles. | don't know
if "reeducation"” is a scientific term

DR GENCO Further comments? Yes?

DR BETZ: Again, this comes directly from
510(k) s.

DR CGENCO Yes, | guess--what are we doi ng?

You' re giving us what the conpani es have said, and we're
reacting toit. Andit's |like advance notice that when the
conpani es cone back in, this is the way the panel feels
about certain terns used in the |abeling.
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DR BETZ Yes. This whole colum basically is
the distillation of what has come from 510(k)s.

DR CGENCO Exactly. And Dr. Cooper and others
are going to react to that and say, wait a mnute, | don't
exactly agree with that term"reeducation.” 1|s that going
to be useful to you and to the industry?

DR RUNNER | think it will be useful to have the
nost general termindication for use so that we can fit
things under it.

DR CGENCO  Ckay.

MR WATONBKI: M. Chairman, to reiterate what
Dr. Runner just said, we have gone through the labeling to
identify indications for use that get us into the product,
into the ball park of the clai mwe have just--the use we have
just tried to describe up top. In the classification
regulation, ultinmately we are going to have to have a
product description. So we don't need to argue the uses per
se, but as we transformthis to a description of the
product, any comment or input one nmay have on
generalizations of this product under these indications
woul d be very hel pful.

DR GENOO ay. Fromthe indication, you would
like us to say, well, a generic--or a generalized--

MR ULATOANBKI: An el ectronyographic device is
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intended to...what?

DR CGENCO And then the conpani es can nmake nore
specific clains or |abeling.

MR WATONBKI: Right. My have in the past or in
the future

DR GENOO kay, I'mclear. | didn't understand.

MR ULATOMNBKI: Related to that intended use.

DR GENCO Dr. Cooper, would that change anyt hing
that you' ve said so far?

DR COOPER No, I'mgoing for the nore generic
statenent to use.

DR GENCO  Thank you.

Any further comrents about el ectronyographic
devices and this--fromthe | abeling and indications for use
whi ch m ght descri be the device?

DR QGONZALEZ: (ne comment. As just anot her

descriptor here, to aid in biofeedback in order to decrease

nmuscle activity? | heard the term"rel axati on" as opposed
to "reeducation.” | agree with that. "Reeducation"” | don't
think is a good term "Relaxation" | think is a good term

but I think al so "decreased nuscle activity" is nore
descriptive of what really is happening w thout any
inplications of what it's doing in terns of the end result
of the patient, and relaxation inplies that sonething good
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has happened- - hopeful ly, it has, but | think decreased
nmuscle activity is just nore accurate.

DR CGENCO Dr. Cooper, are you in agreenent with
t hat ?

DR COCPER  Yes.

DR CGENCO Any further comrents to that? Dr.
Heff ez- -

DR OCOCPER It's to aid through biof eedback, not
to aid in biofeedback; right? To aid through bi of eedback
in--

MR ULATOABKI :  Through bi of eedback, yes.

DR HEFFEZ: W at is the definition of
bi of eedback?

DR BETZ: | think the definition of biofeedback
indicates that there's going to be nuscle relaxation. So if
you just state it to aid in biofeedback, that woul d be all
enconpassi ng.

DR CGENCO Does it al so reduce bl ood pressure?
|"mjust asking. Does it do other than reduce nuscle--rel ax
nuscl es?

DR HEFFEZ: Yes, it can, but--it can be used for
t hat al so.

DR GENCO So you think the nore general termis
to aid bi of eedback, whatever it does.
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DR HEFFEZ: | think it's just a generic term

DR GONZALEZ: \ell, biofeedback is a
physi ol ogi cal term which nmeans a closed | oop with afferent
and efferent connections occurring in biological,
physi ol ogi cal conditions, and that's the definition.
think in the way it's being used, that's correct. | would
favor keeping that term bi of eedback because that's what it's
doi ng.

DR CGENCO kay. Yes?

DR MXSES: There are biof eedbacks that do bl ood
pressure. There are biof eedbacks that train gal vanic skin
response. This is very specifically EM5 so | think you
have to keep nuscle in there. Miscle activity. This is a
very specific--this is a very specific biofeedback tool.
Per haps ot her bi of eedback devi ces have to be included, but
this indication is specifically el ectronyographic.

DR CGENCO So you're arguing to put back in the
phr ase- -

DR MOXBES: Muscle--1ower nuscle activity.

DR GENOO Reduce nuscle activity. So that's
nore relevant to the particular dental use, then.

DR MOXGES: Particularly relevant to the
el ectronyographi c use, which is what they' re testing here,
not the bl ood pressure or the gal vani c skin response, which
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DR CGENCO Ckay. Yes?

DR BETZ Wuld it be helpful to read back the
definition under 882.5050, biofeedback device?

DR CGENCO Yes, please do.

DR BETZ: A biof eedback device is an instrunent
that provides a visual or auditory signal corresponding to
the status of one or nore of a patient's physiol ogi cal
paraneters such as brain al pha wave activity, nuscle
activity, skin tenperature, et cetera, so that the patient
can control voluntarily these physiol ogi cal paraneters,
classification 2 perfornmance standards.

DR CGENOCO Are there devices other than
el ectronyographi ¢ devices that are used or that have been
classified or are used for TMD, other biof eedback devices
ot her than the el ectronyographic? In other words, do we
need a category of biof eedback?

DR MXES. That's the point. W probably do.

DR GENCO Do we?

DR MXGES: Is that what you think? Qut it from
el ect ronyogr aphi ¢ and j ust have el ectronyographic for
nmeasur enent and bi of eedback for everything else. You're
right.

DR GENCO So then you' d have a generic
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classification of biofeedback, which could be various
devi ces, sone el ectronyographi c, sone--what are the others?

DR MXBES: So, in effect, he's elimnating it
fromthe category el ectronyographi c devices, and he's
putting it into a separate category, biof eedback devi ces.
So in that case, all el ectronyographic devices woul d be
purely neasurenent, not biof eedback. That makes sense.

MR WATOMBKI: M. Chairman, | think Dr. Betz
junped the gun a little bit here in that once we got to a
generic description within the dental arena, then the next
question got us into the area of, okay, now that we have
sonet hi ng described here and its use condition, let's take a
| ook at other classifications and their definitions, their
classifications, and comrent upon whether this product falls
in there or whether it's unclassified, it's an unclassified
pre-1976 device. So he junped the gun a little bit, but
that's the context of the next question as we go al ong, and
for every other category as we get to it.

DR CGENCO So go back to the el ectronyographic
bi of eedback device. You would leave it in this category as
subcategory 2 and--but its use or description would include
to aid through biof eedback in reducing nuscle activity. 1Is
that where we are with that now? 1s everybody happy w th
t hat ?

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

161

DR QCOCPER For the tine being, subject to naybe
another classification |later on of biofeedback devices
thensel ves, then it can refer to Section 1, No. 2.

DR GENOO Ckay. Good. Now, with respect to
el ect ronyogr aphi ¢ devices, are there any comments fromthe
observers with respect to the subcategorization and the
indications for use? Yes, Dr. Jankelson first, and then--
why don't you cone up to the m crophone?

DR JANKELSON M question would be relative to
measure nmasticatory nuscle activity. 1'd first |like to say,
Dr. Bertrand, | very nmuch appreciate your profiling of the
pat hogenesis. And | think we nmust have an under st andi ng
that masticatory nuscles includes the cervical mechani sm
(ne cannot swal | ow, breathe, speak, or nasticate w thout
i nvol venent of the cervical nuscles, the suprahyoids, the
gastrics, infrahyoids, sternocleidonastoid, splenius
capitus, semspinalis capitus, trapezius. And so | think we
shoul d have a very cl ear understanding, and | would insert
in parentheses "to neasure nasticatory nuscle activity,

i ncluding cervical nusculature" in this category.

dinicians wll tell you this has been an area of
contention. Despite all the logic behind the foregoing
statenent, it has been a contention in standard of care,

i nsurance coverage, and | think that it behooves this panel
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to very clearly make that distinction so that during the
revi ew process there is no confusion.

Thank you.

DR CGENCO Dr. Jankel son, before you go,
nmasticatory and associ ated, does that cover it? You
specifically said cervical. Are there other--

DR JANKELSON | woul d not - -

DR CGENCO You said trapezius, which | don't know
if that's cervical nmuscle or not. | don't think it is but--

DR JANKELSON Well, when you bite a carrot and
you incise the carrot and you pull back on the bolus to
incise, you utilize the trapezius.

DR GENOO Is that cervical? I'mjust--it's
t er m nol ogy.

DR JANKELSON  Yes. | would put including--
that's reasonable. Associated is acceptable. Yes, thank
you.

DR REKON Wy don't you just not say
masticatory? Just say nuscl es.

DR CGENCO In the nost generic, and that means
you woul dn't be neasuring the gastric nemus, of course, for
TMD. Maybe | shouldn't say that. Sone people will run and
chew at the sane tine.

[ Laught er. ]
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DR GENOO I've triedit.

Ckay. Wiat's the panel's feeling? The suggestion
is--we're getting nore and nore general. The suggestion is
to measure nasticatory and associ ated nuscle el ectrica
activity or to leave out the nasticatory at all, to neasure
muscl e electrical activity. Dr. Conzal ez?

DR QGONZALEZ: Wth the purpose being to
categorize as precisely as possible, | think that defining
it, limting the definition to the nmasticatory and
associ at ed nuscl es woul d be nore appropriate than just
| eavi ng out nasticatory nuscl es altogether and just saying
muscles. It's nore of a sense of trying to be specific
rather than a turf, if you will, type discussion. Soit's
just really a bias right now, but | think that--it just
seens to me nore accurate and nore defining, and | think it
says what--it would not Iimt individuals into doing the
nmuscl es that are necessary to try to nake the appropriate
di agnosi s.

DR GENCO Further comments? Are you happy wth
t hat ?

DR REKOWN  Yes.

DR GENOO kay. Thank you. So the suggestion
here is that under the current indication for
el ect ronyographi ¢ devi ce to nmeasure nasticatory and
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associ ated nuscle electrical activity. Further comments?

[ No response. ]

DR GENCO kay. Let's proceed now to this group
of questions, 4, 5 and 6. W're going to need sone help
here, either Dr. Betz or Tim Were are we with these
el ect ronyogr aphi ¢ devi ces used either for neasuring
el ectrical nuscle activity or biofeedback? Are they all
pre-19767?

DR RUNNER  Yes.

MR WATOABKI : \ell, Bob, we can run through
that. In terns of the 510(k)s, for exanple, that were
exam ned in which you di scovered these indications for use,
t hese i ntended uses, what was the status of those 510(k)s in
terns of their classification as identified by FDA in the
510(k)s? Unclassified or what?

DR RUNNER In review ng the 510(k)s, they were
all suggested to be unclassified for this use, and clai mng
equi val ence to a pre-1976 devi ce.

DR GENOO kay. Is that clear to the panel ?
They' re uncl assi fi ed.

DR BETZ: O equivalent to sonething that was
uncl assi fi ed.

DR GENCO O equivalent to sonething that was
uncl assified, legally on the nmarket before 1976.
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MR WATOANBKI : By that we have said that there

was a pre-1976 el ectronyographi c device for this use.

DR CGENCO R ght.

MR UWATOABKI : But was uncl assified and unrel at ed
to any other classification per our determnation.

DR GENOO kay, and that's only for the
t enpor omandi bul ar use. [It's obviously not for the nedi cal
use.

MR WATONBKI : Well, there was Bob--Dr. Betz did
nmention another classification. | think we need to flesh
that out for purposes of the record.

DR RUNNER Wuld you like ne to read that?

DR GENCO Pl ease.

DR RUNNER The other classification, as
classified under 890.1375, is a physical nedicine device, a
di agnosti c el ectronyograph. A diagnostic el ectronyograph is
a device intended for nedi cal purposes such as to nonitor
and display the bioelectric signals produced by nuscles, to
stimul ate peripheral nerves, and to nonitor and display the
el ectrical activity produced by nerves for the diagnosis and
prognosi s of neuronuscul ar disease. dassification is class
1.

DR CGENCO kay. Thank you.

What woul d you like fromus now with respect to
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t hat ?

MR ULATOANBKI : In our historical evaluation, what
that tells me is that when a 510(k) cane in, the applicant
identified--perhaps mght have identified one of the
physi cal mnedi ci ne devices that were classified, perhaps, or
anot her pre-1976 device wth the sane indications and the
FDA nade a determnation per its classification process per
510(k)s, as | nentioned early on in the day, through that
classification process determned if it conpared to the
physi cal medicine device, we in all |ikelihood determ ned
the product to be not equivalent or a separate product

altogether, as classified as a separate product altogether.

The fact of the matter is that the record shows
that we did consider it to be unclassified for these
i ndi cations for use.

DR BETZ  That's ny understandi ng, yes.

MR WATOANBKI : Therefore, a candidate for
classification by the panel at the next neeting, subsequent
nmeeting--not |unped into the other classification,
historically.

DR CGENCO (kay. |Is the panel confortable with
that? Yes?

DR HEFFEZ: Just a question. |Is it possible that
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eventually a different classification can cone out fromthe
panel and be in conflict with the classification that has
been defined previously for physical rehabilitation?

MR WATOANBKI : That's possible, certainly. [|'m
not ruling that out. It could be well the case based on the
data presented to the panel and the public comment and al
that. You could decide--that was class |1, Bob, that
physi cal mnedi ci ne devi ce?

DR RUNNER  Yes.

MR WATOANBKI:  You could find it I, II, or III

DR HEFFEZ: And as a result, is there a joint
meeti ng between--or these devices are al ways eval uat ed by
their strict intended use?

MR ULATOANBKI: No, in the past we have had
i ndi vi dual panel menbers who have participated in
di scussions of simlar devices for other panels. W have a
neur ol ogy panel participant, for exanple, today to enter
into discussions. So we could reflect upon that other
classification, its risks and benefits, and conpare it to
the condition here and make a deci si on.

DR HEFFEZ: Thank you.

DR CGENCO Further comrents, questions about this
i ssue?

[ No response. ]
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DR CGENCO Ckay. Can we go to No. 7, then? Any

questions that the panel thinks should be addressed prior to
classification of the el ectronyographic devices?

DR MXGES: Yes, | have an issue. |'myvery
sensitive to what went on in 1994, again, and so what |
wanted to bring to the table for discussion is the fact that
|'ve been getting a quarterly bulletin fromthe FDA for
about 25 years now, and now | see that the simlar formfor
reporting--every one of those had an adverse reaction report
attached to it.

It's ny inpression that if | see an adverse
reaction to anything, it's ny responsibility to report it.
And | see now that the MedWatch formfor adverse reaction
reporting is nowon the Wb site. So | feel that this ought
to be relevant and that we're tal ki ng about devices that are
pre-nmarket--in other words, basically were in existence,
fromwhat |'mhearing fromthe Jankel sons and from
Bioresearch is that these are appliances that have basically
been around for 20 years.

So | would like the FDA to nake available to the
panel the results of any adverse reaction reports on these
appliances so that it's not just a nystery. They say, well,
| have what | think mght be no adverse reaction reports,
because | think that would significantly inpact the panel in
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making a decision. |If there are no adverse reaction reports
for a period of 20 years, | think it would be very hard to
find that appliance, if it's not invasive, to be a class
11, and that should inpact on the decision.

And so | would Iike the adverse reaction reports
on any of the products nmentioned here to be nade avail abl e
to the panel at the tinme of classification. |Is that a--
woul d you- -

MR ULATOANBKI: That's entirely appropriate, and
woul d apply that to all the groups. | think that's an
excel | ent suggesti on.

DR MXBES: WIIl you make that avail abl e?

MR ULATONBKI :  Yes.

DR MOBES: Thank you.

DR CGENCO Further comrents about what you'd |ike
to see before nmaking a recomrendation for classification of
the two types of el ectronyographi c devices--actually, the
three types?

Any specific comments about the el ectronyographic
devices to neasure nasticatory and associ ated nuscl e
electric activity? Wat kind of evidence would the pane
like to see? Yes?

DR MXES. I'dlike to see the appropriate
literature reports.
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DR GENCO More specifically, what kind--

DR MXBES: On the clinical use of these
nodalities. It would inpact ne nore if | saw that these
things were reported in 200 papers than if they're reported
in two papers.

DR CGENCO It would seemto ne that it's possible
to discuss two types of use of a diagnostic aid in general.
(ne is predictive. You nake a neasurenent, and that
neasurenent says that within a year, within six nonths, a
di sease is going to occur. So it's predictive, early
di agnostic. And the other is diagnosis of a condition that
is occurring at the present tinme, in the diagnosis of. So
woul d you like to see--what would you like to see relative
tothat, or isn't that a relevant question with respect to
t hese devi ces?

DR MXBES: It's not relevant to mne. | want to
know how does that relate to these studies relative to
safety and efficacy in that if these things are safe--in
other words, they're nore likely to be approved by an
institutional review board for studies if they're safe, and
if there's 200 papers on the subject or 165, that's going to
certainly reflect that an institutional review board felt
that they were safer than if there's two papers.

Again, we're not dealing with equi pnment that just
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got off the counter, that's just cone off the racks. This
is stuff that's been around.

DR CGENCO You're addressing safety. | guess |
was aski ng the question about efficacy.

DR MXES. Safety and efficacy, yes.

DR CGENCO Wat kind of evidence would you al
like to see with respect to efficacy? Yes?

DR HEFFEZ: | was just going to say, it's not the
nunber of papers that defines whether an instrunent has
indications. It's the quality. But | do believe there's a
great deal of body of evidence regarding el ectronyography in
general, and | just wanted to nake that statenent.

DR GENCO So you'd like to see the general as
well as the specific to TWVD

DR HEFFEZ: | see it as neasuring masticatory
muscl e electrical activity. In ny point of view, it can
nmeasure whether the nuscle is in your head or is in your
leg. It's going to neasure nuscle electrical activity. So
| don't see the value of bringing out evidence, a body of
evidence, that it neasures nuscle activity in the head and
neck. It can do so in the |eg.

DR GENOO Ckay. Wiat about relationship to this
associ ated oral -facial pain and dysfunction, the nuscle
activity, electrical activity associated with oral-facia
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pai n and/ or dysfunction?

DR HEFFEZ: | think the biggest contention in the
profession is whether this electrical activity--1 nean, it's
clear, to say it out loud, that there are groups of people
who feel that neasuring electrical activity is just
nmeasuring electrical activity and that you cannot use it as
a paraneter for defining your care.

Now, there are others, obviously, who feel the
opposite, but that's not the question. The question is:
Does it neasure electrical activity? And whether it's in
the neck or inthe nmouth or the leg, it nmeasures el ectrical
activity.

DR CGENCO So you're not so concerned about its
relationship to pain or associated dysfunction?

DR HEFFEZ: No. It's an instrunent that can
neasure el ectrical activity, and peopl e who have spasmin
their nmuscles or pain in their nuscles, obviously electrical
activity wll be higher. But it's--1 mean, that woul d be
t he sanme regardl ess of what part of the body that you dea
with.

DR GENGO  Further comments about the kind of
evidence you' d like to see? Is this a question of
predictive versus aid in diagnosis of existing condition
rel evant here? Wuld anyone |like to see that kind of data?
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In other words, if you have an alteration, will it predict
disease? O if you have an alteration, will it aidin the
di agnosi s of existing disease? Is that relevant here? Yes?

DR COCPER Fromny experience, | think the
latter not the former. | think that ny experience with EMG
is that it's relative a person to that person and nmany tines
nore so than a person to another person. So your eval uation
of a person at the tinme you re naking a diagnosis and how
that inplenents on diagnosis and treatnent is nore
appropriate than it would be as I'"'mgoing to examne this
patient as a routine scan type of thing to deci de whet her or
not they're predisposed to a problemfor the future.
don't think that really is apropos with EM5 and TMD.

DR GENOO Ckay. So the evidence that you'd |ike
to see would be that it neasures nuscle activity and that
rel ates sonehow to current diagnosis.

DR OCOCOPER Safety and efficacy in current
di agnosi s.

DR CGENCO In terns of efficacy. Safety is a
whol e ot her issue.

DR OCOCPER Ckay. Eficacy in terns of diagnhosis
and treatnment. That's the two things that we are
eval uat i ng.

DR CGENCO In terns of diagnosis--
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DR OCOCPER | guess diagnosis. EMGis only
di agnostic at this point.

DR CGENCO Ckay. Does everybody agree? | think
that gives sone direction to the kinds of data and if it's
out there, it's sumary and it's interpretation, and we
coul d have a good di scussi on based upon seei ng the act ual
st udi es.

Dr. Bertrand, do you want to nake any coments
about the kinds of data that you'd like to see?

DR BERTRAND: Anyt hing that can show predictive
val ue woul d be great, but I'mnot sure we have that with EM5
data. | think if you can show a difference in EM5 activity
baseline in an asynptomatic patient versus a synptomatic
patient, and then show the difference after, that woul d be
wonderful data. Does that exist? | think that's part of
what the debate is.

DR GENCO Well, that's why | bring it up.

Now, comments? Yes? Please, go up to the
m cr ophone.

MR JANKELSON Rol and Jankel son wi th Myo-Troni cs.
Under the category of information that | think mght be
hel pful to the panel, | alluded earlier in ny opening
statenents about a letter that | had directed to Dr. Al pert
as well as to Secretary Shalala. It referred to earlier
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activities of the FDA, specifically to solicit information
about harmed patients with respect to the various categories
of instrumentation manufactured by Myo- Troni cs.

In ny letter, | sinply asked for a response as to
whet her there was any such information, which, of course, we
believe to not be true--not to exist. The nature of that
information, sone clarification as to how it was gathered.
| think if, in fact, any such information exists, it
certainly shoul d be nade available to the panel, but also to
M/o- Troni cs, and we have asked for it inthis letter, again
asked for it. As we suspect, it doesn't exist, but sinply
the fact that the FDA nade a concerted effort to dig it out
| think suggests sonething about--is relevant. |If it
doesn't exist, | think that's relevant information for the
panel. If there is sonething that the FDA has that has not
been disclosed to us, | think that should al so be discl osed
to the panel.

Thank you.

DR CGENCO  Thank you.

Dr. Tilley, did you want to nake a conment ?

DR TILLEY: No.

DR GENGO  Thank you. Ckay, | think the next

i ssue is--

=

REKON Can | say one nore thing? One of the
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things that frustrates nme as a panel nenber when | review
literature--and it's not peculiar to this body of

literature; it's literature in general--is case reports are
interesting and valuable, but it's very hard to nake
scientific decisions on case reports. And so the literature
that gets brought to the panel needs to be on studies that
are carefully controlled, have statistical analysis, and are
nore than just patient one and patient two and patient

three. And that's a criticismin general of literature, not
of this specific body of literature.

DR CGENCO So you're arguing for, as much as
possi bl e, random zed controlled trials?

DR REKOWN |If that's possible, but certainly--

DR CGENCO How are calcul ations done so they're
adequate size, all the principles of good quality clinica
trials.

DR MXES. I|I'msorry, Doctor, but | take issue
with that in the field of tenporonandi bul ar disorders
because basically there's no general agreenent on the
definition, there's no general agreenent on who has the
di sease and who doesn't, there's no general agreenent on
what is normal and what is abnormal. And so to do a
controll ed study for these variables, |ike the psychosoci al
variables, it's virtually inpossible. It's also virtually
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i mpossi ble for a doctor to not knowif he's adjusting the
occlusion in a study, and so to do this doubl e-blind study
on sone of these things becomes a physical inpossibility as
wel | as technical .

And so a case study relative to ny case, that
represents to ne evidence, whereas what you're looking at in
a controlled study is inference. And | think that it's
stronger to relate as a clinician an evidentiary study than
it is an inferential study, in many cases, if it's the sane
di sease.

DR REKON Then | woul d propose that at |east the
studies be in sequential patients and all of them get
reported and the dropouts get reported for why they dropped
out. You know that there are nmany cases where you start
with 50 patients and you end up with the 25 that worked or
you chose 25. Not you, but you know that those--

DR MOXGES: | understand what you're saying. |
think those things--what | fear is that these kinds of
studies that you' re |ooking for here are sinply not
avail able. They sinply haven't been done at the quality
that you're looking for. That's the point |I'm naking.

And so to ask for quality studies when there are
none is an unfair standard to put upon these nmanufacturers
to produce. That's ny point.
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MR ULATOMKI: M. Chairman, under the definition

of valid scientific evidence in Part 860 for classification,
there's a range of infornmation that's eligible to be
presented, and it includes controlled or uncontrolled
studies or various types of other data. And it defines only
a fewinstances that data is really not valid scientific

evi dence, random case reports, for exanple. So there is an
al l onance for quite a range of information.

O course, the quality of the infornmation provi ded
gives you nore or |less better information that you can deal
with, but there is the opportunity to present, for the
people to present to you a range of information.

DR QGONZALEZ: | think that regarding literature
rather than try to reinvent the wheel for each one of these
categories, it's true that there's not alot of literature
in sone of these areas, but in other areas there are. And
t here have been groups of people, academ es, associ ations,
who have gone through and have at | east conme up with a
statenment saying there isn't sufficient evidence or have
made a statenent about safety of sone of these, even though
they may not necessarily be effective. And I'mreferring to
t he Anerican Acadeny of Physical Medicine and
Rehabi litation, American Acadeny of HE ectrodi agnostic
Medi ci ne, American Acadeny of Neurology with its physica
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treatment of chronic pain, and a nunber of others, where
they' ve gone through the world's literature on this,

i ncluding case reports, and categorized all of the
l[iterature all the way up to double-blind controlled
studies, and at |least for sone of these--at |east three that
| see here, | know that those statenents exist that are
fairly recent in the |last couple of years.

So | think we should get at |east that, the
Acadeny statenents, where this work has al ready been done
for sonme of these areas, and then we can take off fromthat
poi nt, accept or reject it.

DR CGENCO So your suggestion is that the panel
al so be given the summary statenents for--not the TMD use
but the other nedical uses of these devices for a context.

DR QO\NZALEZ: Yes, and which al so includes sone
statenents, | believe for TMJ as well.

DR CGENCO Thank you.

Further comrents about the type of evi dence?

[ No response. ]

DR GENOO kay. The FDA wants to know from us
with what priority should they pursue classification, and we
will talk about specifically the el ectronyographi c devices.
Anybody want to start the di scussion? Yes?

DR MXSES: Are you | ooking at ne?
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DR CGENCO | just thought you wanted to nake a
comrent .

DR MXES. I'll be happy to nmake a comrent. |
think that the priority is not very high. 1 don't know that
we' ve seen--again, Tim you could answer this question
better in terns of have there been adverse reaction reports
bet ween 1994 and 1997, the significant nunbers on this,
because if we're tal king about devices that are, frankly, 20
years old in use already, | don't know that they' re so
dangerous that they need an i medi ate cl assification, that
this is the highest priority itemfor the FDA

MR WATOMBKI: [I'mnot famliar with the database
on the MDORs and other information right now But your point
is well taken. It's sonething for the panel to consider in
vi ew of your comment.

DR GENCO  Further comments about priority?

[ No response. ]

DR CGENCO kay. Thank you.

Let's take a break. W've got alot to do in the
next hour and a half or so. W've got to go through the
ot her devi ces because we have a schedule for tonmorrow. So
get your thoughts together, have a cup of coffee, and neet
you back here in 10 m nutes.

[ Recess. ]
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DR CGENCO Let's proceed now to the sonography
devi ces. Does anybody want to discuss whether that is a
generic category? Yes?

Excuse ne. Actually, soneone has to | eave and has
requested that we talk about TENS next. So if there's no
objection, let's go to the TENS devices. |s that a generic
cl assification?

DR COCOPER There are variations in that thene.
There are hi gh-frequency TENS, |owfrequency, and ultra-Iow
frequency. | think we should differentiate. They have
different therapeutic purposes.

DR CGENCO Simlar to el ectronyographics, single
generic classification with 1, 2, 3 subcategories?

DR COCPER R ght, | would think so.

GENCO  And there's a rationale for each?
COCPER R ght.

GENCO  Coul d you gi ve them agai n?

3 3 % 3

COOPER  H gh-frequency TENS is used as a pain
suppressor; |lowfrequency and ultra-Iowfrequency are used
as stimulators for nuscle relaxation. That is ny
under st andi ng, but we have a neurol ogi st on board.

DR QGONZALEZ: It's nore conpl ex than that when
we're tal king about pain. | can get off on Y dynamc
neurons and Y--you know, |owfrequency with a very high
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internal frequency is better, and central pain, where a
hi gh-frequency TENS is probably better than | owfrequency
with an internal high frequency, and the classification by
difford WIf and other classifications. And |I'mnot sure
that ultimately the frequency that's being used--the
classification or categorizing the frequency as opposed to,
let's say, howthe TENS unit is being used in terns of which
patient may benefit. So | think that the general
classification, if you did want to break it down into high
and | ow frequency, ny question would be: Does that nean
that the nmachinery that's being asked to go through FDA for
categorization and approval will Ilimt a nmachine |ike that?

And | even bring that up because when | was
hearing the di scussi on about the hierarchy regarding the
types of disorders, | started thinking about, for instance,
central pain, whichis not listed on this very el egant
di agram or phantomregi on or phantomlinb or phantom
structure pain, which are not listed there either. And
those different diagnoses that are centrally nedi ated and
centrally generated conditions, depending on who you read,
the frequency is going to be different.

So | think a general--and |'mgoing right back to
agreeing with you, Dr. Cooper, that | think that having | ow
and high frequency is useful, because we think in that way;
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but, in fact, a TENS unit, dependi ng on, again, who you read
and who you believe, is nmuch nore conplex. And the pundits
of, you know, |ow frequency--you know, tell you, no, that's
the Y dynamc neurons, and others will tell you that it's
the lateral, thalamc, ventral basal nuclei--you know, on
and on and on.

So basically what |'msaying, just to try to put
this aside, when the details cone out, I'mnot sure it's
going to be very clear. | think it's going to be, you know,
just really quite difficult to make heads or tails of it.
And | think knowi ng that in the background, you can stil
categorize--and I'mcomng right back to what you said, and
|'magreeing with you; that you can cone right back to high-
and | owfrequency TENS, but let's just be aware that just as
in the categorization--the very first thing that we tal ked
about in that is howw're going to classify, what title are
we giving this. Well, you know, the titles, the nanmes of
everything are changing so rapidly. On your list here, the
refl ex synpathetic dystrophy that Dr. Mses put together,
you know, it's changed in the last three years to
synpathetically nmediated pain, in the last year and a hal f
to conplex regional pain disorder. And it's about to change
agai n.

So in the sane way, if this categorization can
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reflect that, that is to say, that we understand--if we can
put sone sort of notation that we understand that it's nuch
nore conpl ex than that, but for the tine being understand
that nost people really who are giving therapy in terns of a
TENS unit think of high and | ow frequency, but there are | ow
frequency with an internalized high frequency, and all sorts
of variations to that, according to difford Wlf and ot hers
that 1've nentioned.

So | think it's technically useful right nowto
say high and | ow frequency, but understanding that further
classification may becone inportant in the future.

DR GCOCPER Can we then further--your addendumis
fine. It may have to have an asterisk, again. Can we
further generalize and say the TENS is used for pain
anmel i oration and/or nuscle relaxation, and will it be then
the responsibility of a manufacturer of a device to then
specify, A which type of TENS they're nmanufacturing, and,

B, what its intended use is? In other words, can we be
doubled in terns of the whole thing: A the type of TENS
and, B, its usage, and then permt wthin that box a

manuf acturer then to submt an application for an

eval uation, classification based on that specific instrunent
that's on the table? It's either a high or alowand it's
supposed to do this or that, and then the obligation on the

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

185

manuf acturer is then to specify I can prove that it does
this or that?

DR QONZALEZ: M understanding right now is TENS
is used for pain control and not for nuscle rel axation.
Just the opposition, it produces nuscle contraction. The
risk--and we'll talk about this in future neetings. The
risk, of course, is that frequencies can produce sustained
nmuscl e contracti on which can produce necrosis or at | east
over-contraction, fatigue, and injury to nuscles. So |
think that first of all | would say that the TENS unit in
this context should be for pain--specified as for pain
control, not for nuscle relaxation, not for any other
purpose. Al though TENS and el ectrical stimulation nay have
other utilities, ny understanding is that it woul d be
specifically for pain. 1Is that--

DR COCPER No. In TMD, not so. The reverse.
In TMD it's used nore for nuscle relaxation, as nonitored by
EM5 lowers EMG activity. So for chronic pain, TENS high
frequency is used as pain relief.

DR QGONZALEZ: M comments are strictly for pain
control in terns of high and | ow frequency.

DR COCPER But in TMD, the other is the
domnant. So | woul d acknowl edge that both are uses, maybe
not of the same nmachine, but both are uses. So we have to

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

186

list them both.

DR CGENCO So are you confortable, then, the
panel, with that subdivision into high and | ow frequency?
And then further comment with use, to treat by application
of electrical energy for nuscle relaxation and pain control ?

DR COOPER  And/or pain control.

DR GENGO  And/or. Further comments?

DR HEFFEZ: | have a question for Dr. Gonzal ez.
In the body of literature, what does it state about TENS as
far as nuscle relaxation is concerned?

DR QONZALEZ: This is getting into efficacy. |If
we want to get into efficacy, | sure can. But | was a
facilitator on the American Acadeny of Neurol ogy, the
physical treatnments of chronic pain, and we came up with
sone statenents regarding TENS unit for chronic pain.

But 1"'mnot sure it's relevant to the
t enpor omandi bul ar. W had very specific types of pain that
we were addressing, and it did not address, to ny know edge,
t enpor omandi bul ar--it would be ny--it was specifically not
i ncluded, but it was one of those that woul d be included
| ater.

DR HEFFEZ: For exanple, has TENS unit been used
for lower back pain with | ower back nuscl e spasn?

DR QGONZALEZ: It has, yes.
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DR HEFFEZ: kay. It is used for nuscle
rel axation or pain nodulation in those cases?

DR QGONZALEZ: We're |ooking at the outcone, not
in the physiol ogical effects necessarily. Just the outcone
in terns of studies that were | ooking at outcome, how
patients did after.

DR HEFFEZ: So, therefore, we're |ooking at just
pai n nodul ati on as an out cone.

DR GONZALEZ:  Yes.

DR HEFFEZ: Because it's one thing, | think, to
separate out and say TMD is a separate sort of category and
we have to treat that differently, and then on the other
hand try to enbrace TMD saying it's very close to other
pat hol ogi cal conditions. So we can't have it both ways.
There are nuscles in the head, and there are nuscles
somewhere el se in the body.

| could naybe nmake the argunment that if you reduce
pain, patients will indirectly have | ess nuscle spasm or
less tension in their nuscles, and, therefore, the
bi of eedback or the EMGwill indicate | ess nuscle electrical
activity. It's very hard for ne to detect whether it
actually is causing nuscle relaxation or is just pain
nodul ation and indirectly giving me ny effect on the
nuscl es.
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It will go down to Question 7, which is
essentially provide me the scientific evidence--

DR CGENCO Right, the kinds of evidence that
you'd like to see. | think we've gone into that.

Further comrents then about the use statenent?
Does anybody--is everybody happy w th the TENS desi gnati on?
Dr. Gonzal ez, you said the nonenclature is changing? 1Is
this the termthat's bei ng used?

DR QGONZALEZ: TENS?

DR CGENCO  Yes.

DR QONZALEZ: Yes, transcutaneous el ectrical
nerve stimul ation.

DR CGENCO (Ckay, so we're happy with that, then.

Further comments about this as a generic
classification, two subcategories, high and [ ow, and pain
and nuscl e rel axation, electrical stimulation for pain and
nmuscl e rel axati on.

Yes?

DR TILLEY: Larry Tilley. | just have to wonder
if this isn't where iontophorential therapy, iontophorential
stimulation, mcro current, high volt, things |ike that,
woul d not be classified in that section al so.

DR CGENCO Can anybody on the panel comment to
that? No? Ckay. Dr. Tilley has brought up anot her group
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of instruments that could be categorized in with the TENS
And iontophoresis. So you' re expanding this as a generic
group of any device that delivers electrical current to the
body. Yes?

DR MXES. Wll, the category there says
stimulatory devices, things |like the alpha stim There's a
ot of them

DR GENCO Does TENS include iontophoresis? |
guess that--so do we need another nane for this generic
cat egory?

DR MXES. The generic category it says there is
stinmul atory devices on ny sheet.

DR GENOO Ckay. So the TENS is an exanpl e.

DR MXES. |Is an exanple of a stimulatory device.

DR GENCO Al right.

DR MXES. As is the alpha stim as is
i ontophoresis, as is high voltage.

DR GENCO kay. | msread that. ['msorry.

DR COCPER If we do that, which is fine, that
woul d broaden the category of electrical stimulating
devi ces. Then you al so have to broaden the characteristics
of what they do. lontophoresis delivers anal gesics or anti-
inflammatories. So there has to be an increase in the |ist
of the possible therapeutic applications. So it can't be
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just mnuscle relaxation or pain relief. It also could be
anti--1 don't know how we want to word it. Sonebody el se
hel p. But it can be--

DR QGO\NZALEZ: Anti-inflammatory or--

DR COCOPER Anti-inflammatory or pain--well, pain
we've dealt with, soif it's an anesthetic being applied--
it's probabl y--sonmebody can help us. |It's probably the--

there's probably no other function of an electric

stimulator, is there? In this usage. | don't mean to grow
nerves.

DR QO\NZALEZ: Actually, yes. | nean, anti-
noci ception by electrical stimulation, | think the way it's

bei ng used, or TENS unit, would be the gate control theory
of pain to reduce pain, whereas other cranial stimnulation,
like linoges(?) transcranial stimulation, which is used for
pain control, also it's been used in the past as an anti -
anxiety method, which is literally |owanplitude, |ow
frequency transcranial electrical stimulation of the head
used in France and Russia, as an anal gesi ¢ net hod.

| don't believe--and there's very little
literature on this--it works in the same way as TENS i s used
peri pherally. No one knows how |inoges works, if it works
at all.

M/ concern with this classification of stinulatory
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devices is exactly that, throwi ng in devices |ike |inoges,
transcranial stimulation, and others. |'mnot sure |'m
resolving this at all. | think, you know, I'mjust trying
to think about other problens that could develop if we say
in a global way, well, this includes all stinulatory

devi ces, because | would be very concerned. 1In fact, that's
up for alot of discussion right now In fact, it's the
subject of a lot of discussion in a nunber of groups, things
i ke transcranial electrical stimulation, galvanic
stimulation, and others.

So maybe stimul atory devices shoul d be nore
specific to state TENS and then nmaybe be very specific for
ot her devices, and to state those devices up front. Again,
maybe it could be added on to later. Maybe, you know, it
needs to be refined nore. But |I'mconcerned about the term
"stimul atory devices."

Dr. COOPER Can we be site specific again? Can
we say electrical stinulatory devices to the nasticatory and
associ at ed nuscl es and tenporonmandi bul ar joints? That keeps
you closer into hone. That nmeans you can apply sonmething to
the TMJ capsule. You can apply sonething to masticatory
nmuscles. You can apply sonmething to the posterior cervical
muscles. |I'mtrying to keep it honme to you, trying to keep
it narrowed for the sake of--the brain is--this is a Dental
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Products Panel. W shouldn't be stimulating brains. |
mean, we should be stimulating each other's, but not outside
this room

DR GENCO So what is your feeling about that?
In other words, leave it as stinulatory devices, and then
nmake it site specific, to treat by application of electrical
energy to masticatory and associ ated nuscl es.

DR COCOPER  And tenporonmandi bul ar joi nts.

DR CGENCO Ckay, and joint.

DR COCPER  Because iontophoresis is applied to a
joint.

DR QO\NZALEZ: And trigemnal nerve. | nean,
isn't that what TENS does? It works through peri pheral
nerves for central activation of the gate control theory of
pain. So it would be structures in the tenporonandi bul ar
joint region, including nuscle, trigemnal nerve, and--

DR COCOPER  And joint, tenporonandi bul ar joint.

DR GENCO Ckay. Then to just finish this, used
for relief of pain and for nuscle rel axation.

DR COOPER  And delivery of nedication.

DR CGENCO And delivery of nedication.

DR COCOPER | hope that woul d be--woul d that be
descri bi ng i ont ophoresi s.

DR CGENCO The iontophoresis.
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DR COCOPER W can then subset--that TENS can be

categorized as high or |ow frequency.

DR CGENCO R ght.

DR QGONZALEZ: Well, iontophoresis, ny
understanding is that it transcutaneously delivers nedicine,
but it's not necessarily site specific. It diffuses once
it's delivered. Are we really treating deep structures such
as the tenporonandi bul ar nuscles, the joint, the bone, the
peri osteum using iontophoresis? | don't believe that
that's been | ooked at. The conpani es that have
i ont ophoresi s devices, one English and | think Alza in
California, and a couple of others that are working on this,
make statenents about diffusion subcutaneously into fatty
and other tissues. | don't believe that they're stating
they're delivering it to nuscle. | don't believe they're
maki ng that kind of a statenent. So wouldn't that fall out
of this categorization?

DR OOCPER |'mnot sure.

MR WATOANBKI : M. Chairnman?

DR CGENCO  Yes.

MR WATOANBKI: | think that point is well taken
that we are trying to consider devices that are pre-
amendnents or are substantially uncl assified devices and not
devi ces that have garnered sone new uses al ong the way or
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sonet hing post-1976. And in regard to the stimlatory
device category, it was a construct that we did at FDA, but

| think FDA would tend to be splitters and not |unpers in
terns of this particular category in terns of the definition
of a generic device type, where you have different purposes
and designs and functions in anmongst this group that
differenti ate one from anot her.

DR CGENCO So you're suggesting we ought to
consi der | eaving iontophoresis out of this category?

MR ULATOANBKI: Defining the category, the generic
type in a manner that's succinct and doesn't capture or
garner a bunch of things that really fall outside or is an
entirely different function froma TENS devi ce.

DR COCPER In other words, stay with TENS for
t he nonent and we have enough subdivision and with this the
possibility of then setting up a category for other
electrical stimulators as nore know edge cones in.

MR ULATOANBKI : Exactly, yes.

DR CGENCO So presently you have no 510(k)
related to i ontophoresis devices, so there's no need to
reclassify then?

MR ULATOANBKI: W do have an iontophoresis device
cl assification.

DR CGENCO  Ckay.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

195

DR RUNNER But not in relation to TMD.

DR CGENCO  Ckay.

MR WATOANBKI : There's no clains for TMD. No
pre-amendnents clains for TMD what soever.

DR CGENCO Ckay. Yes?

DR TILLEY: Larry Tilley. There is a conpany
t hat nakes cl ai ns about iontophoresis for the use and
treatment of TMD.

MR WATOMNBKI :  Well, we'd have to understand what
that device is and when it entered the market and what it
was clained equivalent toif it was found equival ent.

DR TILLEY: It is not a stinulatory device.
| ont ophoresis by the characteristics--the definition,
rather, make it not a stimulatory device. 1|'d also ask you
about infrared di odes, helium neon, infrared | asers, things
like that that we're seeing used nore and nore. There
obvi ously needs to be anot her category because they don't
necessarily fit into stimnulatory devices.

MR UWLATOMNBKI: If | could ask, as before, if you
have i nformation on those specific devices that we coul d
research and |ist appropriately.

DR GENCO  Further discussion of the stimulatory
devi ces?

[ No response. ]
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DR CGENCO | think we have come to the suggestion
that we limt that to TENS type, high and | ow frequency, and
then to treat by application of electrical energy to the
t enpor omandi bul ar regi on for reducing pain--for pain control
and reduci ng nuscl e--rel axi ng nuscl e.

Ckay. Wth respect to--what is the status? These
are like the EM5? There's a chain of evidence, a chain of
devi ces based upon a non-cl assified device for dental, but
the TENS is classified category 2 for nedical, just |ike
el ect r onyogr aphi c.

MR WATOANBKI :  Yes, Bob--M. Chairman?

DR CGENGO  Yes.

MR WATOANBKI : To ask Dr. Betz--

DR BETZ  Can you ask that agai n?

MR ULATOANBKI: To ask you, Bob, this indication
for use for this TENS device was gathered in froma 510(Kk).
Correct?

DR RUNNER  Yes.

MR UWATOANBKI :  And what was the status of that
510(k) as far as its clainmed equival ence? Wat was the
predicate, a classified device or an uncl assified device?

DR BETZ It's ny recollection--1 don't want to
sound like a lawer, but it's ny recollection that it was
uncl assi fi ed.
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MR ULATOMSKI: For that claim for that intended

use?

DR BETZ To the best of ny know edge, yes.

MR WATOMNBKI :  Vell, we'll have to research it
just to nmake certain one way or the other. If it was found

equivalent to the classified TENS devices, and there are
classified TENS devi ces, then the panel doesn't have to take
any action. It's already classified per that 510(K).

DR CGENCO | thought in your opening comments,
Bob, you said it had no dental classification.

DR BETZ That's correct, specifically.

DR CGENCO But the question nowis was it--
devi ces that have been approved by a 510(k) with the
predi cate device a classified nedical device. |If so, then
we don't have to deal withit. |If not, if it's
uncl assified, then we have to deal with it. That's the
issue. Wat is the predicate device, pre-1976?

DR RUNNER | believe the one with the TMJ uses
i s uncl assified.

DR GENCO Ckay. Wiat about evidence? Any
different lines of evidence for this group of devices than
for the el ectronyograhpi c? Any uni que kinds of infornation?
| think for the el ectronyographic, we've agreed, of course,
with the FDA that the kinds of evidence that can be
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presented can be anywhere along the hierarchy. O course,
it's more convincing the nore cl ose you get to random zed
controlled trials. |Is there anything different about this
group, any unique feature of this group, any pitfalls in the
experinents, the evidence?

DR QO\NZALEZ: (One comment about that. Wth TENS
unit, it is very difficult to do controlled studies. The
outcone of utility of TENS is the induction of paresthesias,
a feeling. You use that to neasure the fact that you have a
proper anmount of energy being delivered. |f you have a
control, you have to deliver |less energy. In other words,
not induce paresthesias. So it is--sonme people feel it is
i npossi ble to ever do controlled studies on patients for
TENS because of that fact.

The sane goes for spinal cord stinmulator, but for
TENS you do need the induction of paresthesias, and people
who have tried TENS before know when you gi ve t hem not
enough energy, not enough electrical stimulation to produce
activity and pain reduction. So just a caveat is that when
we ook at the information regarding TENS, the infornation
whi ch we' ve done al ready, the American Acadeny of Neurol ogy,
is not going to be studies that are double-blind, or at
| east believabl e double-blind studies. And so the level, if
you will, of type of studies that we're going to | ook at
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wll be less convincing. Just for those of us who are
sticklers for academcs, we're just not going to achieve
that. So we have to be cautious in saying that it doesn't
work and disregarding it because studi es have not been done.
You may not be able to do those studies. It may depend nore
on | arge nunbers of reports.

DR CGENCO Are there alternate designs, |ike
intractable pain treated longitudinally, baseline, or treat
with a pl acebo?

DR QONZALEZ: There have been trials of on and
off and in varying linbs for patients with bilateral |ower
extremty or upper extremty pain, but the bottomline is
the criticismof all of those that have tried very hard to
be objective is always the same criticism-that is, you
don't have truly double-blind studies. And we just need to
keep that in mnd and try to be objective in that respect
and not discount it because they haven't done a doubl e-blind
study yet, because it nmay not be achi evabl e.

DR CGENCO Ckay. Thank you very much.

Any further comments about the order of--or the
| evel of science, the types of design?

[ No response. ]

DR GENOO Ckay. Wiat about the priority for
these? Wat is your opinion as to the priority to classify
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the TENS type devi ces? Yes?

DR COCOPER | would consider it lowpriority. |
can't say--1've been using TENS for 18 years, so | can't see
any potential harm You either relax people or you
elimnate pain, or you don't. You can't do too nmuch of it,
at least in the instrunents that I'mfamliar with. So |
don't think that there's any great i nmnent danger. So it
can go into the group of lowpriority.

DR GENCO  Any other comments? Yes?

DR QONZALEZ: | definitely agree with that, that
it should be given a low priority.

DR GENCO kay. Any other comments about TENS
and stinmulatory devices? Yes, go ahead, Dr. Jankel son.

DR JANKELSON  Again, this is not unusual that
there is confusion regarding TENS. | don't know whet her
I'I'l add or detract fromthe subject, but it's one that I'm
very, very famliar with, working in the area and publi shing
in the area for the last 25 years.

There are really three types of TENS, exclusive of
vari abl e wavel engths and forns. The hi gh-frequency TENS
typi cally have a frequency between 80 and 100 hertz, work,
as Dr. CGonzal ez said, through sonme gate nechani sm Ml zak
wal I, probably sone issue of Cfibers versus A fibers,
| oading up the alpha fibers, and it's a pain blocker. It is
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bl ocki ng pai n.

V¢ then have the | owfrequency TENS. Low
frequency TENS in the literature is defined as having a
frequency of between 1 and 4 hertz. This isn't conplicated.
And the early Swedish literature, Scandinavian literature,
you often refer to it as acupuncture-like TENS.
Specifically, it was designed for nuscle relaxation. The
mediation is very different. Wth high-frequency TENS you
do not get visible nuscle contracture until you have an
anplitude sufficient to provide tetany, and Dr. Gonzal ez
addr essed that issue.

The lowfrequency TENS, it is inpossible to
achieve a state of tetany. The characteristic of |ow
frequency TENS is involuntary nuscle contraction coordi nate
with the nunber of stimuli per second.

There's actually--and | believe the FDA--correct
me if I"'mwong--prefers a third category that has not been
nmentioned, and that is what we call the ultra-1owfrequency
TENS, below 1 hertz. And, again, | believe that is
presently and recently being referred to as nuscle
stimulators. So we really have three categories. That al so
is based upon initiating involuntary nuscle contraction and
t he subsequent relaxation due to circulatory |ynphatic
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changes. And to ny know edge, there are no clains specific
to pain bl ockage, only anelioration of pain that is a result
of nuscl e rel axati on.

So | hope that clarifies nore clearly the status
of actually the three categories of TENS.

Now, |'m sonmewhat confused because it appears that
we again summarily di smssed the physical therapy devices
which were alliterated by Dr. Tilley. And the reasoni ng was
t hat these devices, such as iontophoresis, have 510(k)s--

DR GENCO  Excuse ne, Doctor. W have not
dismssed them They're going to be di scussed.

DR JANKELSON  Ckay. They will be?

DR CGENCO Oh, sure.

DR JANKELSON  Very good. But there was this
issue of will they be considered outside the general 510(k)
classification presently or specific to either site or
disease? | think this is a very inportant issue. |If, in
fact, we do not consider themsite or disease specific, then
we nmust go back and revisit the issue of TENS as site or
di sease specific, i.e., we nust consider whether we should
be consi dering the TENS categori es because they are site or
di sease specific--something | think for the panel to
consi der.

Thank you.
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DR GENGO Thank you. | think we're discussing

all of these as site specific, and, in fact, in the

stinmul atory device use, the suggestion was nade to
specifically tal k about tenporonandi bul ar joint application
of the TENS.

DR HEFFEZ: | was going to suggest that naybe the
TENS be separated out as a separate category, not used as
stimulatory device as it prefix. | think it would work; it
woul d be nore appropriate just to call it TENS unit.

DR GENGO It looks like that's where we're
headed. Any objection to that? Ckay. So Timhas advi sed
us that they would prefer, for many reasons, |I'msure, to
split these rather than lunp. So that's a generic group
It sounds like it's a conplex group, and in enough
conplexity that we shouldn't add other things to it. Ckay.
Thank you. Dr. Gonzal ez? Ckay.

Let's proceed now to sonography devi ces. Anyone
want to--does everybody agree that this is a generic
category? How about the use, to neasure and graphically
di splay or represent sounds nmade by the TMJ conponents?
Does that encapsul ate the use? Yes?

DR COCPER | think we can al so add not | ust
neasure but analyze. | think the present usage approves
spectral anal ysis of sound comng out of the joint from sone
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of the devices. It nmay not froma stethoscope, but it does
fromsonme of the nore highly technol ogi cal ones.

DR CGENCO It says neasure and graphically
di splay or represent. How would you--to nmeasure and anal yze
sounds nmade by TMJ conponent s?

DR COCPER Right.

DR CGENCO To neasure and anal yze sounds nade by
t he tenporonmandi bul ar joi nt conponents.

DR OOCPER  Correct.

MR WATONBKI : M. Chairnman?

DR CGENCO  Yes?

MR ULATOANBKI: (Once again, in terns of products
that are legally narketed and what they' ve been cleared for,
we don't want in this exercise to add uses that have not ben
t hrough a cl earance process. W' re classifying things on
the market right now that have been through a cl earance
process and identifying whether they're classified or
uncl assified. So they may well--was the anal ysis a part of
| abel i ng of a marketed devi ce?

DR COOCPER Let's ask the manufacturer. | don't
know.

DR GENCO W need sone direction here with
respect to the term"anal yze."

DR JANKELSON | would say the representation
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that analyze is not correct in our present 510(k). Recent
510(k) changes expanded the way that you can | ook at dat a,
but it would not be correct to categorize it as a change in
t he anal ysi s program

DR CGENCO So to graphically display or represent
sounds, to neasure and graphically display or represent
sounds nmade by TMJ--it's a reasonabl e description of what
t hese devi ces do today.

DR JANKELSON | think the FDA representation is
qui te reasonabl e here, yes.

DR CGENOO So that al so woul d account for the
future, reasonabl e--

DR JANKELSON | think so.

DR CGENCO  Ckay.

MR WATOANBKI : Again, M. Chairman, if someone
wanted to add that aspect to |abeling, they'd submt a
510(k) and get that in their |abeling.

DR CGENCO Ckay. Fine.

Dr. Cooper, are you confortable with that?

DR OCOCPER That's fine. 1'd defer to the people
who are manufacturing. Sonography is also used as Doppl er.
Now, i s Doppler a separate classification of device, or is
Doppl er considered a kind of sound recording? That's a two-
part question. The first is as Doppler is used to record
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sound froma joint. The other is that Doppler is used to
nmeasure blood flowin tenporal arteries, for instance, which
| have seen dentists doing. So that now takes the recording
of sound away fromthe joint, but it's recording of the
sound j ust the sane.

DR CGENCO Does anybody want to comment to that?
Yes?

DR RUNNER If Doppler's are being used in the
TMD area, that's within the practice of nedicine at this
point. W have no specific applications requesting that as
a claimon a Doppler device at this point in tine.

DR GENGO Al right. MNow, this is, again, a
class Il, if | remenber your commrents, nedical device but no
dental classification;, therefore, it's unclassified. The
predi cate devices are unclassified, so, therefore, there's a
requirenent or a need to classify for dental application or
the TMD application.

MR ULATONBKI: M. Chairman, |let nme rephrase
that. And, again, Dr. Betz, this 510(k) that you culled the
indications from it was found substantially equivalent to
sormet hi ng.

DR RUNNER  Those were found substantially
equi val ent to pre-anendnents devices--

MR WATOABKI :  Uncl assi fi ed.
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DR RUNNER  Uncl assifi ed.

DR GENCO Al right. Then we get right to the
question of what kind--is there any uni que aspect--and the
intent is to be helpful to industry for the submssion. |Is
t here any uni que aspect of the data that shoul d be
enphasi zed that you' d like to see? W can go through the
whol e di scussion of hierarchy of evidence. | think we
understand that. But are there any uni que aspects of the
design of testing of these devices that shoul d be
enphasi zed, you' d |like to see expanded?

[ No response. ]

DR GENCO kay. How about priority for
classification of the sonographic devices? Does anybody
have an opinion on that? Yes, Dr. Mses?

DR MOXGES: Again, | feel that having been around
for such a long tine, and with a tremendous safety factor,
that the priority ought to be | ow

DR HEFFEZ: | woul d concur.

DR GENCO Al right. Let's nowgo to the jaw
ki nesi ol ogy and pant agraphi c traci ng devices. 1s this one
generic group, in your mnd? Any objection to thembeing in
one generic group?

DR COCPER | think they're all one group. Just
one | think is--kinesiology probably is nore dynam c;
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therefore, it probably relates to the electronic type of
devi ces, the other the nore nechani cal type of devices. But
as a big group, they nmeasure jaw novenent or position.

DR GENCO So the common denom nator here is the
nmeasur enent of jaw novenent and jaw position. They vary in
how they do that. But that's not an essential attribute of
their safety and efficacy.

DR COCPER R ght. You added in a word that
isn't on the descriptor, and that is jaw novenent and
position, which is--you' re accurate, so it should say jaw
novenent and positi on.

DR CGENCO | renenber ny occlusion |ectures.

Ckay. So then we get into the indication for use:
to measure and graphically record (trace) jaw novenent and
position in three dinensions. Any comments on that? Does
t hat adequately descri be these instrunents?

[ No response. ]

DR CGENCO (kay. Again, are these in that same
category--oh, no, these are already classified as category
1, the pantagraphic tracing devices, category 1.

DR RUNNER Jdass |.

DR CGENCO According to your discussion this
nor ni ng.

DR RUNER There is a classification for a
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pant agraph that is class I, yes.

DR GENCO Al right. If the recormendation is
to put all of these in one category, does that nean they're
all class I, category 17?

DR RUNNER | think we would Iike you to decide
whet her these devices fit with this classification as it is
defined. If you would like me to read it, I will. The
definition in the CFR does not specifically nention TMD
uses. It's a nore general --

DR CGENCO Ch, | see. Dental uses rather than
TMD.

DR RUNNER  Correct.

DR CGENCO Do you understand that? In other
wor ds--okay. This is used for construction of prostheses,
for studyi ng nmandi bul ar novenent, position, but not
specifically for diagnosis or treatnent of TMD.

DR BETZ That's correct. Restorative and
prosthetic versus TMD.

DR CGENCO  Ckay.

DR HEFFEZ: The infornation that you obtain,
though, is not different than whether you would be using it
for TMD reasons. |It's the sane information, but you can
choose to apply it any way you want. So |I'mnot clear on
whet her it should have to be reclassified or rel ooked at.
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MR UWATONBKI: M. Chairman, we listed jaw
ki nesi ol ogy and pant agraphi c traci ng devices for a
particul ar use, and, again, you knowthe drill: Wat
510(k)s were there and how do we classify it?

DR RUNNER The 510(k)s that we saw had specific
clains for TMD and were pre-1976 clains and were clainmed to
be uncl ass--and were unclassified as saw themin the--

MR UWATOANBKI : Both types of devices? Both?

DR BETZ No. The pantagraph is a separate
classification that had been approved by the Dental Products
Panel under 18 872.3730, | believe, and that is a class i, |
t hi nk maybe even exenpt. |It's either a class | or a class |
exenpt device. The ones related to TMJ have no predicate
devi ces as such in dental.

DR CGENCO Ckay. So it's an appropriate topic,
and i ndustry should present data to the panel. The panel
w || consider that classification in due course.

DR BETZ  For the jaw ki nesiol ogy and not the
pant agraph. The pantagraph is already a done deal, if you
will.

DR CGENCO (Ckay. |Is that clear? Yes?

DR OCOCPER It's clear, but it's not logical. If
the pantagraph is approved in the fabrication of dentures
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and oral reconstruction and, as Dr. Heffez said, in the
treatnment of a different person who wal ks into the room and
the sane appliance is put on to record mandi bul ar position
to produce an orthotic appliance, it's the exact sane usage.
(ne's a tenporary occlusion; one's a durable occlusion. If
sonebody does phase 2 TMJ therapy, they are going to use the
sane thing to nake dentures or to nake reconstruction or

| ong-term orthoses.

M/ feeling is that they're all the sane thing and
we're splitting hairs; and if the pantagraph has one usage
and it's the same usage, so does any kind of jaw tracking.
Al you' re doing is recording where's the jaw and space.
Your uses of it probably are going to be the sane. The
patient conplaint to you wal king in the door nmay be
different, but if the use is the sane, then the
classification should be the sane. And it's quite possible
that the whole thing should be class I. It's all the sane--
one may be higher technology, but it's the sanme--you're
doing it for the sane ultinate reasons.

DR CGENGO  Yes, Susan?

DR RUNNER So you're saying that that shoul d be
a subpart of the existing classification. That's one of the
guestions we're asking.

DR GENGO QG her panel nenbers have any opinion
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DR ALTMAN | agree.

DR GENCO kay. So the opinion of the panel is
that this should be a sub-classification. And, of course,
the rest of the other questions wouldn't be rel evant, then.

Let's go on to ul trasound--

MR ULATOMNBKI : M. Chairnman?

DR GENGO  Yes?

MR UWATOMBKI: | guess I'mnot real clear there,
just to come back to it. The jaw kinesiology devices, we
have 510(k)s for such devices, for those clains you stated,
Bob.

DR BETZ: That's correct.

MR ULATOANBKI: And they have been found
equi valent to pre-1976 devices that were classified.

DR BETZ  That's ny understandi ng, yes.

No, these things were--the jaw ki nesi ol ogy devices
were not--they did not use the pantagraph as a predicate
device. Dd | answer the question?

DR RUNNER So, in other words, they were found
equi val ent to pre-1976 devi ces, but they were uncl assifi ed.

DR CGENCO Therefore, they should be | ooked at.

MR ULATOANBKI: Then they need to be classified.

DR RUNNER Correct.
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MR ULATOANBKI : The pant agr aphi ¢ devi ces.

DR BETZ  Pant agraphi c devi ces are already
cl eared under 872.3730.

DR GENGO  For TMD?

DR BETZ Not for TMD. For prosthetic and
restorative. No nmention of TMD that |'ve been able to pick
up.

DR CGENOCO So neither have been cleared for TMD.

MR UATOMNBKI: Is there a claimfor TMDin
| abel i ng for pantagraphi c devices?

DR BETZ: No, not for pantagraphic devices that
' maware of.

MR ULATOANBKI : Vel l, then, how one woul d be
classified would be to submt a 510(k) wth a TMD cl ai mand
to be found substantially equivalent to a classified
pant agraphi c device. W're not creating uses. W're
tal king about existing labeling in classifications.

DR CGENCO | guess we're going to need sone hel p
here in terns of sorting that out. Wuld the opinion be
that if these devices were claimng to di agnose or treat
TMD, that there's no classification--no prior device that's
classified pre-1976, pre-predi cate device for that clain?

DR RUNNER Correct.

DR CGENCO Ckay. For both.
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DR BETZ: Not the pantagraph.

DR RUNNER For the pantagraph there is a
classification. For the jaw kinesiology devices, there is
no cl assification.

DR GENCO kay. Does that change your opi ni on?

DR COCOPER No, but | think we probably have to
go through the process of classifying it.

DR GENCO Ckay. Dr. Tilley?

DR TILLEY: Just a point of information. The
Danar pantagraph and its reproducibility index was
advertised by themto be able to be used to di agnose TMD.

DR CGENCO | think that's what Bob has said, but
not the jaw ki nesi ol ogy devi ces.

DR TILLEY: No. He said that it wasn't
advertised and it wasn't approved for TMD, the pantagraph.
And, in fact, it was advertised that way wth that
reproduci bi lity index.

DR CGENCO Maybe | msheard you. |'msorry.

DR RUNNER No, | don't think you msheard us.
V& have no cl eared any devices--the pantagraph is a separate
classification for the rehabilitation, reconstructive
aspects. If we saw a device that cane in with a TMD claim
that woul d be--coul d be | ooked at under that sane
classification wth supporting data.
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MR ULATOANBKI: M. Chairman, the 510(k) process

being the classification process would classify that new
claimfor that pantagraphic device, and the panel doesn't
have to get involved in that.

DR CGENCO Ckay. And that's happened?

MR ULATOABKI :  Unless there's one on the narket
al ready that has cl ai ned- -

DR GENCO That's what Dr. Tilley said.

MR ULATOANBKI: Then the question, as before with
the other products, is: Wen was it cleared? W'd have to
research what it was found equival ent to, blah, blah, blah.

DR CGENCO Ckay. (ood.

MR ULATOMNBKI: So we'll need information there as
wel|l to research that.

DR GENCO Al right. So there's the possibility
of reclassifying.

MR WATOMNBKI : There's a possibility.

DR CGENCO And al so jaw ki nesiology, a greater--
there's a probability, a high probability of that being--

MR ULATOMBKI : Yes, vyes.

DR GENCO Now, what is the panel's opinion as to
uni que data here? Any unique features of the studies?

[ No response. ]

DR CGENCO Ckay. Wat about priority for
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classification of this group?

DR COCPER | would say low priority.

DR CGENCO (kay. Let's go to ultrasound, then.

DR HEFFEZ: Can | nake one point?

DR CGENCO  Yes.

DR HEFFEZ: Maybe the category should not be jaw
ki nesi ol ogy and pant agraphi ¢ traci ng devi ces, but jaw
tracki ng devices and then have sub-categories of each of
them It seens it would be easier to classify them and
then as other jaw tracking devices were devel oped, they
would fit easier into the system

DR GENCO Any objection to that? So we're
suggesting jaw tracki ng devices as the nanme for this
cat egory.

Further comrents on this category?

[ No response. ]

DR GENCO Let's proceed, then, to ul trasound.
Before we go on, there's at |east three other groups, nmaybe
a fourth, and that is ultrasound, thernography, inmaging
devi ces, and then the physical therapy devices |ike
iontophoresis. Wat is our responsibility--what woul d you
i ke fromus about those? Are TMI clains being nade for the
ul trasound, thernography, and inmaging? It says no specific
TM) clainms. So what is our role here?
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MR UATONBKI: M. Chairman, we're trying to
identify devices that are unclassified for products to use
in the area defined by the panel and guests. |If one has
not --a manufacturer has not presented a device with a claim
then it may not be a candidate for classification. There
are classified ultrasound devi ces which have intended uses
intheir classification, and within the practice of
dentistry and nedi ci ne, one may well use products, as |
said, however they feel fit for their patients. But that
doesn't translate to a labeling claimfor the product. That
needs to be classified, for exanple, with X-ray devices
where an inmage is taken of a particul ar anat om cal
structure, that's essentially the intended use, and we
haven't cut it any other way to say you take a picture of
this or a picture of that or a picture of whatever. |It's
inmaging sites. So very general and all enconpassing and
woul d include inmaging of the TMJ and any ot her structures,
in our estimation, if one so wishes to use it for that
pur pose.

DR CGENCO So we should go through each one of
these as if there were clains, or there may be clains, or
they' re used off-1abel, so to speak?

MR WATOMNBKI: Well, no. |If there's no clains or
no clains are reveal ed to us by anyone now or later, they're
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really not eligible for classification

DR CGENCO Ckay. So that takes care of those
three categories. Yes?

DR RUNNER (One of the reasons that we included
those categories was to be all inclusive of all devices that
coul d possi bly be used so that the discussion was as broad
as possi bl e.

DR CGENCO (Ckay. So the question to the pane
is: Do you agree that these are out of the domain of the
devices to be classified, fromwhat the FDA has told us,
fromwhat your experience is, what your expertise is? Yes?

DR COCPER | don't think that that's what our
experience is. Qur experience is that sonme of these devices
are very specifically used for TMD, and | think that the
problemwe're all facing with it is we don't know what's in
the advertised claimin witing. The FDA doesn't
necessarily know what's in the advertised claimor in the
teaching of the uses of these things.

If you have a TM) MR, that's a specific surface
coil used to inage the TMJ or the mddl e-ear bones. That's
a specific usage. And | think that the issue we'll have to
all deal wth, next time, probably, is whether or not we
w |l generalize or site-specfic-ize what we're doing.
Because if we're being site specific, then each of these
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things has a specific usage in TMJ. If we're going to
accept that radiography is radi ography whether it's a knee
or a TMJ, sois EM5 so is TENS, so is all these things.

And | won't even accept on that light |evel jaw tracking
because that's no different than armtracking and all of the
ot her gonioneters that are used.

Soit's amjor issue we'll all have to address as
to whether the fact that an instrunent is used in our
specific area nakes it a specific use, or are we being
prejudicial and it really should be thought of inits nore
general sense. W'Ill have to visit this issue sonetine
before the end of the next session.

DR GENCO And, simlarly, for the physical
devi ces |ike iontophoresis.

MR WATOANBKI : Correct. Every one of them

DR CGENCO (kay. Yes, | think there was a
gentl eman--you first, and then Dr. Jankel son.

MR RADKE: John Radke with Bioresearch. There
are specific radi ographi c devices, obviously, for the
imaging of the TMjoint that are used only for that
particular image. There are also or have been thernography
devices that are specifically for inmaging of the side of the
face as a TMJ-type device that I'"'maware of. | don't know
what the manufacturing clains are just offhand because we
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don't make them but those devices do exist, and | think
that they need to be | ooked at.

DR GENCO So the issue is the claim (Qoviously,
TMJ X-ray, radiograph, would be used for many things,

i ncluding dealing wth tenporomandi bul ar joint dysfunction
and associ at ed pai n.

MR RADKE: | think nost people would agree, if
they're involved in TM) treatnent, that they're going to
take an X-ray of the joint. That's a pretty--you know, as
part of your diagnostic work, you're taking a joint X-ray of
sone ki nd.

DR CGENCO The issue is maybe the claimthat if
you don't do this--or if you do this, you are better able to
di agnose or treat. | mean, is there sone inplicit claim
that this is a necessary or very useful device? | guess, is
that the issue?

MR RADKE: Well, if there's a suspected internal
derangenent, then a lot of tinmes they will, you know, even
do an MR or sonething to try to inage it before they get
involved in therapy to really be certain of the
appropri ateness of the therapy.

DR CGENCO Does that help you in terns of whether
or not we should deal with these in classification? 1'm
aski ng the FDA
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MR ULATOMKI: M. Chairman, | think it's

certainly appropriate, as nentioned, if there's sone
advertising or some pronouncenents by a manufacturer or a
training session by a nmanufacturer that alludes to a
specific use condition within the real mof what we're

di scussing today, and | think that nay produce a condition
for a classification effort. But w thout such information,
we can only concl ude what we see in the 510(k)s and in the
hi storical record when these products were classified, which
isit's everything and anything with these products, wth
imaging, and there's no linkage in the classification
history that we read, and the classification regul ations, no

i nkage to any specific condition or use.

DR JANKELSON Once again, | get the anmazing
feeling of deja-vu, Cctober 13, 1994. | |ook at your
groupi ngs, your classifications. | was at this sane podi um
a few noments ago when we were discussing the four products
that deal with Myo-Troni cs and Bi oresearch product |ine.
asked the question: Are these products subject to site or
di sease specificity? And | think, M. Chairman, it was nade
very, very clear, and | think you did a very excellent job
in noderating this: Yes, they are.

Then we get to the rest of the categories, and
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once again there seens to be a sutmmary di smssal of the
previ ous statenent that we nust be site and di sease
specific. W as clinicians know that all of these devices
have been and are being used specifically for diagnosis and
treatnent of TMD, and what we are told, it is already
classified under a different category.

| think that the time has arrived that we have an
expl anation for this position because it's now5 o' cl ock and
| mbeginning to have the sanme feeling | did Cctober 13,
1994, that we basically are back to the same four categories
that are going to be subject to the classification process,
and rightfully so.

However, we al so have the appearance of a vast
category of devices that have been given, if not
deferential, differential treatnment. So | think that we can
expect as a panel at this time an explanation fromthe FDA
regardi ng this dichotony.

Thank you.

DR CGENCO Thank you. And we certainly have
asked for that.

MR ULATOANBKI: M. Chairman, can | respond?

DR CGENCO  Yes.

MR WATOMNBKI: The major difference in terns of
t hese product groupings for classification purposes, as
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stated up front by nme and during discussion, is existing

| abeling and cl ains nade for products. W're not trying to
create sonething out of the blue, but to reflect upon
current labeling and existing classifications in pre-
amendnent status to cone to a decision whether or not
certain products needs to be classified. And as | said, in
terns of the three products, to our know edge, unless
comrents or whatever is revealed to us otherw se, now or
later, we're not aware of any specific TMJ clains for the
latter three categories. But if there is sone information
inthis regard, then we certainly woul d consider that and
add those products to the list for consideration for

cl assification.

DR GENGO Further comments to this question?

DR HEFFEZ: So it is possible to have a device in
use with application to the tenporonmandi bular joint, et
cetera, region, and the conpany not making a statenent to
that effect that it is specifically doing it for the
t enpor onandi bul ar joint, and, therefore, they don't have to
alter their 510(k)?

MR UWATOANBKI : A product, once cleared and
legally on the nmarket, can be used as you feel fit for your
patient.

DR HEFFEZ: So as long as they do not nmake a
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specific statenment that it is used for tenporonmandi bul ar
joint--

MR ULATOANBKI: No labeling clains, no stated
i ntended uses, through such vehicles as statenents in
| abeling, |abels or |abeling, advertising naterial,
pronouncenents by sales staff that can be docunented,
training, those sorts of things, we can't--we're not going
to regulate the practice of dentistry inasnuch as peopl e use
products.

DR HEFFEZ: So | think that's an inportant
statenment for everybody to understand.

DR GENGO  Yes, Dr. Mpses?

DR MXBES: |I'mstill--1 try and hear everything
you say, and yet | can't grasp why, if these nmanufacturers
fill out a 510(k) saying it's equivalent to a product in
function that perforns a simlar function el sewhere, and now
it's doing it for the TMD, that it has to get a conplete
panel review and that that classification can't be
arbitrarily applied to that product as part of this
classification system O is that just going to be a rubber
stanp by the panel ? Wy this uni queness here, that they
file the formappropriately explaining that simlarity to
the other appliance, why are we--why is this procedure
t aki ng pl ace over nore than one day?
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MR WATOMNBKI: | think Dr. Runner perhaps wants

to respond.

DR RUNER | think that initially when the
510(k)s cane into the agency, equivalence was clainmed to the
pre-amendnment device with that same claim and not
specifically to the other panel classifications. They were
claimng pre-anmendnent status as a device that had a
specific TMD cl ai m

DR MXES. So it may be no nore conplex for these
manuf acturers than to refile their 510(k) equival ent--
equi vocating it to an appliance that's currently classified,
and then be a paper procedure; is that correct?

DR CGENCO Maybe the FDA woul d |i ke to address
t hat .

MR ULATOANBKI: Well, they've already been subject
to a process, a 510(k) process, or were already pre-1976
and, therefore, legally marketed until classified, if
consi dered uncl assified. There's always the opportunity for
a reconsideration on the part of FDA of its 510(k)
determnation. There's a process after a determnation, a
process of appeal. But there is an established history for
these products. There's an established history of filings
by manufacturers stating their unclassified status and any
subsequent "ne too" device being unclassified. 510(k)s, in
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our examnation of 510(k)s, there have been determ nati ons
that products were not equivalent to those other products,
to other classified devices for reasons that include a
nunber of things as we go through an equival ence
determnation. |t nay have the sane uses. It may have
different technol ogi cal characteristics, or the particul ar
use nmay pose different types of questions conpared to the
ot her product legally on the market.

There are a nunber of questions that we're
presented with that we need to answer in our eval uation, but
| guess the long and short of it is, as we examne this |ist
and these prelimnary comrents, | think we have every
intention to | ook back again and research several of these
issues to determne whether or not we can revisit this issue
on regrouping or classification status. So | don't think
it's an end-all to do all today, but we're going to | ook
back, gathering the comments now and afterwards, now that
the public and everyone has heard discussion here. W're
certainly going to entertain any comments that anyone has to
say about this, as we've discussed it today. But,
ultimately, then we'd have to come up with a final list that
we believe is appropriate for classification. But we're
entertaining discussion today, and your point is well taken.

DR GENGO | think that if | could enphasize what
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| hear the panel say is that these ultrasound, thernography,
i magi ng devi ces, iontophoresis, are indeed being used for
TMD, and there's a concern that they're not regul ated for
TMD. So | think that's a very clear statenment fromthis
panel of a concern of, as | put it, off-label use, and
that's not unusual. |'ve read statistics where drugs are
used off-1abel 60 percent of the tine. So, | nmean, it's a
big concern, and | think this panel is responsible in
addressing that. W' re not sweepi ng anythi ng under the
floor. W' re saying this shoul d be addressed.

Yes?

DR COCPER Could | expand the discussion just
because | know that we're getting to a late tinme? W
earlier discussed psychonetric testing, which is specific
psychonetric testing vis-a-vis TMD. Sonet hing that has
never cone on the floor but was nentioned in one of the
presentati ons was occl usion eval uati ng devi ces, such as Tech
Scan. For your benefit, if you don't know, you clench on
sonething which is a pressure sensor electronic and it naps
out occlusion and is used, therefore, to anal yze occl usi on
and to design a treatnment to inprove occl usion.

So | would like to consider--1 don't know how far
we'll go today, but not only psychonetric testing--occlusion
eval uating devices and, finally, devices that are used for
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the inplenentation of occlusal therapy, because that is a
significant part of the clinical practice of TMD treatnent.
So there are devices with which you begin your treatnent or
help you in the treatnment and what ever.

So | just--whatever we acconplish at the end of
today, | just wanted to have on the table that there are a
few other areas other than electrical stimlating devices
that yet have to be tal ked about.

MR UATONBKI: M. Chairman, 1'd like to agree
with that. ['ve already listed for ny own purposes, after
we go away fromthis discussion, the additional devices
di scussed today for our research and eval uation, free-
standi ng software, iontophoretic devices and ot her devices
that you' ve nentioned. But you' ve got to help us out here.
You' ve got to provide information to us, if you can, so that
we can determne its legal status, when it was marketed, and
what it was nmarketed for, so that we can determ ne whet her
it's pre-1976 and the panel naybe needs to do sonet hi ng
about it, or whether it's post-1976 and we'll have to dea
withit inadfferent manner. So give us a little help
here if you can, or anyone reading this transcript or behind
you.

DR CGENCO So the other areas you nentioned are
pressure sensors for occlusal--
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DR COCPER | would just say in general, as a
general generic group, occlusal evaluating devices.

DR CGENCO Ckay. And then--

DR QCOCPER  Devices for inplenmenting occlusal
t her apy.

DR GENOO Ckay. Wiat are those? Are you
tal ki ng about--are these custom devices or are these--

DR COCPER MNo, no. Of the top of ny head, even
things |ike adjustable articulators are used.

DR GENCO Ckay. |If TM) clains are used--or if
they' re being used to sonehow suggest to a patient that this
is inportant for TM.

DR COCPER And this is howl'mgoing to treat
you initially or long termor whatever.

DR GENCO The inplication being this is a
i mportant device for your relief of pain, et cetera.

DR COCOPER R ght. And/or dysfunction.

DR GENCO And that's our concern. Ckay.

Further comrents about that issue? | think we've
added four possible categories, in addition to the
ul trasound, thernography, and inagi ng devices, so there's
seven new categories--four new and three ol der to be | ooked
at, all inthis domain of effectively or in practice being
used in the opinion of clinicians here with TM cl ai ns
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inmplicit?
COOPER  Sone, yes.
GENCO O expressed?

COOPER | would say if you--

3 % 3B 3

GENCO  But naybe not nade by the
manuf act ur ers.

DR QCOCPER In sone cases, yes, nade by the
manuf act urers.

DR GENCO Not in the 510(k), possibly.

DR OOCPER W don't know that. W don't know
the technical status, but we know that is--

DR GENCO O naybe not in the adverti sing.

DR COCPER  Correct.

DR CGENCO (kay. So that the public is aware of
this, and we are aware of this, and we need this
information, as Timsaid. Let's get as nuch of this as
possi bl e.

DR OOCPER  Right.

DR CGENCO Good. Further comrents? Yes?

DR HEFFEZ: Just a question. |If research is
performed with the support of a conpany and the clinician
then finds that the instrunent can be used specifically for
t enpor omandi bul ar joint reasons, is that taken as a need to
alter the 510(k)?
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DR GENCO Tim do you want to comment ?

MR ULATOANBKI: Could you restate that? | think I
under stand what you're getting at.

DR HEFFEZ: If research is perfornmed by a
clinician wth the support of the conpany and that research
is geared toward applying the device toward tenporo-
mandi bul ar joint specificity, does that nean that the
conpany then needs to alter its 510(k)?

MR ULATOANBKI: Well, if you want to pronote and
advertise the product for a new intended use, a new
i ndication for use, you have to take stock of what you
al ready say and whether that use falls within the cleared
indications. |If it is a newindication for use, you need to
submt a 510(K).

DR HEFFEZ: But it would be the clinician who
woul d be pronoting--

MR WATOABKI : The clinician is doing the
research to support--

DR HEFFEZ: But he would be pronoting it as well.

MR WATOANBKI: The clinician is pronoting it?
Vell, that's not the manufacturer. |'msure clinicians say
a lot of things out there about a | ot of devices, but that's
not pronotion by a nmanufacturer.

DR GENCO So promotion by manufacturers, 510(Kk)
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statenents, |abeling statenents, statenents by the
manuf acturer's representatives, the sal espersons,
representations of--

MR ULATOANBKI: O course, that's always tough to
get. Anything in witing--

DR CGENCO But not what clinicians doing the
research say.

Yes?

DR TILLEY: | just wanted to say | was surprised
at what you said, too, about the FDA not being famliar with
these. Every iontophoresis conpany, every high-voltage
conpany, everybody that nmakes any of this instrunentation
shows clearly in their training manual s, they teach people
intheir classes to use it for TMD or for jaw and face
muscl es. The other thing that really floors ne is the
radi ographic inplications. There are units, like the
transcrani al radi ographic unit, that can be used for nothing
except TMD X-rays, and it went through--

DR GENCO W went through that. TMD X-rays are
not specifically for relief of pain. You take themfor a
hundred reasons, including relief of TMD probl ens.

DR TILLEY: kay. |'msorry.

DR CGENCO | nean, that's a subtle point, but you
have to al so understand what the FDA's role is and what
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their job is.
DR TILLEY: 1'msorry.
DR CGENCO kay. Thank you.
DR MXSES: |1've got to go back to that. Isn't
this for the diagnosis and treatnent of these di seases? Qur
charge is diagnosis and treatnment, not just treatnment. The

radi ograph is diagnostic.

DR GENGO Well, it's onthe list.

DR MXBES: Yes, well, I don't want to see it off
the |ist.

MR WATONBKI: M. Chairman, the point is in
regard to what's being said out there--well, | don't want to

seem | i ke we have our head in the sand as far as what's
bei ng said out there, but sonetines the only infornation we
get on what's being said out there is from peopl e who supply
us information. The information we have in hand is what's
in 510(k)s, frommneetings we attend with our limted
budgets, what we can read in the press. So as | said, any
hel p i s wonderful.

DR CGENCO  Yes?

DR HEFFEZ: The title that we gave to this was--
could you repeat it, the title for this universe of devices?
What is the--

DR GENCO Let ne go back to ny notes.

M LLER REPCRTI NG COVPANY, | NC.
507 C Street, NE
Washi ngton, D.C 20002
(202) 546- 6666




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

234

Tenpor omandi bul ar di sorders and associ ated pain
and/ or dysfuncti on.

DR HEFFEZ: So it has to be associated with pain
and dysfunction?

DR GENGO | think this is what the panel felt.

DR HEFFEZ: |'mjust trying to address Dr. Mses'
poi nt concerni ng the radi ographs.

DR CGENCO  Yes?

MR JANKELSON I'mstill alittle confused, and
maybe sone people on the panel are, too. Roland Jankel son
with Mo-Tronics. | would like to address a coupl e of
questions to M. U atowski .

Hypothetically, if Mo-Tronics were to renove in
its labeling any reference to TMD, and recognizing that its
instrunmentation is utilized for a broad spectrum of dental
activity, and that TMDis only one, and if we were to
substitute inits place only clains that the instrunentation
was for the purpose of tracking jaw notion, neasuring joint
sounds, mneasuring nuscle electrical activity, and in the
case of the TENS product for relaxing nuscle, would then we
have--woul d this particular classification process have no
jurisdiction over our product? And are we, in fact, as a
consequence of our sinply being forthright with respect to
the claimthat one application of these devices nanufactured
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by Mo-Tronics is in the field of TMD, whereas the ot her
devi ce manufacturers in this category that | believe is
bei ng di sm ssed, even though M. U atowski nakes it clear
t hat sonmehow in the process this whole issue will be
revisited, | think the purpose of the panel today was to
provi de sone clarification, not only for FDA staff but for
t he manufacturers so the nanufacturers have sone sense of
structure with respect to going back and operating their
busi nesses, investing in research and devel opnent, et
cetera. And these gray areas that are going to sonehow be
revisited by FDA staff at sone future tine | believe fall,
shoul d fall under the purview of this panel

| woul d be much nore confortable in the process
know ng that the panel was providing direction to FDA staff,
gi ven our experience in the past, than that FDA staff was
maki ng these determnations after this panel had di sbanded
and each of you have done your separate ways.

So that was a long question, but | think the point
is obvious. Are these other device nanufacturers escapi ng
the sane classification process sinply because they avoid
specifically--if they do in sone cases, and | think we've
heard enough testinony to suggest that people here have
know edge that in other cases there are specific clains nade
that should clearly obligate this panel to include those
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devices in the TMD category. But are they sinply avoidi ng
the classification process by being less forthright than
per haps Myo- Troni cs and Bi oresearch?

That's ny question, because we can solve this
problemfor our two conpanies | think fairly easily: by
maki ng specific clains regarding what the instrunentation
does without specifically claimng their use in the area of
TMD, because that's what we're seeing--that's the
circunstance that's been described with a whol e range of
other devices. So | leave that as a question, not a
st at enent .

Thank you.

DR CGENCO Yes, do you want to answer that?

MR ULATOANBKI: Yes, I'll be happy to answer it,
perhaps with a general answer in one regard.

A product is what a product says it does, and by
that | mean a product nay or nmay not be a device, for
exanpl e, based on its labeling. A pillowis a pillow but a
pillow that nakes a claimthat it serves to support the
spi ne for post-op whatever nakes it a nedi cal device.

| nasmuch as people get nore and nore specific in
regard to labeling clains, it beconmes possibly a situation
where you get into another avenue for classification
purposes. W look at the existing classification. The
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manuf acturer, when they submt the 510(k)s, for exanple,
make a claimfor equival ence to sone product, legally

mar ket ed product, be it classified or unclassified. And we
examne the | abeling, the clains for the product, the

candi date product, to the legally narketed device that they
claimequival ence to. And we nake a determ nati on whet her
it's the sanme intended use or a different intended use.

If you make a specific indication for use that's
not in the predicate, it may render the product as having a
new i nt ended use and, therefore, not equival ent.

So the answer to your question is there is a
possibility that changing uses could get you into a
classified situation. Intended use is defined very
specifically in the regul ations, so you have to be cauti ous
inthat if you say a product is generally for this or that,
then you cannot by your actions as a nanufacturer present it
in another light, for exanple, present it at training
sessions or nake statenments about it, or whatever, that go
beyond what | abeling says so that you create a new i nt ended
use for it by those statements. So it's not just what's in
labeling. It's what you say about the product as a
manuf act urer.

But there's a possibility--and we have peopl e
every day with 510(k)s where we say, |ook, you ve listed al
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this stuff about your product, the wonderful things it does,
but half this stuff isn't in the predicate. And if you're
going to keep half this stuff, all this stuff in there,
we're going to have to find you non-equival ent. Change your
| abeling, look at the predicate, line it up, and you' re out
of here. So it works that way.

There was anot her aspect to your question.

MR JANKELSON The ot her aspect has to do with
the fact that there's many, many devices than those four
that we've narrowed down today. Basically we're back to
where we were in Cctober 1994 | ooking at four devices that
just happen to be manufactured by two conpanies. |'m
addressing these renmarks to FDA staff and not to the panel.

MR WATOMNBKI :  Ckay. Vell--

MR JANKELSON: But the other half of the
gquestion, M. Uatowski, was: Are you suggesting that those
devices that are clearly being narketed w thout specific
clains being put under the nose of the FDA that are clearly
intended for use in this field are not subject to
classification sinply because the manufacturers are being
less forthright than we are?

MR WATOMNBKI: Well, | can only react per our
procedures to what manufacturers state for their product by
those neans that | nentioned. And we will act on that
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If what you say is the case--and it may well be
the case that they have used those in conditions--then you
have to provide us that information and we can act on it. |
can't act on no information.

DR GENGO  Further comments, discussion? Yes?

DR MOXGES: Let ne rephrase this perhaps another
way. |If, in fact, we have all stated here--and perhaps
we' ve convinced the panel. Maybe we haven't. But let's
assune for a second that the panel now has a new perspective
on perhaps the safety and efficacy of these devices relative
to what the FDA had in 1994. Couldn't the burden of proof
then be--rather than to prove--to do this--wouldn't it be--
in other words, |acking substantial evidence that these
devi ces are substantially different or that the
t enpor omandi bul ar condition or the problemfor which they're
being used in this instance is substantially different from
the others, that they just go according to the equival ency?

I n other words, yes, it's tenporonandi bul ar
di sorder, but in lieu of substantial evidence that this
condition is substantially different than the other
conditions, there's a different burden of proof and
substantiation involved. Couldn't it be considered on that
basi s?
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MR WATOMNBKI :  Vell, I'mnot ruling out that

possibility, and | think to provide sonme reassurance, as we
exam ne di scussion today and your position and others', as
we believe we need to conme back to the table for further

di scussion before classification proceedings, w'll do that.
But I think we do need to take stock of what was nenti oned
here today and to get additional information to take the
next step to fine-tuning the list and seei ng where we stand
withit. 1 think there's been a lot of infornation stated
here today, and | think it's going to help clarify issues in
sone way. But we'll provide further information after this
neeting to the public in regard to what we believe is the
case with these particul ar devices di scussed today.

DR MXES. | would like to thank the panel and
the FDA representatives for their tolerance, for their
understandi ng, and for their patience in listening to these
issues. | thank you personally.

MR UWATOMNBKI :  Well, | thank you for your input.

DR GENGO  Further comments? Panel, FDA
representatives, the audi ence? Yes?

DR JANKELSON  Dr. Robert Jankel son. Once again
for the record, | would like to nake note that at the
conclusion of this hearing, we have arrived at a disposition
of four categories of instrunentation, clearly understood.
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These are the sane four categories that were considered in
the 1994 panel. There has been no disposition in the sane
manner of any of the other categories. And if you woul d
pl ease enter that into the record, it would be nuch
appr eci at ed.

Thank you.

DR GENCO Everything that's said is in the
record. That's why you give your nane.

Ckay. Any further comments or discussion?

[ No response. ]

DR GENGO | also would l'ike to thank the panel
and the guests and the FDA for being particularly hel pful,
and al so those fromindustry. Hopefully what we've done is
est abl i shed sone gui delines, some sense of where the experts
on the panel feel the data should be, where the field is, as
a continuing process in terns of classification of these
devices. | don't say it's easy. |It's difficult. But I
feel personally we've nade maj or progress today. Read the
transcript carefully. There's a |lot of good infornation
that has cone fromthis panel and from our guests.

Yes?

DR COCOPER  Thank you. 1, too, would like to
thank you all and the FDA for giving us the opportunity to
participate. It is a very different panel than the |ast one
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| spoke before. And | would also like to just agree with
Tims last comrent, that | think at |east there was a
possibility there is so nuch unanswered at this juncture,
this may not take a day to do because everybody has becone
famliar with the subject, which took a while today; but I
think that before the process finalizes to a point of
actual 'y assigning classifications, we should try to
collectively gather all the information on all of the
question marks on seven other classes of devices, even if it
nmeans that we all have to get together another time. But by
the time we get to classifying, we'll know everything that's
on the table, and then we just have the sinple task--1 hope-
-of just assigning it a classification, but at |east we
won't have to revisit what should be classified.

MR ULATONBKI: M. Chairman, | absol utely agree.

DR GENOO Ckay. Thank you all. 1'd like to
invite the panel back at 7:30 tonmorrow norning for the
trai ni ng session.

[ Laught er. ]

DR GENCO Enjoy the evening, and thank you
agai n.

[ Wier eupon, at 5:25 p.m, the nmeeting was
recessed, to reconvene at 7:30 a.m, Tuesday, Novenber 4,
1997. ]
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