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PROCEEDI NGS

MR. HYMAN: Thank you for comng to the second
day of our two-day Workshop on Health Care and
Conpetition Policy being held here at the Federal Trade
Comm ssion. |'m David Hyman, the sort of overal
responsi ble party for this entire extravaganza. On
behal f of the Comm ssion, | wanted to wel come the people
who weren't here yesterday and express our appreciation
to the people who could nmake it for both days.

We have, again, a jam packed session today. W
will try very hard to keep to the schedule that's
reflected on the agenda which is outside. There are a
variety of materials outside as well, and there w |l
probably be nore hand-outs during the course of the day.
Qur opening remarks today will be made by Bill Kovaci c,

t he General Counsel of the Federal Trade Comm ssion who
is on | eave from George Washi ngton University Law
School

Followi ng that, we will have a presentation by
Pet er Hamrer of the University of M chigan School of Law
about sone enpirical work that he has done on civil
antitrust litigation, wwith Bill Sage at Col unbi a University. Nbre
about that shortly. Then we wi Il have anot her presentati on and a

panel on group purchasi ng organi zati ons.
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But first, Bill Kovacic.

MR. KOVACIC. | want to start this norning by
t hanking all of our participants for this two-day
program and indeed our participants yesterday for
getting us off to an absolutely wonderful start. 1'm
certain that we're all going to learn every bit as nuch
t oday because the line-up is equally inpressive.

| also want to express ny thanks to those at the
Comm ssi on who have put together this wonderful two days
on the field. |Indeed, thanks to David, to Susan
DeSanti, to Sarah Mathias, to Jeanine Bal bach and to
Angel a Wl son for organi zing the program assenbling the
agenda, collecting the speakers and sinply making this a
wonderful focal point for discussion and anal ysis.

What | would like to do this nmorning is sinply
to spend a few m nutes discussing how this workshop fits
into our plans to build a sound institutional foundation
for policy making in the health care area. To really go
about it in touching on two points: First, to give you
a bit of a historical context, to explain howthe
Comm ssion's health care work fits into its |arger
agenda of conpetition policy nmaking, and then to | ook
ahead and to enphasize how this is a vital ingredient of
what m ght be called conpetition policy R&D, which is

absolutely essential to our capability to do good work
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in this area.

Let me start by | ooking back a bit. As all of
you are famliar, the U S. conpetition policy systemis
di stinctive for the open-ended nature of the substantive
commands. We don't have industry-by-industry
conpetition policy commands. W have very broad,
generic declarations of authority, which place an
absolute prem umon the capacity of enforcenment agencies
and courts to adapt general principles and apply them
sensibly in specific industry context.

In 1969, the Anmerican Bar Association report on
t he Federal Trade Conm ssion, which in many ways is the
nodern wat ershed for the devel opnent of the Conm ssion
of the current era, suggested that the FTC had a uni que
role to play in applying conpetition policy principles
to what the ABA called areas where issues of
anticonpetitive effects turn essentially on conpl ex
econom ¢ anal ysi s.

Put anot her way, what the ABA was really telling
the FTCto do is to take on the hard problens, to take
on the hardest problenms of conpetition policy and to
devote its attention and effort to this area.

| woul d suggest to you in the now nearly 90-year
hi story of this institution, the nodern health care

programis the single greatest achievenent in the
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conpetition policy field of this agency. Going back to
the early 1970s where our | egislative overseers strongly
suggested that we take greater interest in issues

associ ated with increases in health care costs, to the
prosecution of the American Medical Association case,
the conplaint filed in 1975. Path-breaki ng work

i nvol ving nergers in the HCA case in the 1980s, a

pl ethora of studies in the field.

| woul d suggest that this area nore than any
other, and I'll make the assertion quite strongly, nore
than any other in the 88-year history of this
institution has been the flagship program This has
been the best possible synthesis of our econom c and
| egal learning, and, | think, our greatest success to
date in taking on very difficult problens in an
extraordinarily conplex conpetition policy area.

In short, if I were challenged to offer one
respect in which the FTC has truly fulfilled the destiny
t hat Congress had in mnd in 1914, | would advance our
work in the health care area as being the best exanple.

VWhat's the chal |l enge | ooki ng ahead? The
challenge is to make sure that our policy-mking
properly reflects marketplace realities. In this field
in particular, to ensure that both price and nonprice

attri butes are given proper effect in the application of
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conpetition policy rules.

| think this has a major inplication for how we
use our resources, and it involves a continuing change
in the way in which we enphasize litigation and
nonlitigation application of our resources. | think the
basic inplication is that we are going to be spending,
as tinme goes by, nmore and nore of our resources in what
| would call conpetition policy R&D.

Back in my fornmer life when | was an
irresponsi ble academ c and | enjoyed criticizing the
agencies, | was fond of focusing on nmeasuring outputs,
such as cases. When | would show up at CLE prograns and

make smart-nout hed comments about what the agencies were

doing, | gravitated towards discussing cases. Cases,
after all, are what academi cs tend to teach in this
field.

|"ve come to this job now, over the past 15
mont hs, with a nmuch greater sense of humlity and
appreciation for the extent to which the capacity to do
good policy-making requires a basic investnment in
research and devel opment. In other words, if we were a
firm | think we'll have to see ourselves spendi ng nore
and nore tinme sinply on what a firm woul d desi gnate as
our R&D.

In short, the norns by which we ought to be
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measured and eval uated over tinme include a greater
w |l lingness to invest in activities that increase our
knowl edge base.

Let me finish by sinply identifying two key
areas in which this type of investnent, | think,
increasingly is going to characterize our work: The
first is this workshop. This is becom ng an
i ndi spensabl e tool for staying attuned to the
devel opments for academ c scholarship in industry
devel opnents that are indispensable to our capacity to
make good policy. To be willing on a regular basis in
depth to hear froma variety of different constituencies
about what's taking place in the marketpl ace.

Again, | salute David for assenbling an
absolutely superb vehicle for doing this, and to
anticipate that this is something of which we'll do nore
in the future.

The second is an expanded research agenda,
really of two types: The first is the willingness to do
substantial enpirical studies. David Scheffmn has
devel oped a wonderful internal enpirical agenda, and
you're famliar with outputs such as our generic drug
study. The generic drug study required us to devote
sonme of our best resources to gathering data and

analyzing them | think the result was an absol utely
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superb report, but again, neasured by the standards |
woul d have applied in ny former life, it doesn't
generate a case, it generates a study. But a study, |
t hink, again, that's crucial to our capacity to do good
policy work in the future.

A second is our willingness to do
retrospectives, |looking at past cases. |If the antitrust
process itself was a formof health care system it's a
relatively remarkable one. For the npbst part, agencies
have devoted relatively little of their resources to
eval uating past effects. It's |like a hospital that does
surgery and never goes back and talks to the patients,
but assunmes that they're doing well.

As my col |l eagues descri bed yesterday, especially
with respect to hospital mergers, we're sinply willing
to spend now and are spendi ng nore resources to go back
and | ook at actual consequences of consummated
transactions. And if those consequences are benign or
proconpetitive, we'll nmake that known. |[If there are
probl ens, we'll | ook further.

But making this kind of after-the-fact
assessnent, a core indispensable routine el enment of what
we do, day in and day out, | think, beconmes an
i ncreasing inportant el enent of the conpetition policy

agenda | ooki ng ahead.
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In short, what this workshop signifies, and what
it indicates to you, is the extent to which this
institution, really building on policy devel opnments over
t he past decade, is sinply spending nore and nore of its
effort to devel op an anal ytical foundation, an enpirical
basis for making policy-mking policy going ahead.

And again, |I'mnost grateful to the participants
who, as you saw yesterday, have devoted exceptional
effort, and with great success in bringing that
enpirical foundation to our hone here, and | | ook
forward today to continuing exploration of these issues
and really in many ways sonething that anticipates, |
t hi nk, further exploration in the future.

Thank you.

(Appl ause.)

MR. HYMAN: Thank you. As | said earlier, our
first speaker today is Peter Hanmer, Professor at the
Uni versity of M chigan School of Law who both al one and
with Bill Sage at Col unbia University School of Law has
witten a series of interesting, novel and quite useful,
as you'll see this norning, papers on antitrust in
heal th care.

MR. HAMMER: Good norning. | want to thank the
FTC and the comm ssioners for inviting ne and thank

David for his hard work in assenbling this workshop.
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It's useful to pause for a mnute, | think, and
| ook and contenpl ate what's the nmeaning of even the
title of the workshop. This is a workshop on
conpetition law and conpetition policy in health care
mar kets. It's useful to try to think, how is that
different? How m ght that be different froma workshop
on antitrust law, and antitrust policy?

| woul d suggest that the difference between
those two m ght be useful to the FTC in trying to use a
conpass and formul ate what its future role in this
sector ought to be. | think this corresponds very
closely to what Bill was tal king about, this vision of
br oadeni ng the policy basis of the FTC in the health
care field.

So, what m ght the difference between a
conpetition policy and an antitrust policy be? As
sonebody who has | ong advocated a conpetition policy in

health care, | think sinplistically it has at |east two

conponents: One froman antitrust perspective is inward

| ooki ng, the need to develop and apply traditional
antitrust doctrine in a very sensitive way to a market
that has conplicated market failures and where the role
of quality in nonprice conpetition forces antitrust |aw
to the envel ope where it normally is trying to focus

only upon price and out put dinensions of a nmarket.
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So, inward-1looking, and then we had a nunber of
t hose i ssues explored yesterday, conplicated issue, how
is the nost appropriate way to apply antitrust doctrine
to this sector?

The second conponent of a conpetition policy is
very nmuch outward-looking. |[It's a recognition that
conpetition or that antitrust policy and antitrust |aw
is sinply one conponent of a broader health care system
So the outward-|ooking conponent would try to reconcile
t he government's role as an antitrust enforcer, the
governnment's role as the | argest purchaser of health
care services in the country, and the governnent's role
both at the state and federal |evel as a regulator of
health care services, with the goal of greater
intrasystemrationality.

Thi nki ng about how does the role of purchasing,
how does the role of regulation affect conpetition in
health care markets and trying to think of a conpetition
policy that coordinates those various functions where
antitrust law is one conponent, although a very
i nportant conponent of a broader system

Wthin that role, | think the FTC could play a
very inportant role, and is probably uniquely situated
to engage in a variety of inter-agency type coordi nati on
to remnd the governnment in its actions and vari ous

capacity of the inpacts of different policies upon
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14
conpetition. That's sort of what | think of a
conpetition policy.

That being said, and Howard Beal es fromthe
consuner protection bureau of the agency was up here
tal king yesterday, | probably have viol ated norns of
consunmer protection in the title of this talk, because
this is probably not an enpirical | ook at conpetition
policy, because realistically an enpirical | ook at
conpetition policy, no matter how | ong or how hard
| ooked under the m croscope, m ght not reveal very nuch
because | don't think we have a very sophisticated or
net wor ked conpetition policy.

A probably fairer title for my talk would be an
enpirical perspective on antitrust litigation, and what
we're really going to be | ooking at and tal ki ng about
today is the role of private and public antitrust
litigation in the health care sector over the past 15
years, although |I prom se at the end of it to cone back
to this theme of conpetition policy and try to
coordinate or at |east think about what the enpirical
findi ngs suggest in the goal of establishing the
conpetition policy.

Attributions at the fore are appropriate, this
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is a joint undertaking with Bill Sage at Col unbia Law
School who is equally responsible for the insights and
t he blunders that we may have acconplished together and
it's supported by a generous grant by the Robert Wod
Johnson Foundation as part of their investigator award
programin health policy research.

This is just going to be kind of an infonercial,
right, totry to give you a flavor of broader things.
|"m not going to try to exhaust the resources, but if
you're interested in some of the issues that are talked
about, there are two recent publications that are
hel pful: The first is Antitrust and Health Care Quality
in the Courts in the Colunmbia Law Review. So, if you
want all of the tables, all of the data, the discussions
of the nethodol ogy, that's where you would find it.
There's a second piece entitled The Copernican
View of Health Care Antitrust that's com ng out
hopefully later this nmonth in an issue of Law and
Cont enporary Problenms, and that's our effort to try to
take the enpirical work and tal k about devel oping this
i ntegrated conpetition policy for health care markets.
Peopl e here woul d probably be interested in that
i ssue nore broadly. |It's put together by Cl ark Havi ghur st
at Duke Law School and | ooks at the question of whether
the health care revolution is over, and | ooks at the rise

of managed care, the stall of managed care and t he potential fall of
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managed care froma vari ety of perspectives. So, peopleinterested
in the issues of this workshop woul d probably also find that
synposi um hel pful .

What do | nmean by enpirical? This is, again,
trying to vet out the possible m sconceptions of the
titleof thetalk. The econom sts in here are probably expecting ne
to say sonething very different when the
title prom ses an enpirical perspective of antitrust
[itigation.

So, what is it? It's a detailed study of health
care antitrust enforcenment. And why do that? The
objective is really to try to assess judicial capacity
to assess quality in nonprice concerns. |If we're going
to have a conpetition policy, we're going to have a
realistic goal for antitrust |aw, we also have to have a
realistic objective of how the courts can handl e these
types of issues and how far antitrust |aw and doctrine
can be stretched to accommopdate various quality in
nonprice concerns.

VWhat is it not? It is not an econonic study of
health care markets thensel ves, as an econoni st or an
econonetrician m ght do, although that type of research

is vitally inmportant in defining both an appropriate
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17
antitrust policy and conpetition policy.

One caveat, however, at the very begi nning of
our study, we were very interested in trying to
determ ne the extent to which courts use enpirica
studi es of health care markets, econom c research, the
health services research literature, in resolving
typical antitrust litigation problems. So, in the back
of your mnd, kind of have this open question in the
past 15 years, what has been the role within litigation
of this type of nore econom c enpirical studies, and
we'll shed sone |ight on that question before we're
done.

Again, a summary of the study objectives, nore
particularly it's to describe nmedical antitrust
litigation between 1985 and 1999. |Inportant caveat
here, this also involves private lawsuits, right? So
even though we're interested and include the governnent
as a litigator, this also includes a wi de variety of
private litigation. Wth the objective to try to
determ ne how antitrust courts address quality and
nonprice quality concerns or nonprice concerns in health
care markets.

You can read about the study nethodol ogies in the
Col unbi a paper, but the inportant thingto focus onhereisthat if
we're going to process that |arge nunber of cases

over a 15-year period, we had to develop a coding instrunent,
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18
and try to faithfully apply the coding instrument. That's
a very different exercise than nost |awers, right? W're
not reading the cases to determne what the lawis. |If
that's even a neani ngful question to ask or try to answer.

The data here really is the judicial opinion,
and it's treated for social science purposes as a data
base with a coding instrunent. The inportant caveat
there i s whenever we had a quality-related code that
we'll talk about later, the research assistants were
instructed to highlight the quality portion of the
opinion in yellow, and when we went back to tabul ate and
interpret the quality-related codes, we tried to do that
in the context of the judicial opinion and not just
sinply flatten all of the cases into a spreadsheet
format.

How do you find published opinions? WlIl, you
go on Lexis and you do a very broad Lexis search
i ncludi ng not just sinply doctors and hospitals, but
pharmaceuti cal s, nedical devices, allied health
pr of essi onal s, chiropractors, you nanme it, and you get
an outrageously |l arge nunber of cases, many of which
have nothing to do with health care in particular. So,

you screen those out. W coded about a thousand cases,
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out of those, we reduced it to a data base of about 539
opi nions concerned to be relevant. Obviously any one
di spute can rise to a nunber of different nunbers of
opinion, so if you reduce that down, you have slightly
over 400 separate disputes dealing with medica
antitrust litigation in the 15-year period of the study.

You get the typical kind of pyramd that you
woul d expect. The Suprene Court sitting on top doing a
smal | nunber of cases, one percent over the 15-year
period. You then have the nice kind of pyram d of about
one-third of the cases being federal courts of appeals
deci si ons, and about two-thirds of the opinions
happeni ng down in the trenches with the district courts.

We coded a vast nunmber of things, including what
are the allegations, what's the time to | egal analysis,
and for that, again, | would refer you to the Col unbi a
Law Review article. Here | just want to sinply try to
focus on business conduct at issue. W is suing whont
VWhat are the kind of activities in the health care
sector over the 15-year period that is generating
opinions? 1In contrast, the sort of category of al
opi nions inclusive of private litigation, with the
activities of the public enforcers.

Probably the nost striking thing, if you | ook at

the first two lines, staff privilege cases, and
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excl usive contracting cases, in the private setting,
account for alnost two-thirds of the cases, right?
Anybody who has al ready added up the totals and find out
t hey go larger than 100, not uncommon you have nultiple
codi ng possibilities. These aren't exclusive, you can
have an all egation that has two or three instances of
busi ness conduct .

But the big | esson here, the sort of take-hone
| esson on the private side is that the courts are still
incredibly mred in hospital/physician relations when it
cones to private health care antitrust litigation. And
to an extent that surprised nme, right? |If you were to
ask me to predict the nunber or the percentage of staff
privileges cases or exclusive contracting cases, | never
woul d have conme up with nearly anything approxi mately
two-thirds of the sanple.

One has to sort of say is that useful, and try
to return to sone of the nore normative questions |ater,
but a ot of the private activity in health care
antitrust is not focused on what we m ght think are the
nore i nportant policy issues froma conpetition policy
perspective.

| f you contrast the public and private and you
go down to the hospital health care organizations

mergers and acquisitions, you find out that a | arge
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portion of the public enforcenent activity, and this is
i nclusive of the FTC, the DQOJ and state attorney
generals coded in the public category, has been nerger
activity. You had a nunber of discussions yesterday
about the nature of the nerger cases and I'll have sone
things to add to that subsequently in the presentation.

Ot her than that, on the public side, you see a
fairly even distribution, all right, of challenging a
wi de variety of aspects of the health care sector, and
in taking Bill's comment to heart, we'll also talk in a
m nut e about how does one interpret a small nunber of
public cases in light of the |arger enforcenent agency
agenda, any inpact that they may have in relationship to
private cases.

Ot her striking factors, if you go down to the
i nsurance and managed care category of cases, the
network participation, joint contracting, unil ateral
contracting terms, you find out that all told, they
reflect only about 17 percent of the allegations.
Agai n, you kind of have to calibrate how nmuch is
happeni ng on the public side? Huge ampbunt within
physi ci an hospital relationships, relatively smal
amount of activity happening in the insurance sector and
in the managed care sector in terns of private antitrust

litigation.
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Then there's a conponent here of what we cal
information type cases, gathering together a variety of
t hings that say, what's the role of information in
health care markets, that we also tried to isolate and
to track.

Now, obviously you can try to break this down by
periods, |ook at each five-year period separately and
see if you have any interesting insights. Interestingly
enough, the aggregate nunber of cases doesn't change
substantially over the period. So, you don't have
substantial increase or decrease in the anount of
antitrust private litigation. You have again staff
privileges and exclusive contracting cases being the
bi ggest categories. You have a small decline in staff
privileges cases in the |ast period.

You know, in 1986 you had the Health Care
Quality Inmprovenment Act that provided linmted federal
immunity for certain forms of staff privileges. You
m ght be able to attribute the decrease to that, but
t hen you woul d have to say, why does it take ten years
for a federal |aw to begin to have margi nal effects?

And you can engage in story telling on either side of
t hat questi on.
The |l ast part of the study period, exclusive

contracting cases, exceeds the nunber of staff
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privileges cases as the | argest category. Again,
i nterestingly enough, you see an increase in nerger
activity, at least as represented in actual litigation.

If you now go down to the information cases, you
actually see a decrease in the private credentialing and
accreditation cases, which | find interesting, and I
find that as a sign of saying that that war has
basically been won. People recognize the val ue of
information, a lot of plaintiffs no longer try to argue
with various credentialing agencies or other forns of
standard-setting within the industry, at |east on
antitrust grounds.

All right? The second sort of issue besides
busi ness conduct that I will focus on in this
presentation is outcomes, or disposition. Wo is
wi nni ng, who is |osing, and what m ght we |earn from
t hat ?

It's striking, | mean you're supposed to say,
wel |, why are people paying |awers to bring cases that
are this unsuccessful, when one of the striking things
is just how unsuccessful private litigants are. W
actually have a very generous definition of what a
substantial outconme is in favor of a plaintiff.

| f a defendant brings a summary judgnent notion

and | oses, we counted that as a plaintiff victory,
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right? Not that the plaintiff ultimtely wins in the
end, but at |east they have stalled the defeat that they
m ght have suffered ultimtely. Affirmances of appeals
by defendants or reversals on appeals by plaintiffs are
al so substantial outcomes for plaintiffs. Al told,
t hey get substantial outcones in only 15 percent of the
cases that they bring. Defendants w nning about
two-thirds and about 20 percent of the cases being kind
of neutral in ternms of the disposition of the ultimte
resol ution of the dispute.

So, the private lesson is, unsuccessful
plaintiffs. Wat about the public side, right? You
m ght sort of say, wow, inconparisontothe privatelitigants, at
| east the public litigants are much nore successful. You see a
success rate of about equal nunber
of wins and | osses on the way t hat we have sort of subjectively
categorized it.

| f you now go down to substantial outconmes for
def endants in the public category and renove all of the
| osses in the hospital nerger cases, you would have a
substantial inflation in the governnent win rate, and so
t hose nmerger cases, at least in the 15-year tinme frame
that we're | ooking at, drive the governnment win rate
down from sort of historic highs of the kind of high

"70s, even if you go back to 1960s, 80 percent win rates
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down to sonething closer to 50/50.

Again, you can try to break that down by forns
of conduct. You tell sone stories here that the
antitrust lawers in the roomwould not find surprising,
staff privileges cases are the dogs of the dogs in terns
of trying to win for plaintiffs with the | owest rates,
excl usive contracting hitting closer to the nean of what
t he average is.

The ot her category, renenber other now is
anything that's not staff privilege or exclusive
contracting, so that's all of the insurance cases, al
of the managed care, all of the things dealing with
medi cal devices and pharnmaceuticals, higher win rate,
relatively speaking for plaintiffs, although
substantially lower in terms of what happens in terns of
out cones for defendants.

Agai n, sort of gives you a flavor of who is
sui ng who and what some of the outcones are.

| can sort of conclude this descriptive
conponent and then we're going to shift over to talking
about quality of care and quality of nonprice
conpetition, although there are a couple of things that
sort of encapsul ate what |'ve al ready said.

Litigation is dom nated by hospital/physician

relations, right? That's kind of disconcerting for
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t hose of you who expect to use private antitrust litigation
as a vehicle for policy making. [It's not effective, at
| east for the bulk of the cases.

Managed care reflects a small mnority of
litigated cases by conparison, and plaintiffs |ose no
matter how you neasure that, although the public
concerns and win rate is higher.

Interestingly, again, and it sort of questions
how do you nmake the nunbers? |If you wanted to say that,
boy, over a 15-year period, the government has only
brought, you know, some 20 or 30 cases, what are they
doing in ternms of health care litigation? They are only
a small part of the picture, right, in relationship to
the private cases.

It raises interesting questions about who sets
antitrust law, right? 1Is antitrust |aw being driven by
private or public entities? Does bad case |aw on one
side of the private/public divide influence the outcones
on t he ot her si de of the divide? |Is one of the chall enges public
litigators face a wide variety of rules that are
tailored to screen out bad cases on the private side? A
nunmber of kind of interesting |egal questions m ght be
spun fromthat.

Antitrust enforcenent agencies do better than
private plaintiffs, although |ess successful given the

mer ger cases than they are agai nst other benchmarks of
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public antitrust enforcenent.

Here are the caveats that | think are
appropriate and correspond to sone of the things that
Bill was tal king about: Judicial opinions only reflect
a small part of what an agency does, right? So it's
unfair to try to generalize too nmuch about public
antitrust enforcenent roles, sinply by | ooking at
litigated cases that produce published opinions.

More inportantly, and I think this is an
under appreci ated point, the enforcenent agency really
acts as nuch as a regulator of health care as it does a
prosecutor. If you really want to know the role and
function and significance of the public enforcenent
agencies, it's to try to investigate further the role as
a reqgulator rather than the role in the courtroom
Further analysis of the consent decrees that have been
entered into, the advisory opinions, the guidelines,

i nvestigation decisions, that's where you really need to
turn to find out the significance of the public

enf orcenent agencies, and that hopefully will be one of
t he subsequent phases of our study that Bill and | are
doing. W try to say let's take on the enforcenment
agencies and the entire range of things they do and try

to ask themthe simlar questions that we did in the
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forumof private litigation.

Kind of shifting gears now out of the
descriptive information of the private litigation into
this discussion of quality and nonprice conpetition.
It's hard, and a nunmber of these things were reflected
in the discussion we had yesterday, a nunber of them|'m
sure will persist in the panel discussions today. What
do we nean by quality? How do we know it when we see
it? Howis an antitrust or an enforcenent agency
supposed to prosecute or regulate in ternms of protecting
quality?

The first thing | think you have to let go of is
thinking that there's a uniformview or that quality
means one thing. The reality is, and if you | ook at the
codi ng instrunent, which was nmultiple categories,
qual ity nmeans many different things in many different
contexts, you just have to get confortable with that and
therefore try to think about the many different neanings
of quality.

Underlying a lot of this discussion are
paradi gmatic, you ask a health care professional what
gqual ity neans, you get a fairly objective absol uti st
interpretation. You ask an antitrust |awer and an
econom st what quality neans, you get a very different

under st andi ng paradi gmati cally about what quality is.
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| like sort of the distinction of saying that a
| ot of health care professionals view quality as
sonmet hi ng apart from conpetition, really separate from
conpetition, whereas the traditional antitrust response
and economi c response is to say no, quality is a part of
a conpetitive process, and that is one way to get a
handl e on sort of the conflicts that you often have
bet ween health care professionals and antitrust
enf orcers about the nmeaning of quality in nonprice
conpetition.

Health services research literature provides a
different wi ndow on the world, right? These are the
peopl e that are out there and nake their |ives studying
the health care systemin a very quantitative fashion
trying to answer basic questions about what are the
effects of various practices, organizational foruns, and
processes? In the health services research literature,
you basically break down quality into the structure and
process outconme paradigm and if you cone fromthe
Uni versity of M chigan, you have to attribute that to
Donabedi an who was at t he Public Heal th School at the University of
M chigan for years and years.

That provides a whole different nethod of trying

to understand quality. You neasure the accreditation,

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

30
t he ownership, the physical facilities. If you're
tal ki ng about the structure conponents and the process
conmponents, you |ook at what tests are ordered,
mal practice history, preventative services and outcones.
You say, well, what's the actual affect on norbidity,
nmortality? You have surveys, you have consuner
r anki ngs.

So, there's a rich area of literature out there
that m ght nmeasure quality in a quantitative way that
courts may or may not be |looking to, all right? And
t hen you have sort of the econom c perspectives. This
is the inmportant thing of blending in quality and
nonprice conpetition, which would probably be the way
t hat nost economi sts would viewit. O her values cone
to the fore, values of choice, all right? Values of
i nformation, values of innovation, as also conponents of
what a heal thy nmarket system both needs to perform
appropriately and needs in order to provide a full range
of different anenities that consumers may prefer.

So you have sort of this difficult question,
what do we nean by quality? Many different ways to try
to neasure it. |In our coding instrunent, we try to be
very conprehensive, we included al nost everything under
the sun and tried to cast a very wide net and this w |l

give you a flavor of sone of the results that we got.
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One thing we did in the survey instrunment or the
coding instrunent is try to code what judges think about
the effects of conpetition. What are their beliefs
about the role of conpetition. Again, these are all in
health care cases, variously defined. Wat we found is
sort of two | essons you m ght take honme: First is that
nost of the opinions don't expressly articul ate vi ews,
right? So what we have here is 539 opinions in the
background and we're generating things at the highest of
sort of 58, 38, 7 coding things of courts actually
expressly considering these consi derations.

Of the courts that do express a particular view,
ort hodox beliefs dom nate unorthodox beliefs. And by
that | mean nost courts believe that what nost antitrust
enforcers believe, that conpetition decreases prices,
that conpetition decreases cost and that conpetition
will in various ways increase quality, although what do
we mean by quality? A nore conplicated question.

The unorthodox beliefs are out there, but
they're really in a handful of cases. Six coded entries
sayi ng that conpetition will increase prices. Seven
coded entries saying that conpetition will increase
costs. That sorts of the nedical arns race scenario
t hat was di scussed yesterday. Three entries saying that

conpetition will decrease quality, which is really kind
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of the larger policy issue and question at the fore of
t hi nki ng about managed care in sort of the new
m !l ennium

Al'l right, so that's interesting. To say the
courts at |east express a view about quality, they adopt
orthodox views and that the unorthodox views, despite
the sort of losing trend in the nerger cases, actually
represent a mnority view

Ot her interesting sort of findings fromthe
antitrust |awers' perspective, the whole sort of set of
Gol df arb era concerns. You know, that trepidation of
approachi ng the profession of antitrust rules, that
prof essions are different, you need different standards
and you have all of these unique social and professional
concerns, barely get lip service, all right? So at
| east in the sort of tine frame that we | ooked at, 1985
to 1999, Goldfarb era concerns get very little
attention.

One caveat there is at the end of our study
peri od, what happens? W have California Dental
Associ ati on deci ded by the Suprene Court, California
Dental Association for the first time probably since
Gol df arb was decided in the 1970s, raises the specter of
Gol df arb era concerns again, and if that's going to take

root within district courts or appellate courts, we
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don't have a study wi ndow that allows us to answer that
questi on.

Al right. Overview on the quality
characteristics. This is again going to give you a sort
of flavor of the coding instrument. You can think about
quality either as an attribute of particular firnms,
right? There's sort of an attribute of hospitals or
physi ci ans or physician practices or insurance conpanies
or managed care, or you can try to think about a quality
characteristics as characteristics of markets. O sort
of market-level concerns. W try to code for a variety
of different markets.

You can see the influence of the health services
research literature on the structure of our coding
i nstrunent, when we | ook at firmspecific concerns, we
were interested in clinical structure, clinical process,
adm ni strative conponents of structure, and at
mar ket -1 evel concerns rarely our econom sts happen on,
worryi ng about freedom of choice, worrying about the
range of products and services avail able, worrying about
i nnovati on, worrying about information.

So, we're preserving again this sort of w de net
going forward. |If you sort of conpare, you have about
as many market-1level concerns as firmspecific concerns

coded in the cases and you sort of get a flavor for the
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di stribution, although I"Il go through a series of
slides that gives you a nore particular view of the
entries that we considered.

If you're now | ooking at clinical structure, and
again, renenber, the end back there is 539 cases, right?
So, this is really saying that these particular sets of
issues are raised in really only a small handful of
cases in practice.

I f you want sort of two other nunbers that are
actually quite helpful: Thirty-six percent of al
private cases raise at |east one quality coded factor,
all right, so you sort of say, in one-third of the
private cases, at |east one of the issues that we're
coding for the many issues on quality, were addressed by
the code, right? Which nmeans that two-thirds of the
private cases don't raise any of the quality factors
that we | ook at.

If you |l ook at the public side, interestingly
enough, 71 percent of the public cases raised one of the
factors relevant within our sort of quality nonprice
coding instrunent. So there's a greater tendency
anongst the public cases to be paying attention to these
various concerns than there are in the private cases.

Structural conponents, easier to understand why

courts are trying to focus upon those and use those.
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You can | ook at these things, | can try to neasure them
and | can inmagi ne theories one way or the other on why

t hese factors m ght be able to increase quality and |

m ght be able to think of the effect of conpetition and
various levels of restraints in trade on these, al
right.

So, it's the qualification of physicians,
adequacy of staffing, continuity of care, adequacy of
facilities, private accreditation, advanced technol ogy.
You know, these are not brain science, or sort of rocket
science or brain surgery, these are bread and butter
t hi ngs that one would think if one were worried about
quality in conpetition, you would have discussions
related to these.

Sone of them do occur, which | guess is an
i nportant finding, but not in a very sophisticated
fashi on, and not very often. Switch over to clinical
process, we can tell a couple of different stories from
t hese nunbers. The first is, guess what w ns?
Unspecified process or quality concerns, right? Wen
courts talk about quality it's usually done in an
abstract level. There's a lot of hand waving, not a | ot
of efforts to try to be specific, and therefore on al
t he ki nd wast ebasket categories seemto win in terns of

t he nunber of tabulations. This is not surprising.
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Mal practice history gets 25 coded entries.
Al nost exclusively in the staff privil eges cases that
you m ght expect. And ironically, you know, people sort
of well-versed in health policy and health | aw know t hat
the mal practice history probably has very little
rel evance or correlation to actual quality, right? So,
if you're looking for a nmeasure of quality, the one the
courts seemto |latch on here, mal practice history,
actually is not a very reliable factor.

Significantly, potential for clinical
i mprovenent is acknow edged in a small handful of cases,
and | find that promsing. And these are cases that
tal k about particular doctors or practices having unique
approach to a typical type of nedical problem and
underlying the protection of clinical innovation is not
just sinmply concern for innovation but an underlying
protection of choice, and we'll get to choice nore
directly in the market-Ilevel characteristics.

If you look at the | osers here, rankings in
qual ity surveys, outcome statistics. These are the gold
standards of the health services research literature,
right? This is what all the professionals will say, how
do you neasure quality? Talk about quality? Think
about quality? What do | need to know to nake educated

choices? They barely even are part of the coding
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instrunent in terms of what you find in judicial
opinions. All right?

So, one significant finding of our analysis
and our study, courts just don't deal with health
services research literature. And what does that nean?
That neans that antitrust |awers are not calling
them as expert witnesses, are not trying to devel op
theories of the case that rely on that type of evidence,
and rather rely upon these vague kind of abstract
notions of unspecified quality concerns and hand wavi ng
when they deal with these issues.

| will go through this slide fairly quickly.
CGeneral reputation for quality can have two
interpretations: One, again, is further support for
this kind of abstract notion of quality, trunmping any
specific notions, that's supported by the other category
wi nning ten coded entries.

There's also a different story you can tell.
Reputation in mal practice history are at |east possible
econom ¢ indicators of quality upon performnce.

Mal practice exposure, whether or not it's correlated
with quality is correlated with potential liability
exposure. General reputation for quality can be
translated into notions of good will within a business

school setting.
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And one can say here that the things that are
nmore likely to register on the antitrust netric of these
opinions are quality considerations that can be
translated into an econom c parl ance such as inproving
good will and reduci ng mal practi ce exposure. And one
can say that courts are receptive to efforts, marginally
nore receptive to efforts trying to translate quality
concerns into econom c doctrines that fit closer into
traditional antitrust analysis.

Al right, we quickly ook at the information
for the market-|level side, a couple of interesting
stories. One is how inportant choice is to courts when
t hey consi der nedical antitrust cases. And choice is
registered in a nunber of things. You know, the |argest
wi nner here, 72 entries for freedom of choi ce anpngst
prof essionals, also if you think about the range of
product and services as anot her dinension of sort of
choice or differentiation, the role of infornmed choice
and | ocation, geographic scope.

So, a wide variety of things that are trying to
nmeasure scope of choice, degree of choice, nunber of
options avail able on the market, you have a very healthy
antitrust heuristic devel oped around protecting that and
saf eguardi ng that, and that's one thing courts have done

well, right, and are capabl e of doing well and have
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denonstrated that conpetence.

If you |look at information, you have a smaller
nunber of cases, but a sensitivity to the role and
i nportance of information in making markets work
effectively. And the thing about R&D innovation, small
nunmber, right? And that's kind of disappointing, if you
think of a dynamc efficiency perspective, if you review
i nnovation as an inportant nonprice concern or attribute
of markets, courts seemto be |less significant or |ess
attentive to innovation as a separate concern.

Sone prelimnary conclusions, then: Wat can we
say about sonme of the quality? One interesting thing is
really that there is a return to orthodoxy here, and
that orthodox beliefs trunp the unorthodox beliefs. Wy
is that relevant? | think fromthat and from sort of
the other things that we get fromour instrunment, no
matter how much of a black eye the public enforcenent
agency has suffered fromthe hospital nerger cases,
they're an anonmaly, right?

The same theories of the case that underlie the
hospital mergers hasn't bled off into the other areas of
antitrust law, right? So you can sort of view them as
i di osyncratic, isolated incidents of judicial skepticism
about the effects of conpetition, and | actually find it

quite interesting that the sane paradigmthat notivated
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the courts in those cases has not seemed to influence
judicial decision making in a wi de range of other
private and even public antitrust enforcenents, and |
think that's significant.

There's a tension in these opinions, right? The
tension is sort of back to this idea that there's many
meani ngs of quality. There's a tension between courts
as they try to view quality either as part of
conpetition or apart from conpetition, and that tension
is probably best illustrated between the staff privilege
cases and the exclusive contracting cases.

Al right, remenmber plaintiffs |ose both of
these things, but if you | ook at how they deal wth
qual ity concerns, there's a very different tenperanents
in the opinions. |In the staff privileges cases, they
view quality as a constraint upon conpetition. Simlar
to licensing, simlar to malpractice histories, simlar
to self regulatory traditions within health care and are
deferring to the assessnents of quality of these other
benchmar ks, right?

So, they divorce quality fromits sort of
antitrust concern about conpetition, and treat this
whol e range of issues as apart from conpetition.

The exclusive contracting cases are the exact

opposite. In the exclusive contracting cases, which are
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agai n about one-third of the sanple, courts expressly
view quality, and now we're talking primarily about the
quality of the hospital, vis-a-vis a particular set of
anest hesi ol ogi sts, or other sort of doctor shop as a
part of the conpetitive process. Here you actually can
draw an interesting anal ogy between vertical restraints
cases and the health care field.

This whole notion that you need to have sone
forms of intrabrand restraints to get interbrand
conpetition, is picked up and applied to hospitals. And
what they're saying here is that hospitals need the
authority to inpose a |large nunber of restrictions upon
their physicians, doing so inproves the quality of the
hospital for a wi de variety of reasons, and that enables
that hospital to conpete nore effectively with other
hospitals and inprove quality in the market, right?

So, you have there an interesting paradigmin
the useful sort of platformto think about ways in which
you can incorporate quality as a part of conpetition and
ways that are simlar to what's done in other
i ndustri es.

Courts pay alnost no attention to the health
services research literature. | think that m ght be a
challenge to the antitrust |awers in the roomto try to

say, if you do have legitimate quality of concerns for
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your clients, how do you articulate them better?
Because you're not doing a very good job, or at |east
the courts are not being receptive to those argunents
and there m ght be sort of areas to mnd in bringing new
resources and resources to bear in the context of
[itigation.

Courts are nore likely to enploy traditional
antitrust heuristics of decision making, right? This is
what we pick up in any antitrust textbook, the val ue of
choice, right? The value of information, the val ue of
i nnovation. By innovation |I'm concerned here not just
si nply about technol ogi cal innovation but forns of
organi zational innovation. And one can view managed
care sinply as a form of organi zational innovation and a
| ot of the change in the health care industry in the
| ast 15 years in ternms of innovations in terns of
organi zati onal form

Much hi gher chance that if you can get a theory
of the case that fits into one of those heuristics, the
courts will respond, than if you're trying to get the
court to sort of wander further out on the boundaries of
nonprice and quality conpetition. And kind of ren nd
you that antitrust |law, again, sort of fromthe private
perspective has played only a mnor role in addressing

quality-rel ated concerns in managed care in the
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i nsurance industry.

Al'l right, got the five-m nute warning, and now
| get to sort of re-energe fromthe enpirical and back
to the theme of a conpetition policy. Because really
t he purpose of nucking around in 500 cases was not to
read 500 exciting cases, although the staff privileges
cases are sort of wonderful tales of woe and intrigue
and all of the nasty things that doctors can do to each
ot her and that hospitals can do to doctors and vice
versa. So, there is sone sort of anusenment and
consunpti on val ue of that.

But the real purpose in reading all of these
cases is to try to think how we can use courts, right,
as institutional decision makers to address a w de
variety of policy concerns relevant in health care,
right? And particularly how that relates to innovation,
to quality, to nonprice conpetition, with the eye to
t hi nki ng of exploiting courts nore effectively within a
conpetition policy. Al right?

And again, sort of rem nding us what we think we
need to do. W have to sort of rethink what we nmean by
medi cal antitrust law, right? Antitrust law in health
care presents a wonderful opportunity for health care or
for antitrust |law nore generally. This forces issues

that are normally swept under the rug to the floor,
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i nposes a chall enge nost of the public enforcenent
agencies and to the courts to say, can this sort of set
of rules that govern the econony be applied
appropriately in the context of sort of basic antitrust
[itigation.

So far, | would say the performnce has not been
stellar. | think you can point to sort of small trends
and instances that m ght be able to be reproduced and
enul ated, but a lot of work still needs to be done to
sort of rethink antitrust lawin a way that can
appropriately be applied in a | ot of nedical settings.

If I'"mnow kind of changing hats, right, and
going fromthe inward-|ooking sort of how do | revise
antitrust law to the outward-I|ooking of how do we have
antitrust law work in conjunction with a wide variety of
ot her sort of government actors, regulation purchasing
antitrust enforcenment, one of the things that we argue
for in the Copernican piece that cones out in |ong-term
tenporary problems is the need to get away fromthe
strict divide between market and nonmar ket institutions,
and the realization that we have to have a dynam c
interface that thinks sort of nore openly about nunerous
forms of interaction between public and private actors
and sort of change our sort of attitude and approach to

traditional regulation in purchasing in this area.
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"1l highlight a couple parts of interesting
doctrinal concerns that a conpetition policy is going to
have to westle with in the future. One is the
substantial limtations that the Noerr Doctrine has in
enabling antitrust to be freed up to take care of
mani pul ati on of political processes, all right? 1 think
a |l ot of the generic drug enforcenent cases recognize
that private parties can manipul ate public regines in
ways with substantial anticonpetitive effects.

One way to attack that is to attack that
directly as the FTC has done. The other way is to free
up private parties to enable themto bring simlar types
of actions if there are abuse of the pharnmaceuti cal
i ndustries or the regulatory paraneters, but what we
find is that the Noerr Doctrine prohibits a |lot of that.
So at least what | would provide as a challenge is can
we rethink the paranmeters of the Noerr Doctrine to free
up antitrust laws to challenge greater degrees of
mani pul ati on of public processes or are there ways to go
outside of the antitrust paradigmto get these agencies
such as the FDA or the FTC nore effectively governing
and rel easi ng mani pul ati on of public property.

Second, there's a need for nore unified
treatnment of state regulation and professional self

regul ation. In the Copernican piece, we nake the bold
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proposition that we should actually get rid of the State
Action Doctrine and subject the state regulations to
forms of substantive antitrust scrutiny in simlar ways
that we would do with private regulation and private
self regulation. So |I think we can rethink the
paranmeters of the State Action Doctrine in ways to get a
nore coherent conpetition policy.

As Professor Brewbaker suggested yesterday,
there's always a contention in health care markets
bet ween choi ce and standardi zati on and adverse sel ection
and that's going to be sort of a perennial boundary
whenever you're dealing with insurance markets, and that
will have a role in constructing the future conpetition
policy.

And a final thing that | would underscore is
there's an uneasy rel ationship between antitrust |aw and
agency market failures. And |I'mnot talking about
enf orcenent agencies here, |I'mtalking about in the
econom ¢ sense, so you can relax a little bit. The
agency failures here are the fact that doctors may not
act as appropriate agents for patients or insurance
conpani es and managed care conpani es m ght not act as
appropriate agents for their subscribers.

Antitrust law historically has made this fairly

heroi ¢ and increasingly unrealistic assunpti ons about

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025

46



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

47
the ability of insurers to stand in the shoes of
consuners and therefore get the added protections that
consuners are given in terns of deference under the
antitrust | aws.

As a Suprene Court opinion in Miran, this term
and in Pegram two years ago, recognize, there's a
conflict of interest in managed care, and that
underm nes the ability to assune that insurers can stand
in those roles. What it's left with is a challenge to
try to think creatively about when are insurers or
provi ders appropriate agents for patients and if we
can't deal with that in the antitrust setting, what
ot her conplementary forms of regulation or fiduciary
duties m ght be necessary in conjunction with antitrust
enf orcenent to better address the issue of agency
failure in health care markets.

He's not going to have to tackle ne, |1've seen
the stop sign and I will stop, but | thank you for your
time and attention.

(Appl ause.)

MR. HYMAN: Thank you, Peter, for that great
review, but | always thought you were reading the 500
cases just because you |iked readi ng cases.

Next up is JoAnne Bailey fromthe General

Accounting Office who is going to tal k about group
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pur chasi ng and about a study that the GAO did earlier
this year.

MS. BAILEY: Hello. | amgoing to do two
things. Basically I amgoing to talk about two things
today. | amgoing to give you background information
for those of you unfamliar with group purchasing
organi zations, and then I'mgoing to tell you about the
pil ot study that we did.

So, basically by way of background i nfornmation,
group purchasi ng organi zati ons basically vary a great
deal in who they are and what they do and how t hey do
their business. They do two things in conmmon: The
first thing that they do is they negotiate contracts on
behal f of their menbers. They do not buy or sell things
t hensel ves, they basically are contract negotiators with
manuf acturers and distributors on behalf of their
menbers or custonmers who are health care organi zati ons
and hospitals.

The idea is, for exanple, in our pilot study, we
had about eight GPGOs and they negotiated on behal f of
bet ween a coupl e of hundred hospitals to up to nearly a
t housand hospitals, and they woul d sel ect nmanufacturers,
dependi ng on how their process was, it varied, and wite
a contract, or establish a contract. Then the hospital

woul d purchase directly fromthe manufacturer and just
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cite the GPO contract.

The idea is that by pooling the purchases, they
can negotiate a lower price than an individual hospital
can on its own. There's also other supposed cost
savi ngs that they can provide hospitals. For exanple,
the hospitals all don't have to negotiate thensel ves
with every manufacturer, and the sanme tine,
manuf acturers don't have to do sonme of the marketing and
sales to reach every single hospital by virtue of the
GPO being in existence.

So, after the GPO negotiates the contract and
the hospitals -- and sonme of them they're primarily
voluntary relationships. So, just because they're
negotiating on behalf of several hundred hospitals
doesn't nean those hospitals are going to buy everything
based on that contract. But after they do buy
purchases, the vendors will pay a portion of the sales
back to the GPO as adm nistrative fees. This is how the
GPCs pay for their operating expenses.

So, you know, the custoners are the hospital and
heal th care organi zations, but they basically earn their
noney by charging adm nistrative fees to manufacturers
and distributors. And once they pay for the operating
expenses, then excess will often go to the owners of the

GPO. Many tinmes the owners of the GPO are al so sone of
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the hospitals that they negotiate for. Not always, in
sonme cases there are individual independent investors
that own the GPGs, but often hospitals and other health
care organi zations actually own the GPO itself.

So, those are the two basic things. They are
contract negotiators, they don't buy or sell on their
own, and they charge adm nistrative fees, and that's how
t hey make their noney. But beyond that, they really
vary a great deal in how they do that, and whether they
do it nationally or regionally, what other services
besi des contract negotiation they offer, and while they
are primarily private for-profit conpani es, whether they
are again owned by nenber hospitals or not.

Just for a sense of the size, the GPOs in our
study basically reported that using their contracts, the
generated sales are between $1 billion and $14 billion,
so even though the relationship is voluntary, there's a
| ot of noney going through these contracts.

Then the next two things | am going to say are
things we didn't really tal k about in our study or | ook
at, but just background information. There are
gui del i nes put out by the Department of Justice and
Federal Trade Conmmi ssion that help GPOs gauge whet her or
not they m ght be an antitrust concern. Basically just

because you neet the two tests that are included in the
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gui deli nes doesn't nean that you are not a concern.
There coul d be extraordinary circunmstances whi ch nake
you a concern.

Just because you don't neet the test doesn't
mean that you are also a problem But basically the
first test |ooks at whether there's enough purchasing
going through the GPO that it can effectively exercise
i ncreased mar ket power, and drive prices below the
conpetitive level. The second one is really | ooking at
whet her the GPOs facilitate conpeting nenber hospitals
to standardi ze their costs in such a way that they can
fix prices or coordinate prices.

The second thing that we didn't really | ook at,
that relates to adm nistrative fees, and this has to do
with basically the Social Security Act was anended to
allow GPCs to collect adm nistrative fees from
manuf acturers. Normally this would be a kickback, a
si ngl e paynent because the hospital buys and the
manuf act urer says, here's noney fromthe sales. But
this is allowed, and there are two things that the GPO
must do for the fee to be considered appropriate: The
first is they have to state upfront in agreements with
their menbers that they expect to receive about three
percent or |less of the purchase price, or the actua

amount if that's not true. And then at |east annually
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they have to disclose in witing to each nenber the
amount of noney they actually got fromthe vendors based
on the purchases made either by that nmenber or on behal f
of that nenber.

So, that's background information. And what we
did was a pilot study, and it was done at the request of
the Senate Judiciary Comm ttee, Subconm ttee on
Antitrust. It was a very narrowy focused study. The
context of the study was that there were concerns that
the contracting practice of some GPGCs, sone fairly |arge
GPOs were bl ocking access to sonme small manufacturers to
the hospitals. And that this in turn was actually
hurting patients because you in effect deny access to
patients for new i nnovative nedi cal devices.

This was, again, the context, we designed a very
narrow focus for the study was basically a pilot study
done in a very short time frame and we were trying to
see if we could basically collect data to speak to any
of these issues.

So, what we decided to | ook at was the ability
of GPOs, particularly large GPGCs, to | everage and get a
better price. So what we did is we asked for hospitals
in one urban market to tell us all of the pacemakers and
safety needl es they purchased and we woul d conpare with

mat ched nodel s and we woul d conpare the price a hospital
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pai d when they used a GPO with the price the hospital
pai d when they bought on their own. Because it turns

out nost of the 18 hospitals in our study did belong to
a GPO but they alnost all al so bought outside of the GPO
contract .

That's the first question. The second question
was | ooki ng at whether they were buying from smal
manuf acturers or not, kind of a representation issue.
Basically based on the data that we got, fromthe 18
hospitals, for pacemakers and safety needles, we found
that the hospitals using the GPOs did not always get a
better price for the menber hospitals.

When we first | ooked broadly at anybody
everybody, and conpared to hospitals that used the GPO
t hose buying on their own, always got better price for
five nmodel s of safety needl es we conpared. They ranged
fromone to five percent, though. The hospitals using
the GPO contract paid one to five percent nore. For
pacemakers, the ratio was nmuch greater and basically
hospitals using the GPO contract for one nodel paid 25
percent |ess than the other hospitals, and for another
nodel , paid 39 percent nore.

So, the variation was great, but nore than half
of the tine the GPO, the hospitals using the GPO contract

did worse than the hospitals buying on their own in this
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case.

We al so | ooked at all the hospitals and then
| ooked just for large GPOs, and those we defined whose
sales are of $6 billion or nore per their contracts.
Basically we found the same thing. The hospitals using
the |l arge GPO contracts did worse for the five safety
needl e purchases we coul d conpare and did worse about
half the time for the pacenmakers.

We then | ooked at the size of the hospital and
found that small and medi um sized hospitals were nore
likely to have price savings with GPOs, using the GPO
contract. Basically small hospitals using the GPO
contracts, those with 200 or fewer beds always did
better, and this is for pacenakers, when they used the
GPO contract than those who purchased pacemakers on
their own, the small hospitals on their own.

Conversely, |arge hospitals always did better
buying on their own, they rarely did better when using
t he GPO contract.

The third conparison that we did was we | ooked
at hospitals using | arge GPO contracts versus those
using small. And we found that it varied by the device.
The hospitals using the large GPO basically did better
for virtually all those safety needl e purchases, but

when t hey bought pacemakers they were less likely to get
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price savings.

So, that was again, what we ended up seeing.
Primarily what was surprising is the anount of variation
and inconsistency in the prices as far as the price
goes.

The second thing we tried to | ook at was whet her
they were buying fromsmall manufacturers and it turns
out that they weren't. They were primarily buying from
| arge manufacturers, but we really couldn't answer this
guesti on because alnost all of the hospitals belonged to
GPOs so we didn't know if they were buying it fromthe
| arge manufacturers because of the contracting prices of
the GPO or whether they were doing it because they
preferred the | arge manufacturers.

So, in the end, we felt |ike the variation and
the i nconsistency of the price savings really raised
guestions about at | east one of the intended benefits of
having particularly large GPOs. And that really nore
evi dence i s needed because again, this was one urban
area, two nedical devices, data from 18 hospitals. And
when we did the conparison, we had very small sanple
sizes by matchi ng the nodel s.

So, at the subcommttee's request, we planned to
obtain nore data so we can speak nore fully to this

i ssue, and basically from nore geographic areas, nore
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hospitals, and for other nedical surgical supplies and
devi ces between the pacemakers and safety needl es.
That's it.

(Appl ause.)

MR. HYMAN: Thank you very nmuch, JoAnne.

We now have a panel on hospital group purchasing
organi zations, if everyone fromthe panel could come up.

MS. DeSANTI: Good norning. M nanme is Susan
DeSanti, |'m Deputy General Counsel for Policy Studies,
and next to me is ny coll eague, Matthew Bye, who is al so
in the Policy Studies Shop in the General Counsel's
O fice.

| want to wel cone everyone to today's panel and
| particularly want to thank our panelists for their
time and effort in comng, we very much appreciate
having you here, and we think we're going to have a
di verse and bal anced group of presentations today on
hospi tal group purchasing organi zations.

|"mgoing to start by briefly introduci ng each
panel i st, nmoving down the table, and that's the order in
which they will nake their presentations. Each paneli st
will nmake a presentation and then we'll have tine for
di scussion at the end, and I do want to enphasi ze, David
has obvi ously been keeping the tinme nmoving swiftly, and

| think will continue to do so. The presentation is
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unfortunately limted to ten m nutes, but we're serious
about the ten m nutes.

Also, in terms of an overview of how the panel
is going to be structured, what we're going to do is
start with a couple of witnesses fromhospitals to

expl ain some about their use of GPGCs, the whys and

wher ef ores and whens and hows. Then we're going to nove

on to sone of the work that's been done in terns of
studyi ng these issues and val ue chai n managenent,
clinical recommendations, and how they get integrated,
and also a brief ook at sone of the antitrust issues
that are addressed in the guidelines and sonme of the
antitrust issues that m ght not be addressed in the
gui del i nes.

Then finally we're going to hear fromthe
representatives of two trade associations for taking us
back to a nore on-the-ground, how are-things-actually-
wor ki ng-in-the-real -world kind of viewpoint.

To start, Bruce Clark is Assistant Vice
Presi dent Shared Services for Internountain Health Care,
an integrated delivery system serving residents of Ut ah
and ldaho. Prior to this, Bruce was Assistant
Adm ni strator at Cottonwood Medical Center in Mirray,
Ut ah.

Next we have Carl Manley, who is the Vice
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Presi dent Materials Managenent at Sentara Health System
an integrated delivery system of hospitals, clinics,
nursi ng homes and managed care insurance markets in
Norfol k, Virginia. He has 23 years of materials
inventory systens integration project managenent and
sol ution devel opnment experience.

Then we nove to Bob Burns, who is the Janmes
Jugin Kim Professor, and Professor of Health Care
Systens in the Warton School at the University of
Pennsylvania. Bob is also a director of the Wharton
Center for Health Managenent and Econom cs, and Visiting
Professor in the Departnment of Preventative Medicine at
the University of Wsconsin School of Medicine.

Then we have Cliff Goodman. Cliff is a Senior
Scientist at the Lewin Group, a health care policy and
managenent consulting firm based in Falls Church,
Virginia. Ciff has nore than 20 years of experience
wor ki ng with government industry and nonprofits in
heal th care eval uati on.

Next to him we have Steve Latham who is
Assi stant Professor and Director for The Center for
Heal t h Law Policy, Quinnipiac School of Law where he
t eaches health care business | aw, business organi zations
and adm nistrative law. He is also a lecturer at the

Yal e School of Managenent where he teaches business

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

et hi cs.

Next to him we have Larry Hol den who is the
President of the Medical Device Manufacturers
Associ ation in Washington, D.C. Prior to joining NDMA,
Larry was chief of staff to Congressman Chri stopher
Shays of Connecti cut.

Finally we have Robert Betz. He is president
and CEO of the Health Industry G oup Purchasing
Associ ation. He has spent nore than 20 years
representing health care organizations in Washi ngton,
D.C. Prior to formng a private health care consulting
managenent and | obbying firm Robert worked for the
Ameri can Hospital Association in Washington and the
Loui si ana Hospital Association in Baton Rouge.

Wth that we will get started with our
presentations, and you may go first.

MR. CLARK: | am pleased to be here with you
t oday, | adi es and gentl enen.

As was nmentioned, |I'mBruce Clark, |I'mhere on
behal f of the American Hospital Association and
represent specifically Internountain Health Care, which
is my enployer. We're an integrated delivery system
operating in Utah and |Idaho. W have 22 hospitals. W
operate about 100 health care centers and clinics. W

have a health plan division with a group of insurance
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products ranging fromthe traditional indemity up
t hrough managed care, serving principally the residents
of Utah and | daho.

Just a disclainmer, and | begin ny presentation.
|"m not a professor, I'mnot an attorney, |I'mnot an
econom st, nuch of what | say may seem pretty sinple,
but what | will share with you here today is our
perspective as a provi der organi zati on on group
pur chasi ng, how it works for us and why we're invol ved
init.

| would like to just begin with a statenent
about the environment that we as hospitals operate in
currently. About a year ago, in Novenber 2001, the
Ameri can Hospital Association rel eased survey data that
indicate that as of the year 2000, the end of the year
2000, one-third of U S. community hospitals had negative
mar gi ns, sixty percent had negative Medicare nmargins,
and nearly two-thirds of U S. community hospitals | ost
noney on patient care services.

So, al npst two out of every three comrunity
hospitals were relying either on investnent inconme or
endowrents or some other incone streamto make up for
|l osses in their patient care services, or were in the
process of going under.

I n that environnent, hospitals are reaching for
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every tool at their disposal to reduce costs and to stay
in the black. One of those tools that nost hospitals in
the country turn to are group purchasi ng organizati ons.
G oup purchasing organi zations, in general, are a tool
that allow nmultiple facilities to aggregate their
volunmes and to negotiate di scounted pricing with
suppliers.

Qur experience in our group purchasing
organi zation is that there is typically a process
| eading up to the negotiation of a contract that
i nvolves nultiple suppliers responding to requests for
proposal and subm tting conpetitive proposals, and it's
a process that pronotes conpetition anmong the suppliers
t hrough that process.

Al so, through that process, and I'll tal k about
that a little bit nmore in just a nmonment, but there are
typically clinical trials and eval uations of products
agai nst our clinical criteria that |ead to inprovenent
or optim zation of the clinical quality of the products
that are contracted for in that group purchasing
contract process.

We believe, it's been our experience, and again
our experience mght be different from Carl and sonmeone
el se m ght have a different experience, but we have

found that effective use of group purchasing can benefit
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both the provider and the supplier. The supplier
benefits in that their marketing activity and the cost
to pronmote their products to all of the nenbers of the
group purchasi ng organi zati on can be significantly
reduced as the group purchasing organization publishes
the contracts and pronotes the contracts to its
menber shi p.

The health care provider can benefit by not
having to spend tinme negotiating contracts and bei ng
able to divert those scarce human resources to focus on
supply chain activity purchasing, receiving, storage,
distribution activity, and | ooking at opportunities in
their internal processes to take costs out of the
system |If effectively done and with appropriate
automation and electronic links, the transaction costs
for both parties can be reduced.

Almost all U S. hospitals participate in at
| east one group purchasing organization. An article in
the Wall Street Journal Online just |ast nonth estinmated
that up to 98 percent of hospitals participate in group
pur chasi ng associations, in at |least one GPO. It's been
estimated that up to 75 percent, 50 to 70 percent of all
products purchased by hospitals flow through group
pur chasi ng organi zati ons.

One point that | think is inportant to renenber,
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because there have been some concern about what market
power GPOs may exercise. |It's inportant to renmenmber
that hospitals are free to join or not join group
pur chasi ng organi zations. No one is required to be a
part of a group purchasing organization. |I'mfree to
join any group purchasing organization, or to join
several group purchasing organi zati ons.

The GPOs have to conpete for my business, and
for hospitals' businesses, and they are free to select
GPOs that best represent their interests. Many
provi ders belong to nore than one group purchasing
or gani zati on.

I nternountain Health Care belongs to a single
GPO, in our case that's Anerinet, approxinmtely 85
percent of our nonequi pnent purchases fl ow through the
group purchase organi zation. Anerinet offers generally
two or nore contracts in each supply category, so we're
able to choose, again, between nore than one supplier
for any category of supplies that we're dealing wth,
again, facilitating choice and conpetition.

We believe in the right of first refusal. W
wi |l purchase on GPO contract in every case possible,
and every case where a contract supplier has a product
that nmeets our clinical criteria. |In the event that

there's not a supplier neeting our clinical criteria, we
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will sit dowmn with the contract suppliers, offer them an
opportunity to understand how to neet those, and then
only if they're unwilling or unable to neet those
criteria then do we | ook off contract.

Qur clinicians and our care process nodels drive
the selection process for the products and services and
suppliers that we utilize. There are nmultiple
opportunities through surveys, through advisory boards,
advi sory groups, for us to have input into the suppliers
that are selected for contract in our group purchasing
or gani zati on.

In conclusion, we've also found that in a nunber
of cases, group purchase contracts provide a better dea
t han we can negotiate on our own. A recent exanple of
that was with respiratory products where we partici pated
in an Anerinet/Elite conparative contract process. The
resulting contract provides a six percent inprovenent
over the previous best price that we had negotiated as a
system

| would just conclude by saying that our
experi ence has been that as we participate in group
purchasi ng, and as we do it appropriately, we're able to
reduce costs, we're able to inprove the quality to the
patients and the communities that we serve.

Thank you.
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(Appl ause.)
MS. DeSANTI: Thank you, M. C ark.

Next we'll hear from M. Manl ey.

MR. MANLEY: Good norning. |'ve chosen this
nmorning not to use overheads, | thought I would try a
| ow effect presentation. |I'msure we will hear a | ot

about equi pnent technol ogy | ater.

Li ke Bruce, we're a vertically integrated,
hori zontal |l y managed i ntegrated delivery managed network
| ocated in Norfolk, Virginia. W have a full line of
products, including a new hospital, short and |ong-term
stay facilities and a | ot of products in the insurance
mar ket pl ace through the nmanaged care.

We have devel oped our environnment in an urban
area and we do have sonme advantages there. W are a
menber of a GPO, and we currently purchase about 30
percent of our total spends through that GPO

|'ve come today and | thought rather than just
tal k about GPOs in general and our position, | thought I
would talk a little bit about what | see as trends in
the industry, what | see as sone problems in group
pur chasi ng and sone areas where we coul d possibly | ook
for inprovenent.

The industry is changing, | think today the

i ndustry has an extrene inbalance. If you |look at it,
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you have two groups of people, integrated delivery
net wor ks which are growi ng, they're com ng together, |
think that probably will continue. Wth that cones
consolidation, and a lot of tines a better way to manage
your purchasing.

On the other side of the coin, of course, you
have the community hospitals, they' re independent, out

there, they don't have that volunme and they need sone

hel p.

| think what you are going to see is that you
will find that the IDNs will continue to cone together,
they will gain nore market share. As they grow market

share, they have a tendency to | ook at managed
pur chasi ng, as we have done, in the high-dollar,
hi gh-vol ume products.

VWhat this nmeans for the GPO? | think this neans
that you are going to see that your GPGOs will continue
to have a place in the market. They will also have a
pl ace in the market because they bring some value to
t hat mar ket pl ace. Where that value will have the nost
effect will be in the commvpditized products and in those
areas across the industry that there is a choice and
there are nultiple vendors and there is a chance of error.
| think they will have a great deal |ess effect when you

get into the high-dollar invasive product narkets.
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I n our case, we always manage to | ook at our
hi gh-dol | ar and i nvasive products as a group because of
t he buying power and we want to control the spend in
t hose areas.

| think GPOs will continue to struggle with
technol ogy issues. | do not believe that they have the
ability to manage a | ot of technol ogy issues.
Especially when you get into the invasive marketpl ace.
When you're dealing with the marketplace that has a
physi ci an conponent to it. Your high-end products, your
cardi ac, your surgeries, your et cetera. These are very
specific and | believe GPCs will have a difficult tine
getting into these areas because of the way that is
controll ed.

They al so happen to be sone of the nost
expensive areas in hospital managenent today as far as

t he purchase and the cost of operating a facility, and

again, | think as you see integrated networks come
t oget her, control purchasing, they will then take a
greater ownership. | think this area applies to

t echnol ogy and | arge equi pnent purchases, and again, it

beconmes a disparity between the small conmunity network

and the | arge I DN and how t hey manage that process.
That's not to say that GPOs don't bring a val ue.

Agai n, at sone |evel, anything that GPO does that help
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t hose fol ks that cannot help thenselves to nmanage the
cost is a value. So | think they will have a place in
the industry, | think that place will be harder to
manage as you see nore and nore of the integrated
net wor k technol ogy take pl ace.

| think there's sonme interesting issues out
there. One of the issues that we deal with is the cost

of change. The question you ask do incunbents have an

advant age? Absolutely. Change costs noney. It costs a
| ot of noney. It is very difficult to change a thousand
bed hospital or a thousand hospitals. | think to that

area, sonetinmes we get stuck with the current
manuf acturers because their cost in changing those
products are not of value to the industry.

So, do you ask nme if GPOs get manufacturers that
they stay with for a long time? Absolutely, and | think
there's a reason for that. | think there's a cost
reason. That said, does the quality versus cost
equation have a place in the industry? Absolutely.

Most | DNs, nost GPOs, nost people use the nodel 1 think
we use which is ESP which is efficacy, safety and price,

it's a three dinensional eval uati on. Qur IDN will

al ways evaluate quality of product. W will not buy a
product just because it is a |lowdollar proposal. W
will often select products that are not the |ow-doll ar
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proposal sinmply because we are neeting a standard of
quality to neet our need.

| think the policy that GPOs pick |ow cost itens
for low quality does not exist because | don't think the
i ndustry will tolerate that. | think the industry wll
al so be the determ ner of costs. There's ways to do
that both internally, we have evaluation comm ttees of
products to | ook at those things. M GPO has a series
of evaluation commttees of products to | ook at
products, so there is a two-dinensional |evel to
determne that. But quality I think will always be the
first determ ner of how we sel ect the product and not
the price.

| think there's another concept in the industry
t hat has conme out recently and that is the concept of
bundl i ng. Does bundling have a value? In my opinion,
bundling in the industry is not a technology that wll

stay for long. While bundling does bring sone

i ndustries in the area, | believe bundling in some cases
has a tendency not to bring the value. | think it limts
choice of product and it limts the allowability to

change one product to the next.
| think, again, you will see |arge organi zations
t hat have the ability to control their spend or not | ook

at bundling as a tool fromthe GPO. They will | ook at
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the ability to select products and services, put themin
a mar ket basket that neets a need and that need will go
forward fromthere.

If there is a bundling concept, | think those
bundl ing relationships will exist directly between
manuf acturers and new |l arger IDNs as a partnership
function rather than a GPO-driven function

We have an obligation in the industry out there,
| think we as IDNs and GPOs, to support new technol ogy,
to support new manufacturers. | think one of the areas
t hat GPOs have not really been seen on is finding an
entry level to bring new technology to the industry.
Whet her that's in a regional concept versus a national
concept, whether that's an introductory or rmnultivendor
concept. | think that's one of the shortfalls that you
will see IDNs develop in the future, but | do believe

there's a need for that in the industry today and there

will be a ongoing need for that.
In summary, | think there's a couple of things
that are going on. | think GPOs in a |ot of cases have

failed to evolve as the industry, especially as the

i ntegrated network industry has consolidated and cone
forward. | think they're making great inroads towards
evol ving, but the challenge they have nowis trying to

conme up with a nodel that neets everybody's needs.
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Those of us that can manage our own costs versus those
of us that need help in managi ng our costs. \Whether
that's a national strategy versus a regional strategy
has to be determ ned. Whether that is a threshold
strategy of dollars versus volune, that needs to be
determ ned. But they need to continue to evolve and in
my estimation need to evolve a little bit faster to neet
an industry need to qualify for what we want to
acconplish in this industry today.

| guess in closing, | would say that there's
three things that we're |l ooking for: As IDNs, we
grapple with a lot of things every day. W grapple with
the rei mbursenent |evel, the cost of reinbursenent and
how that fits the purchase nodel. W grapple every day
with technol ogy. Technology costs far exceed
rei mbursenent in nost times and they're very difficult
to control. And of course we grapple with physician
rel ati onshi ps.

If the IDN is going to have a successful
relationship with the GPO, the GPO needs to cone in
partnership and devel op strategies that will help in
t hese three areas.

(Appl ause.)

MS. DeSANTI: Thank you. And now we wi || hear

from Professor Burns.
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MR. BURNS: Thank you. | want to thank David
for inviting ne down here today to speak.

| am going to give you an academ c's perspective
on group purchasing organi zations. [|'mnot going to go
t hrough all of this because sonme of this has already
been covered. But just to sunmarize a little bit of the
different roles that GPOs play in the health care val ue
chain, the roles they performfor their hospita
menbers, and then | think what's nore of germane for
this audience is to | ook at the industry structure, GPO
revenues and market structure, the concentration of this
GPO i ndustry, and see what concl usions we can draw from
just a sinple industrial organization analysis of the
i ndustry as to whether it's conpetitive or
nonconpetitive.

Finally, just sone views of hospitals of the
GPOs. You've heard two already. | had the privilege of
conducting a four-year field study of not only GPOs, but
hospital integrated delivery networks, manufacturers,
di stributors, e-commerce conpanies that were trying to
di sinternedi ate the supply chain, and in a little bit of
shanel ess self pronotion, | have shown you the cover of
t he book here that was published earlier this spring.
But | am from a busi ness school and | actually have

brought flyers that offer you a 15 percent discount if
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you buy it. But that's just the Wharton way of doing
t hi ngs.

Basically what the health care value chain is is
the following: W have a very conplex system \What our
field research focused on were the providers, the
hospital s which you' ve been hearing about, the |arge
i ntegrated delivery networks, dealing through a series
of internmediaries, whether they' re whol esal ers on
medi cal / surgi cal and drug side, or group purchasing
organi zati ons purchasi ng products on their behalf
dealing with the whole series of product manufacturers.

What our book dealt with was this whole right
side of the equation. | think it's helpful to just to
have this picture in m nd, because you need to view the
GPCs in context and what they are is essentially an
intermediary. As an internmediary, they are subject to a
| ot of market pressures, because in a nunber of
i ndustries, there are trends towards disintermediation,
or cutting out the m ddl e man.

We see that right now with a nunber of the |arge
integrated delivery networks trying to act either as
their owmn GPO or their own whol esaler or in sonetines
both. So the GPOs are quite cognizant of this, and
they're facing a nunmber of market pressures fromtheir

own hospital nmenmbers over here who are trying to
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di sinternedi ate their own GPGCs.

In ternms of the functions GPOs perform | think
JoAnne hit it on the head in terns of the nmgjor
functions they perform |It's a strategic pooling
alliance to try to pool purchasing dollars to exert
| everage over suppliers and earn these contract
adm ni stration fees. The only thing | would add is
they're trying to do a whol e nunber of other services as
well and trying to add value in a nunmber of different
ways.

The reason for that is that there's very narrow
pricing bands anong the major GPGOs. And in terns of
trying to attract new hospital nenmbers or take business
away fromother GPOs, they're trying to offer a whole
series of other val ue-addi ng services, which | have
listed here. But it's another series of conpetitive
pressures that the GPOs are facing.

In terms of the industry structure, there are
about 600 to 700 GPGCs in the health care industry, 200
to 400 of those are focused on hospitals, seven GPCs
account for roughly 85 percent of the hospital market.
As JoAnne nentioned, there are a | ot of ownership
di fferences anong these GPOs. The for-profit GPOs are
the sanme as for-profit hospital systems. The nonprofit

GPCs on the other hand are voluntary organizati ons that
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hospitals may join.

So, it's a huge inportant difference to
understand. There are al so nmenbership differences,
whet her or not they represent hospitals, there's the
physician or alternate site markets, geographic
differences. They're subject to antitrust limts on how
big they can be. And often tines it's hard to
di stinguish the GPOs fromthe integrated delivery
networks that you've been hearing about.

I ntermountain Health Care is one of the three
| argest sharehol ders of Anerinet, and so to sonme extent
t hey' re indistinguishable.

This is a slide fromour book in terms of
| ooking at the GPO revenues and market share. You can
see why the attention in the New York Tines article was
so heavily focused on Novation and Prem er is because
t hey have a whopping share of the hospital market.

These are the big five on the nonprofit side and the big
two on the for-profit side.

Now, it's interesting, if you |l ook at how
concentrated the GPO industry is, you can do it one of
two ways: First you can do it as a percentage of the
medi cal supply and pharnmaceutical spending that GPOs
actually penetrate. And going back to nmy prior slide,

we're | ooking at this $47.7 billion that GPOs actually
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penetrate. The top four GPOs, they constitute $36
billion of that or al nost 76 percent of the GPO
penetrated spend is accounted for by four top GPOs, with
a very high concentration | evel

However, if you | ook at the concentration of the
GPO industry in ternms of the total amount that hospitals
spend on their nmedical and pharmaceutical supplies, you
will see that the picture is quite different. The total
supply is estimated to be roughly $67 billion, and |ike
a true academ c, | have, you know, an upper and | ower
bound estimates here, and a footnote, the top four GPGCs
account for $36 billion of that, which is only 54
percent accounted for by the top four GPCs, with a
concentration | evel which is roughly half of what you
see in the top panel.

So the numbers you use to |ook at the
concentration of this industry are extrenely inportant.
Why the big difference between the upper and | ower
panel ? Well, a nunber of the reasons have already been
mentioned. First, hospitals can direct contract with
manuf acturers for their supplies and totally circunvent
t heir own GPO

Secondly, the GPOs actually only account for a
percentage of all the nedical supplies and

phar maceuticals that hospitals buy. It varies by the
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type of product. O that percentage, hospitals only
conply with the contracts a percentage of the tinme. So
what the GPOs are actually internediating is a
percentage of a percentage, and that's why the | ower
panel on the prior side is so nuch different than the
upper panel, because the GPOs only contract for a
percent age of a percentage.

There's al so, as JoAnne nentioned, extrene
vari ation anmong the GPCs in how well they nonitor these
contracts. In addition, as has been nentioned,
hospitals belong to nultiple GPOs, with nultiple GPO
menber shi ps, you have divided |oyalties and hospitals
can shift menbership share fromone GPO to anot her
al t hough that has not yet been docunented how
extensively or quickly that takes place.

As we can see, hospitals can purchase directly
t hrough their own integrated delivery networks and act
as their owmn GPO. Finally, hospitals will act
i ndependently of their GPO, even when they're
sharehol ders of the GPO when it's in their own self
interest to do so.

So, in ny view, the GPOs really have a chall enge
intrying to control their hospital nenbers who have
voluntarily joined themand |I think the biggest

chall enge they have is just acting as a coherent body.

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

Last, what do the hospitals view as GPOs? This
is what we gl eaned from our study. GPOs are commonly
acknowl edged by hospital materials managenent vice
presi dents as having delivered |lower prices than the
hospitals could have achieved on their own. | think we
have heard that message here so far

GPCs, however, do not always deliver the | owest
possi bl e price and there's several reasons for that.
One is that GPCs have tiered pricing based on your
conpliance rates. Secondly, vendors are willing to
di scount the GPOs prices for large integrated delivery
networks that want to circunvent their own GPGOs. So at
the end of the day, hospitals end up using the GPO
prices as a benchmark and a ceiling and then try to

negotiate below that. | think that's one possible

reason why we see sonme of the results that we see in the

GAO st udy.

Then finally, as Bruce nmentioned, hospitals are
trying to increase their revenues now in any way they
can and they | ook on the fees that the GPOs are
generating and feeding back to the hospitals as just
one small way to try to boost their bottomline.

Thank you very nuch.

(Appl ause.)

MS. DeSANTI: Thank you.
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M. Goodman?

MR. GOODMAN: Thank you very much to the FTC and
to David in particular for having ne here.

The Lewin G oup was comm ssioned by the Health
| ndustry Purchasi ng Association to conduct a study, a
survey study of the clinical review process conducted by
group purchasi ng organi zations and health systens. |[|'1]I
tell you a little bit about it.

Here's a sunmary of our approach: It involved
surveying five major health systens and six GPOs earlier
this year. W interviewed a set of purchasi ng managers,
adm ni strative officers and nedical officers of the
heal th systens, upper-I|evel executives, clinical
operations directors of GPOs, conducted the interviews
primarily by tel ephone using a detailed interview guide
that was sent to all participants prior to the calls.

We devel oped this interview guide with input and
comments by HI GPA, and left out of the study were
proprietary aspects. W did not ask about contract
terns, financial arrangenments and busi ness tactics, we
were primarily concerned about the clinical review
process.

Here are the GPOs that we surveyed. You can
tell fromthe previous presenter that these GPOs account

for a significant portion of the market. Here they are.
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And | wanted to get just go right into our main
findings.

Now, the nmobst interesting thing |I found in doing
this study was really the breadth of technol ogy
attributes and inpacts that are incorporated into
clinical review processes. What one m ght expect
typically is you'll see right in the mddle there,
econom c attributes, because we think that GPGCs are
| argely about price, but when quizzed on this, the
peopl e that run hospitals and make these deci sions and
the GPOs thenselves tell us the kinds of factors that
you've got to bring to bear to make deci si ons about
t hese ki nds of technol ogies.

| think Dr. Hammer referred to them as nonprice
concerns. Nonprice concerns are quite present and
prom nent in these decision processes. Look down the
list, technical properties and performance: Does the
thing work or not, you know, when you plug it in.

Safety to patients and health care workers, efficacy and
ef fecti veness, econom c attributes thensel ves are not
confined to price.

Cost, cost effectiveness, cost utility, cost
benefit, charges, ability to be reinbursed by a variety
of third party payers. Those fall under econom c

attri butes alone. Acceptability to patients and
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clinicians, you know, ergonom c concerns, risk of
liability, potential for standardization.

We're not done. Inpact on market share and
conpetitiveness, work flow considerations, reputation
support provided by the manufacturer, and this one cane
up a lot, capacity of a vendor to provide sufficient and
reliable supply. |If you |look at just what the price is,
you're only getting a small bit of the story.

One of the challenges that the hospitals and
GPCs face is to how to incorporate and wei gh and
interpret these various factors in making these
deci si ons.

Qur first main finding, though, is the clinical
revi ew processes of health systenms, GPOs rely upon
conprehensi ve systens of expert commttees. |It's not a
one- person deci si on-maki ng operation, and one of the
interesting things that | found in particular, because |
deal with technol ogy assessnment efforts around the
United States and the world, is increasing nultinational
interdisciplinary processes in bringing together the
ri ght set of experts to weigh in on all of these issues.
This is really held in conmmon by the groups that we
tal ked to.

They al so, interestingly enough, used sone of

t he sanme recogni zed i ndependent technol ogy assessnent
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resources. | know that groups, hospitals and other
purchasers, providers, payers, use ECRI and Hayes and
ot her technol ogy assessnment vendors. They use Medline
and ot her databases, and | o and behold those are the
ki nds of things that we found.

As a matter of fact, | think it's a consortia
that provides access to the Hayes technol ogy assessnents
to all of its nember institutions to help not only those
menber institutions but to help the consortia itself in
wei ghi ng these deci sions.

The health systenms and GPCs have functions for
nmoni toring and incorporating what we sonetinmes call
br eak-t hrough and ot her novel technol ogies. One of the
great challenges here, | nust say, is the great wealth,
or I should say the width of the new technol ogy
pi peline. There's a |ot of bandw dth of new technol ogy
here, and part of the issue is trying to identify these
truly novel and break-through technol ogies and trying to
keep track of these and the various ways in which GPGs
and the | arge hospital systenms try to track these
t hi ngs.

These functions include the capacity to respond
toinitiatives fromthe technol ogy conpani es and vendors
t hemsel ves as well as actively seeking out, that is

hori zon scanning for new technol ogi es.
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But of course consideration of such technol ogi es
is still subject to the sanme bits of denonstrating
safety, effectiveness, cost effectiveness, reliability of
supply and so forth.

So, that's the kind of intelligence or scanning

or horizon-scanning function that's so inportant. It's
shared by others who will make technol ogy-rel ated
deci si ons.

There are nmechanisnms for on-going review. These
are in place. Some GPGs conduct on-going or perpetual
or rolling reviews of new technol ogies, as really part
of their regular contracting process, in addition to
review ng technol ogy as part of regular contracting
cycles of three to five years. They're often witten
into the contract's provisions or replacing or upgrading
the technologies in those contracts where a new nodel
appears, and other information appears that may want to
change the preference for a technol ogy.

So, these are really close-ended deals when it
cones to acconmmodati ng new technology. It was al so
interesting in that sone of the GPOs that we | ooked at,
as well as the hospitals, that information needs to be
and is shared anong the clinical review functions.
Certain separate functions related to review of clinical

practices and technol ogies are linked within these
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systens.

One of the nost interesting ones that | cane
across was one GPO has a clinical technol ogy service.
They're kind of the guys in the garage if you wll
| ooki ng under the hood that undertake repair,
mai nt enance and upgrade from any types of capital
equi pnent. They have a comruni cation capability with
ot her aspects of the clinical review process in that
or gani zati on.

To exchange informati on about how well do these
t hi ngs work in practice, what kind of feedback are we
getting? Are there any kinds of problens? This
f eedback group is inportant.

"Il break to the sixth. GPOs interestingly
enough can facilitate trials. | think there's nore
potential here for this than has been realized to date.
But the fact that you've got organi zations dealing with
many, many hospitals across many different product
i nes, and many suppliers, they're obviously interested
in the marketplace anong the innovators, the purchasers,
the clinicians, patients, payers even, to get rolling
clinical data about the effectiveness of these
technologies in the field.

In that sense, and to a small sense thus far,

GPCs are in a position to facilitate clinical trials.
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| nt eresti ng.

Now, just some quotations that | think help
sunmari ze sonme of the observations. There truly is an
inclination towards evidence-based evaluations. This is
not, you know, just a story by GPOs and health systens,
t hr oughout health care decision making. There is an
inclination towards evidence-based policy,
evi dence- based deci si on making that draws upon sonme of
the sanme technol ogy assessnent outfits and the sanme
information sources as everyone el se out there.

As one of our interviewees said, the GPCs are
not | ocking out newer cusp technol ogies. They eval uate
products on the merits, they do trade-offs of cost and
ef fecti veness and use best evidence.

So, this is not unique to GPOs and health
systens, but it's inportant to point out that in our
observation, GPOs and health systens are part of this
wave of evidence-based deci sion naking.

Much of the clinical review activity is devoted
to technol ogies that are recently FDA approved or whose
approval is inmnent. One fellow said that nostly we
see the break-through products of these clinical review
processes and he nentioned pulse oxinmetry as originally
| ooked at as a kind of comopdity, but if there's a new

feature in a device like that that makes it not just a
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commodity or not just a nme-too product, but potentially
a break-through, these are the kinds of things that
shoul d cone to the attention to the clinical review
processes.

Every single case that hits these clinica
review processes, with this GPOin particular, it
i nvol ves an extensive financial analysis. They used to
not be so rigorous about this, but they're getting nore
ri gorous, as are other decision nmakers in the field.
So, these require a focus in how they change care, pair
m x, programinpact. All these things need to be
wei ghed.

| amthrowing this final slide in as kind of
future considerations. What do we need to do here?
What should the field be thinking about as payers,
providers and others? What is the priority setting for
new t echnol ogi es?

It's tough to keep up with the new technol ogy
pi peline. GPGCs and others need to be able to | ook and
see what's conm ng over the horizon that's going to
require the attention of our decision makers. How do we
gather early and reliable informtion about these
technol ogies with which to make i nfornmed decisions?
Conti nued devel oping interdisciplinary expert processes,

the information retrieval filtering and interpretation
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function is a difficult one, difficult to perform on
your own.

It's good to hook up with others to try to do
this. The science and the art of weighing nultiple
inter-related inpacts, access, outcones, quality,
clinical practice, econom c considerations, these are
difficult considerations, and the clinical review
experts we talked to say this is one of the things that
they really struggle with and they want continued hel p
on to try to do their best to incorporate these nultiple
factors in these deci sions.

Then finally, ongoing incorporation of user
experience and ot her feedback. W saw evidence of this
anong sone of our interviewees and that is gathering
i nformati on about technol ogy effectiveness utility in
the field. Feeding it back to the clinical review
processes, and the decision naking to invite nore
informed future decisions. So there's kind of a
cybernetic feedback | oop there that should be used to
i nprove the processes over all.

| think finally I just want to nmention in
closing, since we did hear about the GAO study, Lew n
Group was al so asked to do a review of the GAO pil ot
study. | don't have tine to go to that right now If

you are interested in that, you can ask nme or | believe
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t hat HI GPA has copies of our study as well.

Wth that | wll close.

(Appl ause.)

MS. DeSANTI: Professor Lathanf

MR. LATHAM The panelists yesterday stayed
seated at the panel and | thought that getting to sit
m ght be a reward for not bringing PowerPoint. So, |l
try and collect on that.

From t he panelists you' ve seen so far, you m ght
not be aware that there's actually a | ot of controversy

about GPGCs. Everyone so far has been very optim stic

about the value of GPOs and what they add to the quality

chain and so on. It's my unfortunate duty to inject a
little bit of the dark side, but | do it fromny point
of view as an i ndependent, nonconsulting | aw professor
with special attention to the existing guidelines.

| know, by the way, that they aren't
"Gui delines," but when | say the word "CGui delines,"
just ask you all to inmagine or pretend that | said
"Statenment of Departnment of Justice and Federal Trade
Comm ssi on Enforcenent Policy.” |'mtalking about
specifically number 7 of those, the one that deals with
j oi nt purchasi ng arrangenents.

That statenent is -- well, it was being

devel oped about a decade ago, and it's actually quite
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optim stic about joint purchasing arrangenents. It
begins with a sweeping statenent, "Mst joint purchasing
arrangenents anong hospitals or other health care
providers do not raise antitrust concerns.” It repeats
things like this throughout, and its structured in a
way, it doesn't carve out safe harbors, it basically
announces that the sea is safe, and it carves out two
sort of danger harbors, if you |ike.

The two danger harbors are these: First, the
enf orcenent agencies say that they will be concerned if
GPO purchases account for nmore than 35 percent -- if a
given GPO s purchases account for nore than 35 percent
of total sales in a relevant market. Here they're
tal ki ng about sales from product vendors through the GPO
to the hospitals.

The concern there basically is with nonopsony
power. Are GPOs | arge enough to have nobnopsony power to
be able to drive down the prices of the goods they're
pur chasi ng on behalf of their hospital nembers to
subconpetitive levels? |If they are, the concern with
that would be that we m ght see some reduction in
producti on of those products, because of the
subconpetitive returns, we m ght also see reduction in
quality of those products as the vendors try to sell

products at subconpetitive prices.
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There's a fixed nunmber -- roughly -- of tongue
depressors and needles that the world needs and it may
be that the vendors depress quality if they can't reduce
nunbers of output. The other concern that the existing
statenent has is the possibility that conpetitors in the
same market will purchase so nmuch of their -- well, it
refers to 20 percent, an amount equal to 20 percent of
their revenues -- purchase so nmuch product through the

GPCs that that common purchasi ng between conpetitors

wi Il have a tendency to stabilize conpetitors' price
structures in a way that will facilitate price fixing.
Or perhaps even that GPOs will comuni cate between

conpetitors in the course of purchasing so nmuch of the
conpetitors' supplies that that will give rise to
anti conpetitive price fixing.

So, there are basically two unsafe harbors in
t he ot herw se pl easant sea of group purchasing on the
nodel in statenment 7, and these are the possibility of
nonopsony power and the possibility of stabilization of
cost structure across conpetitors.

Now et me turn to what sonme of the allegations
are now that you m ght have read about in the New York
Ti mes about anticonpetitive GPO affects, and | want to
see how well they fit with the existing concerns in

statenment 7. And | want to be agnostic. |'mdelivering
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t he bad news, but | haven't done an investigation into
these things. | want to be agnostic as to whether or
not these things are really going on, but I do want to
tell you what the allegations are, and | think that wll
tell us alittle bit about the adequacy of statenent 7
as a guide to analysis of these probl ens.

The allegations basically are that based on the
GAO findi ngs, that perhaps GPGs aren't dependably saving
noney for their hospital nenbers. One alleged reason
for this mght be that the GPOs are sharing market power
with some of the vendors, and that they are splitting
the difference, splitting nonopoly rents basically is
the allegation. Why can they do this?

The allegations go, howis it possible that they
could do this and that hospitals wouldn't sinply walk
away? Well, nechani sns involving exclusionary contracts
with MFNs, nmechanisnms involving rebates and di scounts
that are tied to bundles of goods, so if you try to go
outside the GPO to buy a single good, you | ose your
rebate on a | arge bundl e of goods, rebates and di scounts
that are tied to nmultiple years, so that if you walk
away from a product to buy a product you think is
superior outside the GPO, you lose nultiple years worth
of rebates. Discounts based on percentage of hospital

purchases rather than on the volune of purchases com ng
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out of given hospitals to confine market share.

In addition to this, there are related
al |l egations that although, for exanple, hospitals can
belong to multiple GPOs, the GPGOs may have contractual
provi sions tied and enforced to these rebates that say
that you can't purchase goods froma different GPO if
our GPO offers a good in that class, or say that you
can't purchase goods from outside the GPO wi thout | osing
rebates across nultiple products or nultiple years if we
offer a good in this class.

Agai n, |'m agnostic about whether these things
are really happening. You can read allegations from
different parties that these things are there. In
particul ar, there have been sonme snmall device
manuf acturers who are all eging that these exclusionary
contracting practices are preventing them from breaking
into the GPO contracts. They're saying they can't
afford the adm nistrative fees to break in, they're
sayi ng that these exclusive contracts enforced by these
mechani sms |'ve descri bed are keeping them out, and
we' ve even heard at the Senate subcommittee hearings on
this froma venture capitalist who said that venture
capital is not going to flow to new device manufacturers
because of the fear that these device manufacturers

won't be able to break into the GPOs because of the
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excl usi onary contract practices.

How does this set of allegations, whether true
or not, fit with the concerns of the existing statenment
7? And the answer is they don't fit at all. Because
none of these allegations are predicated on the idea
that there is market power causing subconpetitive
pricing, and none of these are based on the idea of cost
st andar di zati on anong conpetitors.

So, the existing guidelines really have nothing
to say to the existing sets of allegations. And | am
very interested fromthe just the | aw professor
t heoretical point of view, very interested in urging the
FTC to revisit the structure of the guidelines so at
| east there's something in there with which to address
t hese kinds of allegations and these practices.

To do that, there m ght be a need to find a few
facts. Like, for exanple, what are the market shares of
the GPOs? The figures we've seen today from every
speaker and the figures that even fromthe GAO are about
mar ket shares, what percentage of the hospitals do GPGs
have or what percentage of hospital spends do GPOs
account for, but the market share that the safe
harbors are worried about are what percentage of given
devi ces are t he GPOs purchasi ng, whichis aconpletely different

questi on.
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What kinds of contract provisions really are out
there? Are these allegations about tying discounts to
bundl ed goods and tying them over years, are these
false? Are they true? What kinds of conpetitive
justifications are there for the contractual provisions
that are out there? What kinds of possible
anticonpetitive effects m ght provisions have in the
al l eged provisions are out there? Are there exclusivity
provi sions? Are there adequate provisions about
di scl osure?

One interesting feature about the whole GPO
mar ket as we heard fromthe GAO earlier is that these
are purchasing agents for hospitals, but they're funded
by adm nistrative fees fromthe device nmakers. They're
not -- in other words, there's a principal/agent
rel ati onship, but the agent is not being paid by the
principal here. W need to see whether such
excl usi onary provisions as there m ght be make adequate
reference to the principal/agent relationship and al so
fit well with conpetitive concerns.

Are there limts to econonm es of scale here?
One way of interpreting the GAO data is that -- and the
i dea that |arger groups break free fromjoint purchasing
or group purchasing organizations is that at sone point,

you just don't get to save a | ot of noney beyond grow ng
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to a certain size, and yet we see a couple of the |arger
GP0Cs that together have 60 percent or so of the hospital
mar ket around the country, they have grown beyond the
limts of econom es of scale here. That's a fact that
econom cs folks at the FTC m ght | ook into.

s there real cost savings here? Are there
nonprice benefits such as technol ogy review that are
real here on the plus side for the GPGCs? Are there
gains to be had from standardi zation? |f the GPOs are
accounting for a great deal of purchasing, we know from
the Institute of Medicine error report that
st andar di zati on of devices is actually healthy and good
in terms of quality for patients.

s it good to have that kind of standardization
across entire regions? |Is it enough to have that kind
of standardi zation one hospital or one hospital system
at a tinme? That's a set of questions that needs to be
addressed, and you could imgine it comng out in either
direction fromthe GPOs' point of view

VWhat about effects of GPO contracting practices
on prices not to those hospitals who are working with
the GPOs but to the hospitals outside of the GPOs?
There have been sone allegations that what happens is
t hat manufacturers cut their prices to the hospitals

t hrough the GPO, but then raise their prices on the
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outside. The sane kind of effect that we heard about
yesterday in conclusion with MFNs in the pharnmaceuti cal
i ndustry.

So, lots of facts that the FTC could | ook into
here. And | think it's sort of also theoretically
exciting fromthe point of view of having a chance here
to look into insights fromganme theory and industri al
organi zation theory about conpetition in highly concentrated
mar kets in developing a new set of guidelines that could
address this new set of allegations. Whether or not the
all egations are true, we need sonething nore fromthe
FTC about how to think about the kinds of problenms the
al l egations are rai sing.

Thank you.

MS. DeSANTI: Thank you very nuch

(Appl ause.)

MS. DeSANTI: M. Hol den?

MR. HOLDEN:. If | could just give a little
caveat here, this is fromone of ny coll eagues today, |
am not a lawer, | amnot an econoni st, basically
someone that worked on the Hill and canme into this
issue, into this area about a year ago and was actually
quite surprised to find that all of these issues that
are being discussed today are quite real, and | would

say that NMDMA, Medical Device Manufacturers, we
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represent hundreds of small to nmediumsized nmedical
devi ce conpanies that are in the marketplace trying to
get their products to market, trying to change people's
lives.

As my col |l eague there just nentioned, someone in
the mnority today, I"'mhere to tell you that there is a
maj or problem This isn't a small problem And the
costs of health care, the rising costs of health care
are directly related to what we're seeing in the
mar ket pl ace.

| m ght be the mnority here today tal king about
the problem but we have Senators Kohl and Dew ne, who
had the courage to have a hearing to bring sone light to
this problem W have the Federal Trade Comm ssion
that's reviewing this obviously. The O fice of
| nspector General has sent subpoenas to several of the
GPCs involved. The New York Tinmes has run a nultipart
series. Oher industry trade groups besi des MDVA. |
know ADVAMET is looking into this issue as well. Trade
magazi nes have been witing about it. Antitrust experts
around the country, you have heard from sone fromthe
Lewin Group. Oher experts have | ooked at this issue as
well. And now the GPGOs thensel ves.

We heard for several years prior to the hearings

in the Senate that there were no problens. That GPGs
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were representing nonprofit hospitals and everything is
hunky-dorey. Even in the hearings thenselves, we heard
quite a bit about the good nature of the GPOs and how
they're here to save the world. Now we're starting to
see the GPOs cone around the corner and agree that they
have been involved in sonme contracting practices that
are harm ng industry and harm ng patient care, and we're
seei ng that through the codes of conduct that they're
now starting to develop in both Prem er and Novati on,
the primary players here that 1'll talk about today have
put forward codes of conduct of how they're going to do
business in the future that will create a better
envi ronnent .

As a note to those codes of conduct, HI GPA al so
has a code of conduct nore of an industry-wi de. They're
a good start, but we've got a |long way to go with those.

The bottomline is what you have in the
contracting processes, and again, |'mgoing to speak
today nore specifically what is happening to conpanies
that | know about in the nmarketplace. You have sole
sourci ng agreenents, 95 percent conpliance. Sonme of
t hem are 100 percent conpliance. You have bundling of
products that are unrel ated.

"1l just give you an exanple here. The

spectrum opportunity program at Novati on bundl es
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adhesi ve drapes, tapes, dressings, sterility products,
bl ades, sutures, gloves, these are all bundl ed together
into one contract, and I'll point out how that can
actually have a detrinental effects in a nonent.

Excl usi onary pricing has already been nenti oned.
Rat her than the volunme of products that you buy wll,
you know, get you a better price, it's done on
percentage. As long as you stay within a conpliance
percentage within that contracting group, then you get
your bonus, you get your check at the end of the nonth,
but it's not on how nuch you buy.

Vendor fees, GPOs have tal ked about their vendor
fees being below the three percent ratio. That's true
only to the extent that if you only count adm nistrative
fees, what they consider admnistrative fees, and if you
| ook into the fee structure that's going fromvendors to
the GPOs far exceeds three percent in many timnes.

And the price controls. W have conpani es that
have actually gotten contracts with the GPOs and they
have been told to basically increase their prices nmaking
them | ess marketable to within the structure of the
agreenent .

| " mgoing to detail a couple of conpanies and
' mgoing to kind of go fast here, because we've got

several that | want to tal k about. Masi no i s sonewhat
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of a poster child fromthe Senate hearings and al so from
our association, but you had a conpany that had 50

i ndependent studies. W heard earlier today about the
effective use and these clinical groups that are going
to eval uate products.

Masimo is a conmpany that had a new product, they

had 50 i ndependent -- independent, not paid-for-by-
Masi mo studies -- saying that their product was
superior. They actually had, I will show you a slide in

a mnute, they had a | ower price than the incunbent
vendor, and they failed to get on contract.

So, at sonme point within this framework, you
have to start asking yourself if we have clinical groups
and we have pricing and other issues to | ook at as far
as how do you evaluate a product. If you have the
superior product and you have a superior price and you
can't get on contract, that begs a few questions.

Bundling is really where we're seeing the major
probl em here. | nentioned sone of these products before
that are bundled together. |In Masinmp's exanple, if a
hospital purchases a Masino product, it not only | oses
their structure within the spectrum opportunity or their
pricing structure, they nmay have to repay savings from
previ ous years up to five previous years back to the

GPO.
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So, you have a structure that's not only a
bundl e, but there's a penalty for changi ng products that
can actually travel years back. |In Masinm's case, |
think at the end of the day you have to | ook at pricing,
which is the GPOs role is to save noney, bring the best
products at the best price to the market. That market
shoul d be free and open. It should be an open
mar ket pl ace. |If you have a marketpl ace where with
non- GPO hospitals you win al nost every tinme, you have
t he superior product at the best price, but within the
GPO realm you can't seemto get a contract, and your
conpetitor is nore expensive, again, | think it begs
guesti ons.

This is a specific exanple. Masino had a bid,
they were the | owest price. They have 50 i ndependent
studies, including the Internal Clinician G oup thought
Masi no' s product was better, and what happened was, Tyco
Nell cor offered to give basically a rebate on sensors
back to Novation for every tinme the hospital bought a
sensor. Meaning about $6 mllion per year back to
Novati on. So, Tyco got the contract.

Agai n, | have gone through some of these things.
In this particular product, you have 12 unrel ated
products bundled. N nety-five percent conpliance rate.

| will caveat that only with Ethicon's endonechani cal
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products, they are within that bundl e at 85 percent.

Again, if you go outside of the -- if you're not
conpliant at 95 percent, you not only |lose your pricing
fromthat year, but you have to repay pricing from
previ ous years.

| am going to nention G bbons Surgical as a
second conpany today. And we have Mary G bbons here
from G bbons Surgical here, if anybody like to speak to
her after. She can tell you about what it's |ike being
in the trenches trying to get on contract.

Specifically, Trocar is an access device for
mnimally invasive surgeries. G bbons is on contract,
but they are not within the opportunity bundle. Ethicon
is the J& product. G bbons Surgical product, as Mary
would readily tell you, it's not the Cadillac, it's the
product that gets it done every day, and it's a
wel | -respected product in the industry. |It's a product
that can offer 40 to 70 percent savings over the J&J
product, depending on the contract, and because it's
not in the bundle, because it's not in that conpliance
ratio, they're having a hard time getting that business,
even though they're on contract.

Again, if the hospitals are not conpliant, they
| ose the past year's rebates. And | think the results

here are very inportant to note.
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Over the last ten years, | don't know if it was
100, | haven't been in this field for ten years, but you
had a nultitude of Trocar manufacturers. Today you have
ten. In Masimp's exanple, | believe there were over 20
oxi meter makers in the United States ten years ago.
Today there are two or three.

So, what you are seeing is exactly what sone of
the professors and the analytical mnds are talking
about, is there market pressure fromtheir contracting
practice that are changing the market? W thout
guesti on.

Retractabl e Technol ogies, |I'mgoing to go
through fairly quickly. Retractable Technol ogi es makes
a safety needle. They had a hard time getting onto
contract again, got on the contract through a
subcontractor, not on the bundle, not able to get
mar ket share beyond a certain percentage. And that
is a perfect exanple.

Bapti st Health Systems, San Antonio, if they buy
even one box of Retractable Technol ogi es products, they
will |ose $300,000 in rebates. So, is it voluntary to
join a GPO? |Is it voluntary to join the Spectrum
progranf? Yes and no. |If you need sutures, J&J, they
control over 90 percent of the marketplace. |If you need

syringes, Beckton Di ckinson controls over 90 percent of
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t he marketplace. That's the Spectrum bundl e.

So, if you're a hospital and you need any
average commodity product, you are probably going to get
into a Spectrum bundle. The price you are going to pay
is any price down the Iine and you are going to have to
stay within that conpliance ratio or you are going to
have to repay the noney saved.

Utah Medical, | amgoing to go fairly quickly
because | am running out of time. Utah Medical provides
a device that you put in the uterus during pregnancy and
during birth that neasures the pressure of the wonb.
They were the first conpany in the marketplace, they had
a superior product. Prem er did not believe that they
were a big enough conpany to actually contract with
them They wanted to go with a Tyco subsidi ary because
t hey could bundl e other Tyco products.

Prem er contracted with Tyco in '97, without
bi ddi ng, and you can see what happened to Utah
Medical's -- Utah Medical was the |eader in the
mar ket pl ace. They had the nunber one device. You can
see what happened to their marketplace after Prem er set
up a '97 bid without contract or contract wthout
bi ddi ng.

| think what | am hoping that you pull from ny

part of the presentation is that we can tal k about the
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general sense of the |law and we can tal k about the
general sense in the spirit of what happened in '97,
but what we need to |ook at is the marketpl ace and who's
being affected by this. Eventually it's the patients
who are affected. Again, |I think sonme of these
anticonpetitive effects we've already discussed. At the
end of the day, what you have to | ook at, there are
f ewer conpani es com ng out with new products, fewer
i nnovati ons, and the conpanies right now, the ability of
a conpany to start out, create a device, and go to the
mar ket pl ace is severely hanpered by GPGs' long-term
soneti mes seven-year contracts with primarily the top 20
manuf acturers of nedical devices in this country.

And two nore slides here. Basically, again,
t hey have becone gat ekeepers for access to these
hospitals. The bottomline is, at the end of the day,
if you have Tyco, Beckton Di ckinson, J& who contro
over 90 percent of these markets and they are bundl ed
together with other products, then it makes it very
difficult for conpanies to get into this marketplace.

| will just leave this up here for a second. |If
anyone wants a copy of this presentation, they can
contact any of these folks.

(Appl ause.)

MS. DeSANTI: M. Betz?
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MR. BETZ: As the | ast speaker on today's panel,
| feel alittle bit like my old friend Bob Merkle, right
before he went up for his fifth wedding. | asked him
how he felt, he paused and | ooked at ne and he said,
"Robert, he said I know what's expected of nme, | just
don't know how to make it new. "

But | would like to visit with you today, we
will cover some of the points that nmy esteened panel has
made.

That was a picture of ny grandfather.

VWhat | would like to visit with you about is
briefly talk with you about an overview of our industry,
t he savings that we contribute to health care
organi zations today. | want to nmention the code of
conduct our industry has developed, | would like to
touch briefly and follow up Ms. Bailey's coments about
our views on the GAO report and then talk with you about
what we are doing to add to the body of know edge
t hrough an industry assessnent.

We are the purchase agents for the buying
cooperatives for hospitals and other health care
providers. Most group purchasing organi zations in this
country are owned by hospitals, all are ultimtely
responsi ble to hospitals. The FTC, | believe, was

created in 1914, four years before that, the first group
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pur chasi ng organi zati on was established in New York
City.

What do we do? We aggregate buying power to
negoti ate di scounts, we survey the marketplace for
clinically desirable products, we negotiate and
adm ni ster contracts on behalf of hospitals, we |ower
hospital s' operating costs, we stream ine the purchasing
process, and we pronote safety and quality of care.

Sel | er-based fees and buyi ng cooperatives are
wi dely accepted conpetitive business nodels in many
i ndustries. | would call to your attention they exist
in agriculture, real estate, insurance, and are used
extensively by the United States Governnent.

Groups typically return fees in excess of
expenses to the hospital nmenmbers. In 1986, Congress
sanctioned the GPO nodel for health care prograns by
exenpting supplier-paid adm nistrative fees from
Medi care and Medi caid anti ki ckback statutes. In 1991,
adding to the statutory exenption, the safe harbor
regul ation requiring disclosure to nenbers of the vendor
fees paid to GPOs was added, but it allows conpetition
to determ ne the |level of those fees.

Let nme talk with you about -- you heard, |
bel i eve, yesterday, fromthe Anmerican Hospita

Associ ation and from sonme of the earlier speakers about
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the plight of hospitals today. One-third of hospitals
in America have negative operating margins. Falling
Medi care rei mbursenents continues to put a financi al
burden on hospitals. G oup purchasi ng organizations
busi ness nodels of seller fees saves hospitals mllions
of dollars in adm nistrative costs. The average savi ngs
that we return to hospitals are 10 to 15 percent on
supply costs. W pronote efficiencies in negotiating
and adm ni stering contracts for buyers and sellers. W
all ow hospitals to allocate nore resources to patient
care and nost inportantly to the uninsured in this
country.

What are the conpetitive inpacts of group
pur chasi ng organi zations? They are fierce conpetitors.
On average, hospitals belong to two or four groups.
Groups would prefer that they only belong to just one
group, but the reality is hospitals belong to nore than
just one. Hospitals can also buy from suppliers.
Barriers to entries for groups are low. Two of the
| argest GPOs are recently new entrants to the
mar ket pl ace. | got a phone call froma group out in
California who is getting ready to start a group
pur chasi ng organi zati on and asked nme for the
registration materials that | should send to them for

t hat purpose. | told themthere weren't any.
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GPCs discl ose vendor fees to hospitals. The
conpetitive inmpact of GPOs. No GPO today has a market
share larger than 15 percent. Now, those aren't ny
wor ds, Professor Herbert Hovenkanp, an esteened
antitrust scholar at the University of lowa did a study
and determ ned that no one GPO has a market share | arger
t han 15 percent, and only two have market shares exceeding
10 percent. GPOs incentives to hospitals to buy under GPO
contracts are indeed proconpetitive. | would refer to
Prof essor Hovenkanp's study that is included in the
submtted witten testimony that was avail able at the
begi nni ng.
The i nportance of group purchasing
organi zations. Mise & Associates, which are former CBO
anal ysts, are getting ready to release a study that we
conm ssioned fromthemin the next ten days, a one percentage
poi nt decline they have found in the rate of GPO savings
in a one-year period only. | know we in Washi ngton talk
about five-year inpact, so you can do the math on this,
if you wish, but in a one year, you' re | ooking at total
public and private expenditures for health care and
supplies of $1.9 billion to $2.34 billion in one year only.
For a one percentage point decline in the rate

of GPO savings, it would increase federal health care
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expenditures in one year by $886 mllion, increase
spendi ng by state and | ocal governnents by at | east $249
mllion. A one percentage point decline in the rate of
GPO savi ngs woul d i ncrease Medi care and Medi cai d
spending by $1 billion annually. Veterans Affairs woul d
face an additional cal endar year expenditure of at | east
$61 mllion.

Qur code of conduct. There have been recent
concerns expressed regardi ng the business rel ationships
bet ween group purchasi ng organi zati ons and vendors that
poi nted out the need for us to tell a better story, to
reassure the public that the industry does and w ||
continue to practice the highest ethical standards.

Qur code focused on several areas. And again,
this is included in your witten materials. Elimnating
t he appearance of conflicts of interest, ensuring open
conmuni cation between menbers and vendors, establishing
gui delines for the use of contracting tools. In
addition, reinforcing full disclosure to nenbers of al
vendor paynents that are received, establishing a
reporting and education prograns, including surveys,
that quantify the value of a group purchasing
organi zations, and then finally denonstrating the val ue
of our cost savings.

Qur code of conduct is a baseline for the
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i ndustry. We believe it is a historic docunent, the
first time that the health care supply chain has ever
conme together in such a fashion. It is nowin the

i npl enent ati on phase. We are looking for a full rollout
in January.

| ndi vi dual group purchasing organi zati ons are
novi ng ahead adding their own principles to the GPO
basel i ne busi ness practices.

| want to say a word just about our friends over
at the General Accounting Ofice. GAO is conducting a
new study of the industry. | think Ms. Bailey's
coments earlier today about their first study being
limted is indeed correct. They were under a difficult
timeline and under difficult circunmstances in doing
this. W are |ooking forward to working with the GAO as
t hey conduct a nore conprehensive study.

This study, | believe, we're contributing
information and working with the GAO staff hopefully in
structuring sone of the nethodology for themto utilize.
This new report, we understand, fromthe GAO, and you
may ask themif you wi sh, but we understand the study
will be available some time in 2003.

Qur industry assessnent. We have conm ssi oned
two renowned and i ndependent health care research forns

to assess the industry. That is Muse & Associ ates and
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also the Lewin G oup, as nentioned by Cliff Goodman
earlier. HI GPA has comm ssi oned a study that has
concluded that GPOs facilitate significant expert
clinical input into group purchasing decisions. Again,
that study is available to you as well.

This is my forecast: | believe that groups are
going to continue to attract interest from many sectors
in the governnent, but we believe that the end game w ||
be a re-affirmng of our fundanental value that we
provi de which we believe are the best products at the
best price for the patients that we ultimtely serve.

In closing, | just would call your attention,
don't know how many of you are readers of U S. News and
Worl d Report, they cone out every year with a listing of
the 100 best hospitals in the country. |If you get an
opportunity to look at it some time, | would urge you
to. | knowthat |I find it interesting that everyone of
t hose 100 hospitals belongs to and is an active
participant in a group purchasing organi zati on.

Thank you all very nuch.

(Appl ause.)

MS. DeSANTI: Thank you all. W've covered a
| ot of ground here, and we're going to try to have sone
di scussion. | think first we would like to take a step

back and take a broader | ook at the issues.
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Matt hew, do you want to start?

MR. BYE: We've been mainly discussing short-run
inplications here and | would like to switch to the |ong
run. What | aminterested in hearing about is market
structure innovation and the effect that GPOs may have
on these.

MS. DeSANTI: When you want to respond, could
you just turn your nane tent up on end like that. Ckay,
anot her denmonstration, 1'll do it again

Yes, Cliff?

MR. GOODMAN: Yes, an inportant question. Are
GPGCs in the long run a factor in technol ogi cal
i nnovati on? Yes. However, before we leap to GPGCs,
let's ook to other factors that I think in my opinion
have a greater influence on innovation today and in the
future. That is the technology market is a very tough
one, and it needs to be.

Before we even consider the role of GPOs, it's
t ough enough to get proof of concept. It's tough enough
if you're a device, drug or biotech, to get approval
fromthe world' s toughest regul ati on agency, the Food &
Drug Adm nistration. It's tough enough if you' ve nade
it that far to show that you're going to get third party
paynment fromthe world's |largest third party payer

Medi car e. Aside from not tens, not hundreds, but

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

114
per haps thousands of third party payers.

If you' ve got the stuff to get you that far,
then | think GPOs do start to enter the picture. But I
think that sone of the concerns we've heard about today
insofar as how hard it is to get noticed, how hard it is
to get into a supply channel, how hard it is to get |
li ke to say published, have a |lot nore to do with those
earlier very high hurdles than the group purchasing
function.

A lot of the kind of conpanies, especially the
smal | er ones that seemto be having a difficult time, in
my opinion, aren't having such a difficult tine due to
GPCs, they're having nore difficult tinme due to these
other factors in the health care marketpl ace, and those
are the things driving consolidation in the technol ogy
mar ket pl ace.

MS. DeSANTI: Let me throwinto this, in the
hearing that was held by the Senate Subcommttee on
Antitrust, there was a venture capitalist who spoke who
claimed that venture capitalists would be nore rel uctant
to fund innovative products or research such as biotech
because of concerns about whether you can make your way
into GPO purchasing. | just want to make sure that we
get responses to that as well.

MR. GOODMAN: Yes, and let me add, the VCs are
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very smart about this. It used to be the VCs -- the VCs
follow the same nodel | recently just did. You aren't
going to get upfront support w thout some prom se of
proof of concept. Then they start saying, well, how do
you | ook for FDA approval, what's your glide path for
that? The smart ones over the past several years are
sayi ng great, FDA approval, can you show ne that there's
going to be a payer market out there for you? And yes,
the GPO issue is comng up, but | see it as com ng
subsequent to these other larger hurdles.

MS. DeSANTI: Professor Burns?

MR. BURNS: Yeah, a different set of issues with
regard to market structure. It's ny inmpression from
havi ng studied the GPOs over the last few years that the
| argest GPOs have actually reached the antitrust limts
in ternms of how big they can be, in terns of the nunber
of hospitals. |If you |look at Novation and Preni er,
they're not really adding nore nenbers these days,
they've pretty nuch hit the 30, 35 percent cap that was
stated in the FTC and Departnment of Justice guidelines.
They're actually looking to grow in other ways.

So if you're to | ook down road, long-term in
terms of the market structure, they wouldn't necessarily
change in terns of the nunber of hospitals that bel ong

to them what they would like to do is increase the
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percentage of the clinical preference itens spending
that those hospitals do, and grow their contract
adm ni stration fees in those areas. | think in the |ong
run that is going to be a tough road for the GPOs to go
down. Mainly because they' re dealing with a group of
buyers, nanely physicians, that are very difficult to
i nfluence and control. Hospital executives have never
figured this out, I don't see how GPOs are ever going to
figure this out.

So in the long run | see the GPOs as trying to
fight this raging battle over what else can we do
besi des negotiate these |ower prices with manufacturers
and try to add value for our nmenbers and grow our
revenues. | just see them having a tough job doing it.
And at the sanme tinme, faced with growi ng conpetition
fromthe integrated delivery networks here to my right
that think they can do a better job of it, it remains to
be seen whet her integrated delivery networks can do a
better job of working with their physicians.

|"mtotally unconvinced of that, but | think
that's the battle you' re going to see over the |onger
run. But | don't see this industry getting nore
concentrated than it is, and in fact in nmy remarks |
sort of suggested that it's not that concentrated at

al |
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froma purely market structure point of
s a fairly conpetitive industry. Now, sone
, you know, issues raised here deal wth
than strict market structure.

DeSANTI: And let nme ask you, just as |ong

as | have you, fromyour research, are you at all aware

of the extent to which bundling and ot her excl usionary

types of contracts are preval ent anong GPOs these days?

MR.

BURNS: Yes, we actually studied bundling

froma nunber of different perspectives. Not only the

GPCs' perspective, but also the manufacturers who are

trying to bundle these products and use them as well as

fromthe hospitals and purchasing bundles. Bundling is

not a clear-
not hi ng bett

to buy them

cut issue. The manufacturers would | ove

er than to bundl e products and get hospitals

However, when those bundl ed packages i ncl ude

items that are high in clinical preferences, and you

have a nunber of different physicians on staff who have

di fferent pr
Thi s happens
fl oor, when
preferences
suit them

So,

ef erences, product bundling breaks down.
at themcrolevel inthe hospital, at the clinical
mul ti pl e physicians have different

and you can't get one bundl ed package to

bundling is one of those things that GPOs
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and manufacturers would |ike to do, but here again it's
resisted at the mcro I evel when clinicians are ordering
and using these products. |'mnot convinced that that's
a good |long-term strategy either, and | think you have
heard some of the other panelists say here, that's a
road that's been already travel ed and they are going to
| ook el sewhere.

MS. DeSANTI: M. Cark?

MR. CLARK: | would like to just reinforce what
Lawt on just said regarding the introduction of new
manuf acturers and technol ogy into our system CQur
experience is a bottomup process, and no GPO
unfortunately no hospital adm nistrator can contro
who's visiting with our physicians about which product
or which technol ogy.

Those things continually get exposure, and nmany
of the contracts that we currently operate under in our
group purchasing organi zation result fromstrongly
expressed clinical preference working its way up through
our process. W don't have GPO bundl ed agreenents that
drive anything. We're not penalized in terms of fees or
anything for what we m ght purchase either on or off
contract.

No one determ nes what the clinical criteria,

the quality criteria for products or services wll be,
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t hose are determ ned by our clinical staff at the mcro
| evel, as was set, and that works its way up, and that
det er m nes what we purchase.

| m ght add that, you know, Masinp was
menti oned. Our group purchasing organi zati on was the
first, | believe, to contract with Masino, and we have
an active process of |ooking at new technol ogy in our
system and t hrough our GPO

MS. DeSANTI: Professor Lathanf?

VMR. LATHAM | feel like Orson Bean here. I
woul d like to take your question and use it to -- of
course | would -- to reinforce what | said earlier

MS. DeSANTI: O course.

MR. LATHAM  \Which Commi ssioner Riley gave a
speech in which she tal ked about the FTC' s turning to
address short-term versus |ong-term consi derati ons,
guestions about short-term pricing benefits to be
bal anced agai nst questions of |longer term benefits from
i nnovati on.

We've heard a | ot today about the plight of
hospital s and what the good things that GPOs do for
hospitals that are in this difficult financial
situation, and that m ght be in tension with questions
about the effects of innovation on the hospitals but

more inportantly on their patients long into the future.
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So, again, rather than trying to answer the
concrete question about whether there's that tension
right now, | do get the sense sitting here that, you
know, we live in the post-nmodern world where the nunber
of different market shares for GPOs that have been
announced by various nenbers of the panel were just
wild.

So, | amnot qualified to have an opinion on
whi ch of these things is true, but I do urge the FTC to
start thinking about whether the guidelines in this area
are taking account. For exanple, there's nothing in the
statenment on group purchasing that has anything to do
with injuries to innovation over the long-term The
statenment is designed only to address short-term price
equi libriumtypes of problenms. The econonm cs world has
nmoved past that and the GPO world has noved past it in
terns of industry concentration in GPOs and industry
concentration in device manufacturer.

So, back to you.

MS. DeSANTI: Thank you.

M . Hol den?

MR. HOLDEN: Short-termlong-term | think
w t hout question as Ves Weat herman [ phonetic] said
during the hearing, there is an inpact to the venture

capital community providing funds for young conpanies if
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they believe that they' re not going to get through the
GPO. The FDA, | think it's a telling statenent that one
of the nost burdensone federal agencies, the FDA, is
just one of the factors along with GPGs that venture
capitalists look at to determ ne whether they're going
to fund a conpany.

So, | think that's a telling statenent. The
i ssue down fromthe other end of the table, are all GPGs
bad? No. Are even Prem er and Novation, you know, do
they provide a value? | think they do. The question
becones, is that standardization? |If it's across the
country, is that going to harminnovation and is that
going to in the long-term bring about market effects
where you see ten pul se oxi neter conpani es over a
ten-year period, they say there's three, we believe
there are probably two today. You have Tyco Nell cor and
you have Masino are primarily the vendors and there are
a couple of other snmaller ones.

So, you are | ooking at nmarket forces here that
are truly affecting the long-term \Wether or not
there's conpetition in the marketplace, and we believe
that a large portion of this is being caused by
primarily these bundling and exclusionary contracting.

MS. DeSANTI: M. Manley?

MR. MANLEY: Just to add to the comments that
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were already here in what Lawton said. | think
technology is alive and well especially in the
i nnovati on mar ket pl ace, because technology is a patient/
physi ci an process. And only patients and physici ans
work with that process.

It's difficult to manage across six hospitals
and get a technol ogy standardi zation to believe that a
GPO is going to be able to sell stents from Dall as and
convince sonebody in Norfolk that that is the product to
buy just doesn't exist. Technology today is a
relationship that's basically a peer pressure between
physi ci ans and the skilled sets, of course, of the idea
is to be able to develop a mechanismto work with the
physi ci ans and standardi ze them But the technol ogy as
a GPO given the knowl edge that is standard in this
i ndustry today.

MS. DeSANTI: Thank you.

Prof essor Latham we take your points about the
guidelines. | think it's certainly true, and I'll add
this just so the audi ence has the benefit of sone
thinking fromthe FTC. The guidelines were devel oped in
1993. The first time that innovation theories and
t heori es about innovation and conpetition showed up in
ot her guidelines was in 1995 with the intell ectual

property guidelines.
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These are theories that the agency has been
devel opi ng over the past several years. Certainly no
investigation in any area i s necessarily constrained by
exi sting guidelines in terns of if there are further
devel opments. Those wi |l always be assessed.
Excl usi onary stories are ones that have been difficult
to articulate in guidelines because of conceptual
differences and different types of fact patterns, but
certainly they do exist in antitrust.

I f you | ook at sonme of our cases, they are ones
that are used fromtime to time, and guidelines are very
costly effort for the agencies, but it's certainly true,
and you're making a fair point, that the anticonpetitive
stories that are currently covered by statenment 7 don't
include the types of stories that we're hearing about
today, and that's a very inportant point. | just wanted
to add the other points about how the agencies tend to
approach things.

| would like to ask one ot her basic point and
maybe, M. Betz, you could respond and |I'm sure others
will have insights into this as well: |'m wonderi ng
about how the basic structure that presunes that
adm nistrative fees are comng fromthe vendors rather
than fromthe hospitals, how that was determned. |It's

certainly true, the point that you made in your
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presentation was that seller-based fees are a common
phenonenon, and that's certainly true. They can al so be
controversial, and since I'mworking on a study on
slotting all owances now, | can tell you that in the
retail industry, they are sonetinmes controversial, and
they raise the same kinds of issues in terns of possible
excl usion stories.

" mjust wondering, if it's the case that
adm ni strative fees are basically based on fees fromthe
vendors, presumably they are giving you discounts
t hrough those fees, in essence they can give you a
di scount or they can pay you a fee. Wiy is the nodel
that you get fees fromthe vendors rather than sinply
getting the largest discount that the vendor would give
you and then relying on the hospitals to take sone
portion of that fee to pay the adm nistrative cost of
the GPO? What are the advantages of a seller-based fee
nodel ?

MR. BETZ: First of all, seller-based fees
exist, as | nmentioned in ny comment, in other
i ndustries. And | would again enphasize that it is
utilized by the federal governnent, the Departnent of
Def ense, the Veterans Adm nistration, what's the other
one? General Services Adm nistration. | would say to

you that these fees -- first of all, group purchasing
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organi zations historically back 32 years ago when |
first got into health care, group purchasing
organi zations were of two types: Those that were
supported by fees generated fromthe hospitals and those
of adm nistrative fees. Dues-based organi zations as
opposed to adm nistrative fees-based organi zati ons.

Hospital s and the continuing chall enges that
t hey have had have | ooked for ways over the years
t hrough shared services activities and through group
pur chasi ng organi zations to reduce adm nistrative costs.
Particularly in the seventies and eighties, group
pur chasi ng organi zati ons noved towards fees with the
work that was done with the exception of predom nantly
the industry shifted over to support of adm nistrative
f ees.

These fees are a burden that is taken fromthe
backs of the hospitals for the activities that groups
provide and | think provide well. W've talked a | oot
about price, but there are other considerations that go
into the equation of what groups provide for these fees.
There are overhead cost avoi dance issues of personnel.
| believe Eugene Sneller [phonetic] out at the
Uni versity of Arizona estimted that it would cost
hospital s on average across the country $353,000 a piece

to replace the function that the group purchasing
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organi zati on provides for their organizations.

Al so, they provide rebates and distribution of
the fees back to the individual hospital. Sone of those
fees are used for the unconpensated care issues and to
provi de greater services. Finally, for those fees, they
are providing quality, safety and standardi zati on.

So, | guess my response in summary to your
comment is that they do both. They provide a di scount
and they also provide an adm nistrative fee that offsets
t hose costs for the hospitals, and that's why hospitals
are so wildly supportive, we believe, of the function,
ei ther group purchasing activity or through | DNs.

MS. DeSANTI: Thank you.

M. Clark?

MR. CLARK: | guess from my perspective,
hospitals paying the fee either directly or indirectly,
but that three percent aggregated at the GPO | evel then
all ows that adm nistrative burden of tracking and
managi ng sal es vol une rebates, the whole nine yards, to
be handl ed in one place on a group |evel much nore
efficiently than if | had to be worryi ng about that and
every one of ny 22 hospitals and if every hospital had
to do on their own, then the burden of just the
adm ni strative burden of handling that process would be

very difficult. So, that's just another service that
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has been aggregated at the group |evel.

MS. DeSANTI : M . Hol den?

MR. HOLDEN: | think we can | ook at fees and
say, well, you know, aggregating purchasing into one
| ocation will certainly save hospitals and networks

noney. The question is should it be on the backs of the
vendors? And | think in an ideal world it would not be
or that fee would come from savings rather than the
selling of the actual product. But we're not living in
an ideal world and we understand in the whole spectrum
of the marketplace that hospitals are under very heavy
constraints trying to stay profitable or at |east break
even.

So, | think the concern with the fees are one,
where do they cone from and by them comng fromthe
actual sale of the product, a three percent fee on how
much product goes through the door versus the how nmuch
you save a hospital, | think that creates sone
di sincentive for GPOs to actually save nobney.

If on a contract you have conmpany A and you're
purchasing a mllion dollars worth, and conpany B can
actually bring that product, the sane product or
equi val ent product to the hospitals for | ess noney, the
GPO col l ects | ess noney, it collects less fees. That's

t he nature of the dynam cs.
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So, for these GPGs to give away noney by signing
contracts with vendors for |lower pricing is a
di sincentive to do it. So, there's sone concern with
that fee. Again, speaking to the nonlinear pricing,
t hese are not based on volune, they're based on
conpl i ance percentages, not on volunme. And | think
therein lies part of the problem

One final thought, while the GPGCs, the |arger
ones, you know, Novation and Prem er, do provide sone
very good services in consolidating, | think there's
sone concern. | mean, if you | ook at the financi al
incentives for sone of the md-|level and senior-|evel
managers at Prem er and Novation in the way they receive
their salaries. You know, these guys are naking a half
a mllion dollars a year to over a mllion dollars a
year to be executives in these organizations and yet the
primary purpose is to save the health care system noney.
| think we should be questioning that as well.

MS. DeSANTI: Professor Burns?

MR. BURNS: Yeah, let ne just follow up on what
Larry nentioned in an earlier conmment by Steve about
econom es of scale. The hospital industry has been
searching for the elusive econom es of scale for the
| ast 20 years, and that's why they fornmed hospital

systens, that's why they forned hospital networks,
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that's why they have these |arge integrated delivery
net wor ks, and alnost all of the econonetric evidence to
date points that those econom es of scale are limted
and achieved at a very early size. And we actually
published a review of this in Health Affairs two nonths
ago.

G ven that, hospitals are hard-pressed to find
econom es in other areas of scale, the one area where
they seemto have found it has been in the group
purchasi ng side, which is on the adm nistrative side
rather than the clinical side, where hospitals have
never been able to achieve any econom es.

So, group purchasing serves as the one tangible
area that I can point to where hospitals have achi eved
sone econom es of scale. Now, going to Larry's coment
about exerting it on the small device manufacturers,
hospitals, if you go back to ny slide on the health care
val ue chain, hospitals are squarely in the mddle of the
health care system On the one side, what we cal
downstream toward the customer, they are faced with very
| arge managed care organi zati ons whi ch have nuch bi gger
mar ket power and heft than they do, and the Federal
Gover nnent has all owed nmanaged care to be big in
contrast to hospital systens, which are a little bit

smaller. So hospitals can only push so nuch on managed
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care. That gane has pretty nmuch played itself out.

Now hospitals are using their GPOs, and acting
i ndependently as integrated delivery networks to push on
t he other side of the value chain, upstreamtoward the
manuf acturers and the distributors. This is a ganme that
everybody in the health care system plays, okay?

Unfortunately for the small manufacturers, when
everybody else is consolidating, you're at a relative
di sadvantage. But this is what has been taking place
t hroughout the entire health care system You | ook at
manuf acturers, you |ook at distributors, you | ook at
hospitals, you | ook at physician groups, you | ook at
managed care organi zations, you | ook at enployers who
are form ng purchasing coalitions, everybody has gotten
big to push back on peopl e upstream and downstreamto
get the best rates they can. This is just the way our
system works. Smaller manufacturers are at potentially
a di sadvantage at that.

Now, the one thing | would say is that on the
product manufacturing side, we have the nost innovative
set of product conpanies in the world, probably fuel ed
by our reinbursenment system but | don't see any
dimnution in the innovativeness in the nmedical device
and technol ogy sector, a | ot of those firnms form

devel op and proceed and then get bought up by the | arger
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manuf acturers. That clearly exists, but I don't see
i nnovati on having been inpeded in some portion of the
medi cal device sector.

| think everybody ought to recognize here that
everybody is playing this game of scale up and get big
and push upstream and downstream on all your trading
partners to try to nmuscle them There's no cooperation,
there's no partnership here, this is just straight
conpetition using size. Hospitals have been prevented
fromdoing this efficiently because there are no
econom es of scale in large hospital systens on the
clinical side. So, they're using whatever econom es
they're gaining on the adm nistrative side using group
purchasing to try to eke out of, you know, a few nore
dollars on the bottom line.

MS. DeSANTI: Thank you.

M. Goodman, | will go to you in just a second.
We're already over our time but | would like to give all
of our panelists the opportunity to make any fi nal
comments that they want to make.

So, M. Goodnman, go ahead with your observations
and if you could include whatever final comrents you
want to make as well.

MR. GOODMAN: Yes. On the matter of innovation,

even for the small conpanies, there results still a |ot
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of potential with a better nouse trap. Smaller
conpanies with a true, novel break-through technol ogy
need not pass through the GPGOs' doors to get attention.
They can go directly to the chiefs of cardiol ogy,
radi ol ogy, orthopedic surgery, so forth. They can be
publi shed in peer review journals. They can have
Internet sites. There are many ways to access the
deci si on nmakers, especially for the high-end
technol ogies that will demand those as chiefs of
cardi ol ogy, other |eaders, other clinical so forth
| eaders. That's what gains attention.

Secondly, insofar as denonstrating how good a
technology is, whether it's safety, efficacy, cost
effectiveness and so forth, we don't really eval uate
evi dence on the value of technol ogy based upon how nuch it
wei ghs. O how many studies you've got. |It's the
qual ity of the evidence. Throughout the health care
system including innovators, there's a better
under st andi ng how to present evidence on these
attributes that will make them attractive to the
clinical decision nakers.

So, nmy main point here is this: That if you're
going to narrow your focus to sinply getting into the
GPGCs' doors, you're hurting yourself. There are many

avenues by which to call attention and denponstrate the
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val ue of your technology to the people that will try to
acquire it, whether it's through a GPO or otherw se.
The avenues are not closed for innovation.

MS. DeSANTI : O hers who want to make a fi nal

coments fromM. Clark, we'll start with you.
MR. CLARK: Well, | would just echo what was
just said. | don't feel any |ack of new technol ogy

com ng through our doors, people seeking our attention,
and visiting with our physicians. | think that door is
open, as | nmentioned earlier, I think in our experience,
t he product contract selection process is an upward
process, and | believe that properly done, both the

manuf acturer, small, large or otherw se, and we as the

provi der benefit fromthe process, and | believe that we

ultimately, directly or indirectly, end up paying that
fee.

So, | think if it's approached properly, we
don't |l ose contact with those small innovators. There
are many of them

MS. DeSANTI: M. Manley?

MR. MANLEY: Again, | will pretty nuch echo what

everybody el se has said. Technology is an issue that's

sol ved best at honme and sol ved best at the hospital. W

have not ever seen an instance where technol ogy has been

driven by national GPO. | think GPOs have a pl ace,
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that's not necessarily in the technol ogy market. |
don't believe there's any handicap to getting into an
organi zation, big or small, if you do have a truly

val uabl e technol ogy. When you | ook at the technol ogies
com ng out today and the cost has significant inpact on
hospitals and the hospitals need to manage those
correctly.

As far as econonm es of scale, sonewhere you get
to the bottom It doesn't matter how big you are, and
you will find that once you get to a certain |evel,
price is the price, it's not going to change anynore

based on how big a volune you have. So the idea of

constantly addi ng value is going to change your value is

not necessarily true. So | think you will find that
| DNs have a bl end of GPO and non- GPO rel ati onshi ps
managi ng their high dollar items and managi ng t hose
itenms that have a direct effect on their bottomline.

MS. DeSANTI: Professor Burns?

MR. BURNS: Yes, | will just speak briefly.

GPGs and intermediaries, |ike wholesalers,
peopl e question their val ue-added. A |ot of people
dislike internediaries, a |lot of people dislike GPOs,
manuf acturers disli ke GPOs, sonetines the hospitals
dislike GPOs. But they performcertain functions, and

with the exenption of a handful of vanguard health
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systens, nost hospitals don't try to act as their own
GPCs, and those who have in the past often failed. Like
di stributors. Nobody wants to do what distributors do.
They make a one percent margin or |ess, why do this?
But they provide a value-added. | think GPCs do, too,
to sone extent.

MS. DeSANTI: Professor Lathanf

MR. LATHAM | ate lunch upstairs yesterday at
the FTC cafeteri a.

MS. DeSANTI: Please forgive us.

MR. LATHAM And believe it or not, | didn't
feel that | was faced with a | ack of choices about
things that I could eat, but is there a world in which
the menu up there mght be a little bit bigger?
Certainly. | don't know how you feel the |ack of
technol ogi es that have not made it into a nmarketpl ace.
| think we have to think when we're thinking about what
the FTC should be | ooking at, and what the guidelines in
this area shoul d address thenselves to, we do have to be
t hi nking along the lines that Conmm ssioner Riley was
t al ki ng about, about the existence of possible
unconfortable trade-offs between current short-term
price advantages for hospitals and | onger term and
per haps nore specul ative benefits to patients down the

road frominnovati on.
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It's great that there's a | ot of innovation
goi ng on now. The question is whether there m ght be

nmore in the absence of certain kinds of contracting. |

woul d add finally, | didn't nmean to be so harsh on GPGs
when | cane today, | meant to be tal king only about the
structure of the guidelines. | want to say that there

are obviously hundreds of GPGOs, and the various

all egations that | have been sort of recounting are
attached in the press at least to only a very, very few
of them | think there is no doubt but that GPOs save
hospitals a great deal of nobney and performa really

val uabl e service. As the GAO study showed, particularly
to the small hospitals that just don't have the

wherew thal or the scale to do this for thensel ves.

So, in that sense, | applaud it, but | do w sh
that the FTC would | ook at whether in the presence of
GPCs hel pi ng and gai ning market share and doi ng joint
pur chasi ng, whether there's a threat to innovation from
specific contracting practices that are associated with
only a few of the GPOs out there.

MS. DeSANTI: M. Hol den?

MR. HOLDEN: | would just echo a | ot of what was
just said. | think the problemthat we see is inherent
in the fact that you have two GPOs, the ones that we are

heari ng about the New York Tinmes, the ones that we are
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tal ki ng about in the Senate hearings, that those are
also the two GPOs that are controlling the vast majority
of the marketplace. So, it begs the question, have they
reached that point where they are creating sone problens
within the marketpl ace?

| would just point out that 90 percent of the
i nnovation in the nedical device field conmes from
conpani es of 50 enpl oyees or less. The conpanies that
are getting GPO contracts, if you |look at that suite A
bundl e I nmentioned all those contracts, 3M Beckton
Di cki nson, Bard, Ethicon, which is J&J, okay, that's
who's getting the primary. That's who's getting the
lion's share. These are the top 20 nedi cal device
conpanies in the United States.

Are we | osing innovation? Those top 10
conpanies, if you | ook at their annual reports, they
don't do R&D anynore, they buy out small conpanies. |If
t hose conpanies aren't there for themto buy out,
i nnovation is being harned. |[It's being harmed because
there are groups of GPOs, primarily Prem er and Novati on
and sonme of the contracting practices of others that are
excluding small and innovative conpanies fromthe
mar ket pl ace.

It's not always that break-through technol ogy.

Again, a large portion of the nmedical device field, it's
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increnental increases in know edge that changes people's
lives, and you're going to lose that if there's not sone
sort of change in the market dynam c.

MS. DeSANTI : M. Betz?

MR. BETZ: Thank you.

First of all I would like to say, and | think I
speak for the rest of the panel, when | say thank you to
the FTC and particularly to M. Hyman for all of the
arrangenments that have been made, and on behalf of ny
organi zation anything that we can do to assist you in
further workshops or additional presentations, don't
hesitate to holler at us.

| would just like to close on the matter of
access and innovation, if I could. | would like you to
just keep a couple of thoughts in your mnd. First of
all, you need to differentiate between high clinical
preference items, and a whole | ot of nme-too products.

If I amout in a garage sonewhere creating what |
consider to be an innovative product, in ny eyes, it may
be an innovative product, but to the clinicians that

eval uate on behal f of group purchasi ng organi zations,
for the hospitals, they may not think this is an

i nnovative product. They may think that it is sinply a
me-too. So, | think we need to differentiate those in

our t hi nki ng.
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| would also ask you, | understand how difficult
it is for a small manufacturer as it is in any industry
to succeed; however, sonme of the charges that have been
made have cone from conpanies that | find it interesting
to look at their shareholder |lists and also their SEC
filings about the contracts that they do have. On the
one hand they conpete and conpl ai n about group
pur chasi ng organi zations, but yet in their filings for
investors, and with the SEC, they tout their
relationships with these sane organi zations.

Group purchasi ng organi zations do push back for
hospital s agai nst manufacturers. Some of which I
bel i eve after some study do denonstrate ol igopolist
tendencies. | think that hospitals have a true value in
this country and we are their advocates and wil|l
continue to be such, but I do not know of particular
exanpl es of products that are being foreclosed fromthe
mar ket pl ace.

We' ve heard allegations that certain products
are being foreclosed fromthe marketplace by group
pur chasi ng organi zations. It is clear, | think, from
some of the comments that have been nmade here and from
the literature that the market in which groups operate
is highly conpetitive.

I n conclusion, keep just one thing in mind, if a
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group purchasi ng organi zati on does not provide products
t hat the nenber hospitals demand, another group
pur chasi ng organization will. They are very highly
conpetitive with one another. |Individual hospital
menbers of these organizations have consi derabl e choice
in their purchasing decisions of the best products at
the best price for the patients that we are here to
serve.

Thank you.

MS. DeSANTI: Thank you all very much. | really
appreci ate the wealth of experience and information that
t hi s panel has brought to us. W will reconvene at
1: 15, and the FTC does have a cafeteria, it's up on the
seventh floor, if you want to go for a swift lunch. |
actually can recommend it.

Thank you agai n.

(Wher eupon, at 12:20 p.m, a lunch recess was

t aken.)
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AFTERNOON SESSI ON

MR. HYMAN: [|f everyone can take their seats,
we'll get started on our afternoon session. W' re going
to be going pretty nmuch straight through. W' re going
to have a series of presentations, starting after sone
i ntroductory remarks by Comm ssioner Leary, with a
review of the FTC generic drug study that you've heard
about over the course of the |last day and a half, and then
continuing on with a nunber of other talks and two panel
di scussi ons, one on generic and branded pharnmaceuticals
and conpetition in that market and then a panel discussion
on direct consuner advertising or DIC as it wll be
referred to hereinafter, and then closing with some
remarks from Professor Tim Greaney from St. Louis
Uni versity, recapitulating some of the ideas reflected
in an article that appeared in Health Affairs that some
of you may have seen.

There are reprints floating around of that
sonewhere, but | wanted to start with sonme introductory
remar ks by Conm ssi oner Thomas Leary.

COW SSI ONER LEARY: | amreal happy to be
here and have the opportunity to say a few words to you
-- not that you need any nore words of welcone. | amsure
you know by now that you are wel cone, and we appreciate you

being here. | just wanted to indicate to you, personally,
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how i nmportant | think this kind of activity is.
Unfortunately, | can not attend many of the
sessions of this program or the other progranms that
we have had here, but | prom se you that | do read
transcripts, and | read presentations, and they are
tremendously hel pful to ne.
I can not help digressing just a m nute today

and thinking about a neeting we had in this very
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rooma year ago tonorrow, on Septenber 11, starting
at 9:30 in the norning. W had sonme em nent outside
econom sts who had cone to tal k about sonme issues on
the frontiers of econom cs.

We started at 9:30 in the norning, here, and
the Trade Towers were burning, on the South side of
our building we could see the snoke fromthe
Pent agon, and nobody could go anywhere. The Metro
wasn't running. The airports were closed. The streets
were a parking lot. So, we went ahead and had the
meeti ng anyway.

Of course, it was surreal because people kept
comng in with bulletins on what was happeni ng, and
at this particular tinme it's very hard for me to get
that image out of my mnd. So, when people say where
they were on Septenmber 11th, | say |I was was right in
this roomlistening to a bunch of very dedi cated people
doi ng what they cane here to do.

The reason | think this activityisinportant i s because when

this agency was created in 1914, we were
not supposed to be just another |aw enforcenment agency.
We were given a specific nmission to do sone research
and to interface with interested people in the private

sector to deal with problens of uncertainty in the |aw
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Bear in mnd that the famus Standard O | case
had been decided just three years before. The general
public thinks of the Standard O | case as the case that
broke up the Standard Ol trust, and it is inportant for
that, but it is also inportant for the creation of a
so-called Rule of Reason in antitrust |law. You have
to determ ne whether or not a particular practice was
| egal or illegal based on a variety of factors.

There was this |evel of uncertainty in the

busi ness community about what is | egal and what is not

|l egal. One of the ideas behind the creation of the Federal
Trade Conmission is we will have a body of supposed
experts to give guidance. | don't think of the expertise
as residing where | am | think of the expertise as

being in the staffs that we've accumulated in this
building, who try to inquire as to what m ght or n ght
not be reasonabl e and then provide sonme guidance to

t he outside world.

That is what these neetings are all about. This
particul ar aspect of our m ssion was sonewhat negl ected
for many years, and to his great credit our forner
chai rman, Bob Pitofsky, revived it in 1995 with a series
of very extensive and conprehensive hearings on
international, high tech conpetition. That tradition
has been expanded upon by Tim Muris, the current chairnman.

| can't tell you how gratifying it is to me personally
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and howinportant | thinkit is that the Federal Trade Conmm ssi on
continue these efforts.

Now, what do we do with the learning that's
accunul ated in this room Well, there are a nunber of
things we do. It infornms our prosecutorial judgnents.

We bring cases or we don't bring case based on what we
| earn here. It informs comments that we make to other
governnment bodies at the state or local level. W are
very frequently asked to coment on various matters of
concern, and we draw on information that we get from
wor kshops |i ke this one and ot hers.

We just are winding up a very significant one
on the patent antitrust interface, for exanple. W have
got one com ng up on problens caused by public and
private inpedinments to the devel opnent of ECommerce.

Al'l of these issues are issues that do not just concern

t he Federal Trade Conm ssion and our particular authority
but concern a variety of other governnment authorities.

To the extent that they will Iistento us, we provide our particul ar
perspective on these issues, inforned by these neetings.

| think that those of you who have attended this

neeting, or have attended sone of the others we have had
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-- whatever your responsibilities may be in the
public or private sector -- walk away with a renewed
appreciation of the difficulties and the conplexities of
a lot of issues that we deal wth.

We say our conpetition policy and really our
consuner protection policy is infornmed by econom cs, but
t he econom cs of the health care business are sonmewhat
odd. You have got the third-party payor problem You
have got the problemthat an identifiable human life
is regarded as having alnost infinite value. It
makes it very, very difficult to think of cost effective
ways to deal with health care because the mnuteit's personalized
-- either because of sonething you read
in the newspaper or because of your own personal
experience -- econonm cs goes out the w ndow.

So, there are unusual challenges in dealing with
this particular subject. | think that even if we
can not provide bottomline solutions as a result of
a neeting like this, at |east the debate will be
enri ched and people will have a hei ghtened appreciation
for what the other guy has got to say.

| just have to tell you that the longer | live

and the nore experience | have in the world at |arge,
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the less sure | amthat | amright about anything. For
t he process of growing up and maturing as a human bei ng
is the process of appreciating how difficult and

how conplicated problens are in this world.

So with that, I wish you well. | hope you have
a good session this afternoon. | can not be here but,
as | said, | promse you, | will read what you have to

say. Thank you.

(Appl ause.)

MR. HYMAN: Thank you, Comm ssioner Leary. Cur
first speaker of the afternoon is M chael W obl ewski

fromthe Ofice of Policy Studies, who is the

principal, author along with | ots of other people at the

Comm ssi on of the Generic Drug Study, copies of which
are outside -- there seemto have been a run on the
mar ket, but we're trying to get sone nore.

MR. WROBLEWSKI : Thank you, David, and good

afternoon. | was asked to give a 15 m nute thunbnail

sketch of the Generic Drug Study that the Conmm ssion
just released in July of this past year that really
revi ewed experience to date under the Hatch-Waxman Act.

As nost of you al ready know, the Hatch-Waxnan
Act established a regulatory framework that sought to
bal ance i ncentives for continued innovation by

brand- nane conpani es and to encourage opportunities for
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mar ket entry by generic drugs.

The study really exam nes the generic drug side
of the house and did not | ook at the patent restoration
features of the Hatch-Waxman Act. But |ooking at the
generic side of the house, it seens as though the Act
has been quite a success. Generic drugs now conprise
nore than 47 percent of prescriptions filled, up from 19
percent from when the Act was passed in 1984.

In spite of this record of success, however, the
study found that two provisions governing generic
drug entry prior to patent expiration are susceptible to
strategies that, in some cases, may have prevented the
availability of nore generic drug products.

It is these two provision, the 180-day marketing
exclusivity provision and the 30-nmonth stay provision,
that I'Il focus on for the rest of nmy talk. And it's
t hese two provisions that have continued a potential for
abuse in the future.

Before we get started on this whole thing and
t hi s whol e di scussi on of Hat ch-Waxman -- there's so nany acr onyns
and terns and whatnot that inorder toreally participatefullyin
the debate -- | just thought | would
list fiveof themthat | will use frequently and hopefully that you
have had some famliarity with and will be able

to keep up.
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ANDA, an Abbrevi ated New Drug Application is
what a generic drug applicant files with the FDA to get
approval of its generic version of a brand nane drug
product. In that ANDA, it has to show that its product
i s bioequivalent to the brand name product that it is
maki ng a generic version of. It gets to rely on the
safety and efficacy data of the brand nane product. It
doesn't have to prove that again, but it just has to
show bi oequi val ence.

One part of the application of the ANDA is a
Patent Certification, and what we're going to be talking
about today are really the Paragraph IV certifications,
and those are the certifications that the brand name or
the generic applicant has to make relating to the
patents that cover the brand name product.

Now, Paragraph IV certification is one in which
t he generic applicant says that the patents are either
invalid or not infringed by that particul ar ANDA.
Cbvi ously by its nane Paragraph IV certification, there
are paragraph I, Il and IIl certifications that we're
not going to talk about this afternoon that really deal
with patents that have already expired or generic
applicants that seek to enter the market prior or right
after the patents expire.

The Orange Book, the Orange Book is where the
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general public can go and | ook up a brand nane product
and find which patents cover that particul ar brand nanme
product.

The 30-nonth stay, the 30-nonth stay is really a
30-mont h stay of FDA approval of an ANDA. It is
invoked if a brand name conpany receives notification by
the generic applicant of an ANDA that it has filed with
the FDA that contains a Paragraph IV certification. |If
t he brand nanme conpany files suit, patent infringenment
suit, within 45-days, the FDA is prohibited or is stayed
from approving that ANDA for 45 days from that notice.

Last the 180-day exclusivity is awarded to the
first generic applicant to file an ANDA containing a
Paragraph 1V certification. The 180-day exclusivity
starts to run on one of two events, either when the
generic applicant begins comrercial marketing or a court
deci si on.

During this time period, the FDA is prohibited
from approving a subsequent or a second or a third or a
fourth generic applicant for the same drug product.

Let me give you a quick little scope background
of the Comm ssion study. W announced in October of
2000 our intent to undertake a study of how generic drug
conpetition has devel oped under Hatch-Waxman. We

undertook it really for three reasons: One is that at
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that point the Conmm ssion had taken | aw enforcenent
action against sonme allegedly anti-conpetitive
agreenents between brand nane conpani es and generic
applicants, and we wanted to see if those agreenents
were isolated instances or were they nore typical.

We had been asked by Congress to look at this
i ssue. And over the next several years, there's a
substantial volune, a sales volunme of brand name drug
products that are com ng off patent. The Conm ssion
wanted to ensure that there were no roadbl ocks to
generic drug conpetition developing for those brand nane
pr oduct s.

We received clearance from OMB | ast April, Apri
2001 to conduct the study. We issued nearly 80 speci al
orders pursuant to Section 6 (b) of the FTC Act to brand
name and generic conpanies. W focused the speci al
orders on brand nane drug protects that were the subject
of Paragraph IV certifications filed by generic
applicants, and we | ooked at those NDAs, those New Drug
Applications, that had a Paragraph IV filed against it
bet ween 1992 and the end of 2000.

That resulted in a 104 drug products that are in
our study as nmeasured by uni que NDA nunbers, and they
i ncl ude such as bl ockbuster drugs such as Cardi zem CD,

Claritin, Pravachol, Xanax, Zantac, Zocor, Zol oft.
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The responses to the special orders were
generally conpleted by the end of |ast year, and we
produced the study, and we released it this July.

The rest of the talk I want to tal k about first
will be the 30-nonth stay and then the 180-day marketing
exclusivity provision. The study sought to determ ne
the frequency by which brand nane conpani es sued generic
conpani es within that 45-day period, which then invokes
t hat 30-nonth stay.

As | nmentioned, this is actually figure 2.1 that's
on page 15 of the report, so if you want to | ook through
it in here. As | indicated there were 104 NDAs that are
part of the study. For 29 of those brand nanme drug
products, the NDA holder, the brand nanme conpany, did
not sue the generic applicant.

FDA approved those ANDAs on average in 25
nmont hs and two weeks 25 nonths, 14 days, for FDA to
approve those 29 ANDAs t hat had not been sued but had
contai ned a Paragraph IV certification.

In 75 i nstances, the brand nanme conpany sued the generic
applicant. As of June 1, this is when all this
data is taken as of, a snapshot is of then. As of June 1,
22 of those patent infringenent suits are still pending.

In 15 of those the initial 30-nonth stay has not yet
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expired, and in seven the initial 30-nonth period has
expi red.

For 53 drug products, we do have a resol ution.

In 22 instances, the generic applicant prevailed in the
patent litigation, either that the patent was invalid or
not infringed. There was slightly nore decisions of non
infringement than there were of patent invalidity.

In eight instances, the brand conpany prevail ed
on a case, obviously, of infringement. |In 20 cases, the
parties settled, and renenber these are suits between
the brand name conpany and the first generic applicant,
so in 20 cases they settled, and 1'll talk about those a
little bit [ater when | talk about the 180 days. And
then in three remaining instances, there were sone
m scel | aneous resol utions.

Patent listing practices. W observed two
phenonena t hrough the data. One is that there's been an
increase in the nunber of patents listed in the Orange
Book for bl ockbuster drug products and that have been
sued upon. And 2, the listing of patents after an ANDA
has been filed for a particular drug product.

Let me take the first one. Since 1998, for five
of the eight blockbuster drug products, the brand nane
conpany has alleged infringenent of three or nore

patents, and there's litigation going on with those
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pat ents.

This conpares to only 1 of 9 bl ockbuster drug
products as to which the brand nanme conpany filed suit
agai nst the first generic applicant prior to 1998 for
nore than three patents, and usually only sued on one or
two patents, in nost cases only one. |In the future this
may portend a result that the patent litigation will take
| onger than the 25 nonths and two weeks for the
litigation to be resol ved.

The second phenonena that we observed was an
increase in the listing of patents in the Orange Book
after an ANDA has been filed. W noticed that it has
occurred since 1998, and it's happened for eight drug
products. By listing patents in the Orange Book after
an ANDA has been filed, brand name conpani es can obtain
addi ti onal 30-nonth stays of FDA approval, and this can
occur under the foll owi ng scenari o:

An ANDA has been filed for a particular drug
product. Brand nane conpany |ists an additional patent
in the Orange Book. The generic conpany makes a new
certification, a Paragraph |V certification saying that
that particular patent is either invalid or not
infringed. It then has to notify the brand nane
conpany.

It notifies the brand name conpany. The brand
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nanme conpany sues within 45 days. An additional

30-month stay is then instituted. So what happens is you
have 30-nmonth stays that are now stacked upon each

ot her, and for these eight drug products where this
occurred, the additional delay of FDA approval, beyond
the first 30 nonths, has ranged from four to 40 nont hs.

In all four cases so far with a court decision
on these later listed patents, the patent has been found
either invalid or not infringed by the ANDA.

The interesting thing is in these eight cases,
nost of the |ater-issued patents rai sed questions about
whet her the FDA's patent listing requirenments have been
met. The study describes three categories of patents
that raise significant listability questions.

These are all described in Appendix Hin
excruciating detail, so if you want to read further
about them you can. Briefly they are patents that nay
not be considered to claimthe drug fornmul ati on or
met hod of use; a product by processed patents; or patents
t hat constitute doubl e patenting.

The problemis that recent court decisions have
hel d t hat Hat ch- Waxman doesn't provi de generic
applicants a basis to challenge the listing of any of
t hese patents.

So to renedy the harm caused by these |ate
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|isted patents, the study recomends that Congress
permt only one automatic 30-nonth stay per drug
product, per ANDA to resolve patent infringenent

di sputes over patents listed in the Orange Book prior to
the filing of an ANDA.

This we thought was reasonabl e, one, because as
we've noted that historically it took FDA about 25 and a
hal f nmonths to approve an ANDA with a Paragraph IV
certification that hadn't been sued. It took about 25
and a half nonths and may be taking | onger for a
District Court to obtain a decision or for a District
Court decision to be rendered, and so that the first
30-nmonth stay woul dn't cause any additional delay other
t han what woul d occur otherw se.

We were thinking that this would elimnate nost
of the potential for inproper Orange Book listings to
generate unwarranted 30-nonth stays. The study al so
recomends that Congress clarify when brand nane
conpani es can sue generic applicants for patent
i nfringement by overruling the Allergan case.

We raised some additional concerns about patent
listings. As | nmentioned earlier, currently the FDA
doesn't review the propriety of patents listed in the
Orange Book, and courts have ruled that applicants don't

have the ability to chall enge one of them to seek a
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delisting of them

The | ack of such a mechani sm can have sone rea
worl d consequences in that the Conm ssion is aware of at
| east a couple instances in which a 30-nonth stay, the
first 30-nonth stay has been generated solely by a
patent that raised legitimte |isting questions. At a
m nimum it appears useful for the FDA to clarify its
listing regulations.

Anot her renmedy that may warrant consideration
woul d be to permt a generic applicant to raise
listability issues as a counterclaimin patent
infringement litigation that's already in progress. 1In
this way, the dispute could be resolved in the sane
forum in the same District Court that the patent
infringement litigation is already underway.

I'"mgoing to switch now to the 180 days and give
you first a couple of facts about how frequently the 180
days has been awarded. Prior to 1992 it had been
awarded for three particular drug products. Between
1993 and 1997, it wasn't awarded at all, and since 1998,
t he FDA has granted the 180-day exclusivity for 31 drug
pr oduct s.

As | nmentioned earlier, the running of the 180
days can be triggered either by comercial marketing or

by a decision by the Court. 1In 19 instances, it was by
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t he commercial marketing by the generic drug applicant,
and in the other 12 instances it has been a court
deci sion that has triggered the exclusivity.

In nost instances, the generic applicants have
waited to enter the market until at |east a District
Court has held that the patent covering the brand nane
drug product was invalid or not infringed by the ANDA.

The recent antitrust issue that has arisen is
how t hese patent settlenments can affect generic entry.
As | mentioned earlier in that schematic of how the 104
cases have been deci ded, renenber there were 20 cases
t hat have settled, so there were 20 final settlenent
agreenents, and they really broke down into three types
of agreenents.

The first type of agreenment was one that
i nvol ved a brand paynent. Typically there was a brand
payment from the brand name conpany to the generic
conpany, and the generic conmpany would not enter, in
nost instances, until the patents had expired, in one or
two i nstances, slightly before the patent had expired.

Seven of the agreenents were |icense agreenents
where the brand name conpany licensed its patents to the
generic applicant in exchange for a royalty paynent
based usually on net sales or sone type of sales figure,

so that the generic applicant could use those patents
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prior to patent expiration and enter the market prior to
patent expiration.

The | ast two agreenments we saw were supply
agreenents where the brand nane conpany would supply the
generic applicant with its products. So that the generic
applicant woul d be marketing the brand name product
rat her than seeking approval of its product under the
ANDA.

The problemis that 14 of these agreenments had
the potential to park the 180-day exclusivity for sone
period of tinme, and what | mean by that is that because
it was a settlenent agreenment, there wasn't going to be
a decision of a court, at least with that first
applicant, and if there was a delay in when the generic
applicant would begin to market, it would preclude FDA
from approvi ng any subsequent eligible generic
applicants that were ready to conme, so it could act as a
bott | eneck.

To mtigate against the possibility of this
happeni ng, the study recomends that Congress enact S
754 which is the Drug Conpetition Act as introduced by
Senator Leahy to require brand nane conpani es and
generic applicants to provide copies of certain
agreenents to the Conmm ssion and to the Departnent of

Justi ce.
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We al so have three m nor recommendati ons based
on the conduct observed. The first one is to clarify
that the commercial to marketing trigger for the 180
days woul d be triggered, and | nentioned earlier that
there were two agreenents where it was a supply
agreenment where the brand nanme conpany was supplying the
generic conpany with product. |If that's the comrerci al
mar keti ng that the generic conpany is engaging in, that
shoul d constitute commercial marketing such that it
triggers the 180 days, and it doesn't preclude FDA from
approving a subsequent eligible applicant.

The second and third clarifications really deal
with, if you have sonebody who's second or third ready
to go, the 180 days shouldn't be acting as a bottl eneck.
So the second clarification is to say that if there's a
court decision, regardless of whether it's the court
deci sion hearing the first applicant's court case, that
that court decision would constitute a court decision to
trigger the 180-day exclusivity.

The last one is to clarify that a court decision
di sm ssing a declaratory judgnent action for |ack of
subj ect matter jurisdiction constitutes a court
decision, and that's really what happened in the Ticlid

case involving Teva and Hof fman La Roche.
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I n concl usion, Hatch-Waxman has been generally
successful in encouraging generic entry, but the
30-nonth stay and the 180-day marketing exclusivity
shoul d be anended to ensure that the provisions are not
gai ned to delay or deter generic entry.

Thank you.

MR. HYMAN: Thank you, M chael. Qur next
speaker is Jarilyn Dupont fromthe Food and Drug
Adm nistration. Jarilyn infornmed me | think late
yesterday that | erroneously capitalized the P in
Dupont, and she is not related to the wealthy DuPonts,
so | managed to correct it on her nanme tag but pretty
much nowhere el se.

MS. DUPONT: Good afternoon. Although I'm
following Mke's commentary, originally I was not
supposed to, so | don't want to m sl ead anyone and think
that 1'mgoing to respond to the FTC recommendati ons in
their report. | assure you that's not my function at
this particular tinme.

We clearly appreciate the work that's been done
by FTC, and we certainly feel that it has confirmed sone
of the perceptions that FDA has had with respect to the
i ncreased nunmber of patent filings and the increase
in related [ awsuits.

Wth respect to FDA action on any of the FTC
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recommendati ons, we have two things that are going on.
We have a citizen's petition that FTC filed with us | ast
May, and that will be responded to. | know they're
wondering when, and it will be at some point in the
future, as everyone knows how qui ckly we do respond to
citizen's petitions. W will be responding to that and
working on it. | think part of it was we were waiting
for the report to cone out.

The second thing is |ast year's appropriations
bill required us to file the response, a report to
Congress with respect to the FTC report ei ght nonths
after the report was filed, which puts it at about
March. The new appropriation bills are trying to
shorten that time, but we are working on that response,
and we will be filing a report to Congress on the FTC s
recomendati ons that are in the report.

Let me start by saying, going to the bulk of ny
speech, I'mafraid M ke gave you part of it, so | think
| " m probably going to bore you on sonme of this, and for
t hose of you who are experienced with the FDA process,
you may be doubly bored, but I"mgoing to go into a
little nore detail about the whole system of the Orange
Book.

As | told soneone before this, the nost critical

point on this is why is it called the Orange Book, and
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so that every one wll know and everyone has asked t hat
no other colors were available in the printed copy, and
therefore they picked orange, and it is orange even on
the web site.

If nost of you don't know the correct title of
it, it's the Approved Drug Products for Therapeutic
Equi val ence Eval uations, and it includes other
information in addition to these patent |istings, but it
is obviously commonly known as the Orange Book, and it's
difficult to getting away fromcalling it that, if
you're famliar with it.

Wth respect to our perspective on generics and
branded pharnmaceuticals, obviously the agency and the
adm nistration are commtted to assuring that the
approval process works well and is balanced. As M ke
poi nted out the original act had, it bal ances both
i nnovati on of new drugs agai nst access to generic drugs,
and that is a very hard sort of avenue to take, and it's
very difficult to do that to everyone's satisfaction.

| don't think we'll ever get it to everyone's
satisfaction, but it's certainly sonething we're trying
to acconpli sh.

Let nme go to the process. Under the FDNC Act,

t he provisions which were inplenented by the Drug Price

Conpetition and Patent Restoration Act of 1984, which is

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025

163



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

ei ther known as Waxman- Hatch or Hat ch-Waxman, and since
| have a fornmer Waxman staffer sitting in the audi ence
and a current Hatch staffer sitting in the audi ence, you
can all take your pick as to what you call it.

Those particular provisions require that as part
of a New Drug Application for an innovator or supplenment
to a New Drug Application, information on any patent
that clainms the pending or approved drug or a method of
using the drug and for which a claimof patent
i nfringement could reasonably be asserted nust be filed
and must be given, nust be told to the FDA in that
appl i cati on.

Patents that may be submtted in conjunction
with the NDA are drug substance, which are the active
i ngredi ent patent, drug product, the fornulation and
conposition and nmet hod of use patents.

Manuf acturing or process patents cannot be
submtted to the FDA for listing. Now, when an NDA
applicant submts one of these type of patents, they
al so nust submit a signed declaration stating that the
patent covers fornul ati on, conposition or use.

The required text of the declaration is in the
FDA regs. Then FDA publishes that patent information on
approved drug products in the Orange Book. |It's notice

to the world that these patents are out there and that
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sonmeone could file an action with respect to these
particul ar patents.

The ANDA process permts approval of generic
versions of approved innovator drug products. That was
Title I of Waxman Hatch. The tim ng of the approval
depends in part on patent protections for the innovator
drug, and let ne point out sonmething that may not be
clear is that with respect to these generic applicants,
they can file them many nont hs, whatever years, before
the patent expires, so that you will have this
particul ar patent -- excuse ne, generic application
sitting there for some tinme before actually there may be
any novenent on it, or there may be movenent on it, but
it certainly can only get a tentative approval until the
patent or any exclusivities have expired with respect to
that particular patent or some of the other activities
occur, the court decisions, comercial marketing or the
court decisions are taking place.

Consequently, what happens is is when they file
an application, however early it is, they nmust contain a
certification for each patent listed in the Orange Book,
and there's four different certifications. | know we've
concentrated on Paragraph IV, but there's one other that
actually is relevant to this, but the four are that the

required patent information relating to such patent has
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not been filed; that such patent has expired, which is
nunmber |I1.

Nunmber 111 is that the patent will expire on a
particul ar date; and IV is that the patent is invalid or
will not be infringed by the drug for which approval is
bei ng sought.

The last is that Paragraph IV certification.

The inportant part here is that the third one is that
the patent will expire, and what happens obviously is
that a generic will file that and say the patent wll
expire on a certain date, and in the neantinme, a new
patent will be filed for listing in the Orange Book to
whi ch they then have to then file a Paragraph IV
certification. So they have to anmend it basically and
file a Paragraph 1V certification.

If they submit this Paragraph IV certification,
they've got to notify the NDA hol der, and the NDA hol der
t hen has 45 days within which to file a patent
infringement action. |If they file within that 45 days,
then the 30-nmonth stay is inposed. If the court
decision is before the end of the 30 nonths, then the 30
nont hs expires before 30 nont hs.

If no action is filed, again as | expl ained, you
can issue a tentative approval for the drug, but it

cannot be a final approval or a conplete approval
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basically until you have no patent or other
exclusivities are not in force.

One NDA can be subject to nmultiple overlapping
30-nonth stays as was pointed out. They will overlap
because one can't expire before the next one takes place
because if it expired, then you wouldn't have the
si tuati on.

An applicant, as | said, whose ANDA is pending
when an additional patent are listed, even if they filed
a Paragraph IV certification, nust certify to the new
patent also, so you could have several certifications
that may take pl ace.

Basically the agency relies totally on the NDA
hol der or the patent owner's own determ nation that the
subm tted patents cover the approved drug products or
its use, and we rely on the signed declaration.

These are very carefully scrutinized by the ANDA
applicants. |If there's a dispute, for exanple, the FDA
regul ati ons say that soneone nay wite us and say, we
don't think that should be filed, we will then send a
letter to the person who filed the patent listing and
say, are you sure.

They wite back and say, we're sure. Then we
still continue to list it. W wll not change the

patent information listed in the Orange Book unless the
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patent information is withdrawn or amended by the NDA
hol der, and as you know that has led to quite a | ot of
litigation.

We don't assess whether or not the patent clains
an approved drug or whether the claimof patent
i nfringement could reasonably be made agai nst an
unaut hori zed use of the patented drug.

As we've mai ntained since the inplenmentation of
the Act, we have no expertise or resources with which to
resol ve conpl ex questions of patent coverage. The
agency role is totally mnisterial, and the courts have
upheld that this mnisterial role since forever -- nost
recently in July of 2002.

The process of patent certification, the notice
to the ANDA hol der and patent owner, the 45-day waiting
period, possible patent infringenment litigation and the
statutory 30-nonth stay does nean that there is the
possi bility of considerable delay in the approval of an
ANDA.

These del ays, the type of patents that are
subm tted and our role in maintaining the Orange Book
have prompted rmuch litigation, the Generic Drug Study
and nmuch Congressional interest. There are several
pi eces of |egislation going through right now that do

address sone of this.
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As | noted before, we're working on the report
to Congress and a response to the FTC s citizen's
petition. When these are available, there will be nore
information on FDA's position with respect to the
recommendati ons. Thank you.

MS. MATHI AS: | believe next we have the panel,
and let's get everyone pulled up and get that set up to

begi n.
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PANEL 4: GENERI CS and BRANDED PHARMACEUTI CALS

Panel Menbers

Ashoke Bhattacharjya, Jensen Pharmaceuticals
Greg G over, Ropes and Gray

Bill Schultz, Generic Pharmaceutical Association
Sarah Lock, AARP

Amanda McCl uskey, Fam |ies USA

David Reiffen, Treasury Depart nment

M chael Kades, FTC, Mbder at or

MR. KADES: Good afternoon. |It's not
surprising that this panel is about pharnaceuti cal
i ndustry and conpetition. 1'll be noderating it. M
name is Mchael Kades. |[|'man attorney in the health
care division of the Bureau of Conpetition. Hopefully
you will hear little fromnme and nost fromthe
panel i sts.

Each of the panelists will have ten m nutes for
their presentation, and then at the end of the
presentations, there will be a 30-m nute discussion
where we'll toss around sonme of the issues that are

brought up in the presentation.
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Just so you'll know, the order of presentation
wi || be al phabetical, so you can't read anything from
the tea | eaves of the order of the presentation, so |
think with that, we'll begin.

Qur first speaker is Ashoke Bhattacharjya who is
the Senior Director of Business Information for Jensen
Phar maceuticals, which is a wholly owned subsidiary of
t he Johnson & Johnson Conpany.

DR. BLATTACHARJYA: (Good afternoon. | would
like to thank the FTC and David Hyman in particular for
the invitation to speak on this panel. | am an
econom st, and in that capacity, I will primarily
concentrate on the econom cs of the pharnmaceuti cal
industry as well as in particular the market for generic
and branded pharmaceutical. There are several | egal
nuances that | amnot qualified to get into any detail
on.

Basically the outline of my talk will be as
follows. | think it's worth spending a couple m nutes,
even given the ten mnutes we have, to talk a little bit
about the market overall and the drivers of growth. The
detail ed agenda, in fact, identifies a set of questions
for this panel which deal with the nature of
conpetition, the amount of conpetition that may or may

not exi st between branded and generic pharnmaceutical s,
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as well as the other legal issues, but I will focus, as
| said earlier, on the econom c aspects.

I wll also talk a little bit about the economc
i npact of the Hatch-Waxman Act and ot her market dynam cs
t hat have acconpanied the tinme period since its
i nception. In particular, I will spend a few m nutes on
the dynam cs and variety of conpetition. This, | think,
is the crux of ny presentations in any case, and foll ow
up with some findings from key academ ¢ and gover nnent
sources, including the FTC report itself, and then
briefly allude to sone general J&J, Johnson & Johnson
positi ons on Hatch-Waxman reform

Overall, there are sonme facts in here that my
be famliar to sone, but | think they sonething bear
reiteration and have been already alluded to in the FTC
report, but the market has grown trenendously over tine,
and the question is, and this is an interesting issue
whi ch often gets drowned out in some of the rhetoric
that the conpanies sort of discuss: Wat has contri buted
to the tremendous expl osion of the health care nmarket
overal |l and the growth i n expendi ture i n pharmaceuti cal s? Wt hout
going into a | ot of detail, what will be
avail able on the web site |ater on, the key point
recogni zes that prescription drugs account for about 9.7 percent of
overall health care expenditures at this

point in tine.
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If you look at historical trend going back al
the way back to 1960, it was about 10 percent in 1960.

It declined to about, | would roughly say, 5 or 6 percent,
and then it's clinbed since, but it is at a |level which
we have seen before, but nore inportantly, this growth
has been driven primarily in the last six years by

vol une and m xed growth, and about one fifth of it is
attributable to price change over that period of tine.

This is a key issue, which | think is actually
wel | docunmented and may be found in a nunber of sources,
including the one that is noted at the bottomin a
f oot not e.

The growt h of pharnmaceuticals is also
attributable to the dramatic inpact on inproving health
care as well as the cost effectiveness, which | think
has been tal ked about earlier during this workshop.
There's a growi ng body of evidence, both in the clinical
and the economic literature, on pharmaceuticals that are
cost effective, and relative to other forns of health
care interventions, they often end up reducing total
costs associated with an illness by replacing sonmetines
|l ess effective and nore expensive treatnents.

| ndeed, the President's report fromthis year,

2002, alludes to this very fact in quite sone detail,
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and | direct you to page 182 in particular.

The growt h of pharmaceuticals is also explained
by the trenmendous increase in third-party insurance and
Medi cai d versus out of pocket paynents. |It's about to
up to about 70 percent now if you conbine the two versus
| think approximtely 18 percent in 1970.

Again this is background. That's the sort of
t he perspective. That's the context in which we can
eval uate quickly the Hatch-Waxman Act. Overall, the
exi sting Hatch-Waxman Act provides what we believe are
an appropriate set of incentives for innovation by
research based conpanies and for market entry by generic
phar maceuti cal s.

I will not belabor the points in ternms of the
data, but | think you' ve already heard the generics do
account for about 47 percent of all pharnaceuti cal
prescriptions now. This is up from about 13 percent in
1980, and 19 percent in 1984.

Mar ket penetration by generics have become
increasingly rapid. There are several case. The nopst
spectacular in this particular context being the case of
Prozac where within one week, 80 percent substitution
occurred within at |least the Merck Metro system

The Congressi onal Budget O fice has done a

study, | think it was done about a couple of years ago,
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in 1998, and there's a | ot of discussion in that study
on the inpact of the Hatch-Waxman Act, the economc
inmpact. It's estimated there were 8 to 10 billion
dol l ars saved from generic substitution in the md
1990s, and the study al so concluded that expected
returns from marketing new drugs have declined 12
percent because of this act, and this is fromthe CBO
st udy.

As | said, in the few m nutes that remin, the
crux of the idea is that there's nore than just price
conpetition in this market. Price conpetition is clearly
very inportant. | think we've just seen exanples, but
the two other major kinds of conpetition are therapeutic
conpetition and dynam c conpetition.

This is also a termfromthe President's
report. Sonetimes econom sts like to call it the
Schunpeter report in deference to the great econom st
Joseph Schumpeter fromthe 1940s at Harvard
Uni versity.

Generic conpetition, which clearly poses a
direct price conpetition, there will be a significant
amount of generic entry in the next few years, and
estimted that about 20 billion dollars worth of
aggregate sales in the year 2000 will face patent

expirations between now and 2005.
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The therapeutic conpetition, the notion of that
is that even for branded products that are on patent,
there are a trenmendous amount of conpetition that is not
al ways fully appreciated certainly in general
di scussions and certainly in the popul ar press, and
there's been a nunber of exanples, and there's sone
remar kable shifts in market dom nance, even anong
pat ented drugs.

I think the case of Lipitor is well known.
There was anot her product which was the first product,
Zantac, this goes back in time, which was a maj or
anti-ulcer drug that superseded the first drug in that
category, and they were all considered to be highly
i nnovative drugs, so clearly there's no first nover
advant age.

There's a trenmendous anmount of product
differentiati on anong brands and their attri butes.

Pati ent tol erance and efficacy are not uniform and
they're all well served by increased variety, and that
variety is provided by a number of branded products in
the therapeutic class, and that's a major source of
conpetition. There are also a number of publications on
this particular topic.

Then there's this dynam c or Schunpeterian

conpetition. This is the one that's in the President's
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report. Specific exanples that are cited in that report
is the case of PPIs, which is a class of G or
gastrointestinal, anti-ulcer type products but advanced
call ed punmp inhibitors, and they replaced H 2s, which is
the class of drugs |like Zantac and Taganet and the PPls
i ke Prilosec and Prevacet and so on, and this
particul ar class canme and repl aced and surplanted an
exi sting therapeutic class, an established class, which
was on patent.

The supersession occurred before patent
expiration. This is a key point that one needs to
recogni ze, and there are other exanples | think in the
case of statin versus cal cium channel bl ockers may al so
be a rel evant one.

The costs of innovation versus imtation | think
is well discussed in sone context, but | think I would
like to remi nd the audi ence and others that it's a | ong
and intensive drug devel opment process that takes about
12 to 14 years. |It's highly risky. Only about 20 in
5,000 conpounds that are screened enter pre clinical
testing, and then about one in five clinical trials
recei ve drug approval, that go into clinical trials that
recei ve drug approvals.

The cost of R&D on average, and | would like to

enphasi ze the average, recognizing failures, dry holes,
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successes, when you average it all out, it works out to
about 800 mlIlion dollars per new chem cal entity. This
is froma recent Tufts University study that was
publ i shed | ate | ast year | suppose.

The cost of failures or delays are devastating.
| won't get into specific exanples, but the inpact on
mar ket val ue as a consequence of any failures or del ays
are enornous.

By contrast, as was said, generics have to
establi sh bi oequi val ence. \Which requires about one to
two years, and the costs, as | understand it, are up to
2 mllion dollars, and this is this is froma well known
expert in the field, Henry G abowski of Duke University.

The i nmportance of pharmaceutical innovations,
basically the idea is that econom c studi es have found
unpt een nunber of tinmes that patent protection or
intellectual property rights are critical. 1It's kind of
wel | known, but the length of the market exclusivity is
nore i nportant in pharnmaceuticals than in other high
tech industries, and contrary to popul ar ni sconcepti on,
on average, and again on average, nany marketed products
do not recover their R&D costs.

The source of this is a nunber of papers by
Henry Grabowski and John Vernon that have been

established, and | can provide the sources in detail
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| ater on.

A coupl e of inportant points fromthe
President's report as well as other government reports,

t here are many di seases such as stroke, cancer,
congestive heart failure for which there are no good
treatnments, and this necessitates innovative new

t herapi es, which can only cone about only given proper
or appropriate incentives.

G ven the conpetitive environment according to
the economic report of the President, patents play an
inportant role in encouraging firns to spend resources
needed to devel op i deas and products that conpetitors
could easily copy in the absence of |egal protection.

Conpanies will be notivated to devel op drugs
only if successful drugs can achieve profits and capture
a | eading market share in relatively short tinme before
i nnovati ons energe. In the drug industry substanti al
mar ket share can be lost in just a few years.

Just the last two slides on J&'s general
position on Hatch-Waxman reform but given the sort of
ongoi ng di scussions that are going on, there are certain
proposal s that we believe are inappropriate.

Qur patent counsel advises that |aws shoul d not
deprive NDA hol ders of patent enforcenent rights that

are available to all other patentees. There's the issue
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of due process and no forfeiture provisions for failing
to bring suit within 45 days. Normal statutes of
[imtations should apply, no forfeiture of right to
trial by jury. There's legislation that effectively
deprives patentees of the right to have juries hear of
validity and infringement issues in ANDA cases, and

no private action for delisting fromthe Orange Book
shoul d be created.

Finally, we believe that existing |laws are
generally adequate to address abuses. There are
abuses. There are eight cases that were referred to.

G ven the context of roughly about 500 ANDA cases
involving certifications, | think 104 were studied here.
To put it in context, they are relatively

i nfrequent, and we believe that the existing |aws are
probably adequate to address them because litigation is
underway. It is our view that the Federal Trade

Comm ssi on study on the issue at hand is a bal anced
anal ysis, which confirms that no major refornms of the
Hat ch- Waxman Act are warrant ed.

Thank you.

(Appl ause.)

MR. KADES: Thank you. Qur next speaker is
Geg dover, who is a JD-MD who is currently with the

firmof Ropes and Gray. He will be speaking on behalf
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of the Pharmaceutical Research and Manufacturers
Associ ation of Anerica, also known as PHARMAA.

MR. GLOVER: Good afternoon. |'m pleased to
participate in this panel on generic and branded
pharmaceuticals. |'ma physician and an attorney with
the law firm of Ropes and Gray, specializing in
representation of the research based industry on the
relationship between intellectual property and FDA
regul atory | aw.

My presentation will focus on innovation as an
essential driver of conpetition in the pharmaceutical
i ndustry. Innovation is the primary source of
conpetition in the pharmaceutical industry. Innovation
produces new products that conpete with products of
ot her research based conpanies in a given therapeutic
ar ea.

To the extent that innovation does not occur,
research based conpani es and generics alike will have
fewer new products, and | ess conpetition will occur.
Both initial and sequential product innovation are
i nportant features of the research and devel opnent
process in the pharmaceutical industry.

As you can i magi ne, innovation does not occur in
predi ctabl e consi stent manner. Sonetines it occurs

quite serendipitously. In many cases the innovation

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

182
that first appears increnmental can turn out to be
f undanment al

I nnovation by brand name manufacturers has
provi ded new dosage fornmul ations that permt changes
fromintravenous to oral fornulations, changes from four
times a day to once a day dosing and changes from
prescription to over the counter versions of products.

Mor eover, product innovation results in a
variety of different drugs with the sane therapeutic
class that have different clinical and side effect
profiles.

Al'l of these innovations give physicians nore
options to fit the drugs to the needs of the individual
patient. Even after the introduction of |lower priced
generic copies of earlier versions of pioneer drugs, the
demand for inproved variations, a test to the immediate
conpetitive significance of these innovations, as well
as to the related to the consumer benefits. In
addi ti on, subsequent generic copying of these new
versions further expands their conpetitive inpact.

Robust patent rights for initial and sequenti al
product devel opment are needed to pronote innovation and
rel ated conpetition. These rights enable devel opnment of
gover nnent approved mar ket abl e drug products.

By providing research based manufacturers an
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opportunity to benefit financially fromthe innovations
t hey devel op, these rights also provide the necessary
incentive to pronote further investnent to support the
research, devel opnent and refinenment needed to discover
future treatnments and cures to protect the public.

The full range of patent protection is critical
to achieving the full benefits of innovation. Wile
patents are significant to innovators in nost
i ndustries, they're absolutely crucial to the
pharmaceuti cal industry. Wthout current |evels of
intellectual property protection, there would be no
significant pharmaceutical industry, at least not inits
current form and neither would there be a significant
generic industry because fewer drugs would be devel oped
for generic conpanies to copy.

Ef fective enforcenent of these patent rights is
essential. Although the Hatch-Waxman Act prevents a
pi oneer conpany from bringing a patent infringement
action, against a generic conpany during the generic
product devel opnment testing phase, the Act enabl es
effective enforcenment of patent rights at the tine a
generic applicant files its application.

By providing up to a 30-nonth stay on FDA's
approval of a generic copy of a patented product, the

Hat ch- Waxman Act enabl es patent owners to have a limted
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time to defend their intellectual property rights before
t he generic product receives final approval from FDA.

Enor nous investments are necessary to support
phar maceutical innovation. It is a tine sensitive,
extremely expensive and risky effort. On average,
econom sts estimate that it takes 10 to 15 years to
devel op a new drug. Mbst drugs do not survive the
ri gorous devel opment process. Only 20 in 5,000
conpounds that are screened enter preclinical testing,
and only one drug in five that enters human clinical
trials is approved by the FDA as being both safe and
ef fective.

I ncreased efforts to find new and better cures
for diseases have resulted in shortening the period
during which a new breakt hrough nmedi ci ne can hope to be
al one on the market. Wthin nonths, new products from
ot her pioneer conpanies often enter the market, thereby
creating conpetition anong branded products.

Wth respect to conpetition between research
based and generic conpani es, we nmust recogni ze that the
thriving generic industry in the United States was
created by the 1984 Hat ch-Waxman Act. Under the Act,
the cost to devel op generic drugs are now, in both
relative and absolute terns, extrenely | ow.

Accordingly, generics enter the nmarket at
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dramatically reduced prices, as they have done at
increasingly high rates. Since the |aw s passage, the
generic industry's share in the prescription drug market
has junped fromless than 20 percent to al nost 50
percent today.

An addi tional inpact on pioneer generic
conpetition arises fromreduced effective patent terns.
That is the tinme between FDA approval and patent
expiration. The full patent termin the United States
is 20 years fromthe date a patent application is
filed. Accordingly, innovators in nost industries who
do not need regul atory approval before going to market
typically receive up to 18 and a half years of effective
patent life.

In contrast, pharmaceutical conpanies have a
strong i nducenent to apply for patents early in the
devel opnent process. As a result of this incentive and
of the | engthening devel opment and FDA review tines,
effective patent lives for pharmaceuticals have
decl i ned.

The average period of effective patent life for
new medi cines introduced in the early to md 1990s for
patent termrestoration was only about 10 to 12 years.
This trend al so works to accel erate generic market

entry.
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Thanks to the cycle of innovation supported by
effective intellectual property rights, the
phar maceutical industry is characterized by substanti al
and increasing conpetition. As pharmaceutical conpanies
have invested nore in research and devel opnment than ever
before, both brand to brand and generic to brand
conpetition has grown dramatically.

Conti nued conpetition depends upon enornous
i nvestnent on time and noney to support an innovative
process that is inherently uncertain. Maximzing the
certainty that a research based manufacturer can obtain,
enforce and make full legitimte use of intellectual
property rights is essential to maintaining the cycle of
i nnovation that drives the industry conpetition for the
benefit of consunmers.

Thank you.

(Appl ause.)

MR. KADES: Thank you. Qur next speaker is
Sarah Lock, who is a senior attorney with the Anerican
Associ ation of Retired Persons, otherw se known as AARP
or AARP.

MS. LOCK: Thank you. There is a great deal of
controversy in our organization over the use of AARP as
opposed to A A R P, so those that know, you have to say

AARP.
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I want to take a nonent to explain AARP' s
interest in these issues. W are a nonprofit, non
parti san menmbershi p organi zation of nore than 35 mllion
menbers aged 50 and ol der, and we work to foster the
heal th and econom c security of individuals as they age,
i ncludi ng ensuring access to needed health care and
prescription drugs. To that end, AARP supports efforts
at the state and national levels to increase access to
nore affordabl e drugs.

Now, when David invited nme to participate, he
asked two questions. He said, Can you describe what the
general need and benefit to AARP's constituency will be
if we get quicker access to generics, and can you tell
us why AARP participated in litigation against the
i ndustry?

So as to the first, I want to address it on two
|l evels. One would be the macro | evel of the general
nunbers and statistics that drive our need to get
involved in the issue, and the second is on a mcro
| evel of the individuals whose story we hear every day.

Access to prescription drug treatment is
particularly inmportant to the ol der popul ati on which,
because of its chronic and serious health conditions,
has the highest rate of prescription drug use.

For exanmple, Ms. MCl uskey's organization,
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Fam | ies USA, has reported that people over 65, although
only 13 percent of the popul ation, account for 34
percent of all prescriptions dispensed and 42 cents of
every dol | ar expended on prescription drugs.

The rising demand for prescription drugs has
been, as we have heard, acconpanied by a dramatic
increase in prescription drug costs, |eading AARP to
support access to generic drugs, which has proven to be
a benefit to consuners by |owering the cost of
medi cati on.

From 1993 to 1999, prescription drug spending
rose by 94 percent, over 2 and a half percent the
increase for total national health spending, which grew
by 36 percent over the sanme period.

A University of Maryland study predicts that the
i ncrease in pharmaceutical spending will increase,
estimating the increase to be between 15 and 18 percent
per year from 1999 to 2004, nore than doubling from 105
billion in 1999 to 212 billion in 2004, and the rise in
spendi ng may be even greater than the Maryl and study
esti mated because we have information fromthe National
Institute for Health Care Managenent that spendi ng of
prescriptions rose 18.8 percent in 2000, reaching the
total cost of 131.9 billion dollars |ast year, with an

average cost to fill a prescription being $45. 27.
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Now, prescriptions account for approximtely 19
percent of the average total out of pocket spending on
health care by Medicare beneficiaries. This does not
i ncl ude honme health care and | ong-term nursing hone
costs by beneficiaries, and prescription drugs conprise
the | argest category of Medicare beneficiaries health
care expenses after prem um paynents.

Medi care beneficiaries were predicted to spend
an average of $480 out of pocket on prescription drugs
in 2000. Those who are in poor health or |lack drug
i nsurance pay considerably nore. Those who were in poor
health spent $685. Those wi thout drug coverage spent
$715, and those who are severely limted in their
activities of daily living spend $725. Research has
shown that uninsured, older and chronically ill people
do wi thout drugs when cost beconme too great a factor.

A 2002 AARP study reveals that for Americans age
45 and ol der, nore than one in five report that they do
not fill prescriptions prescribed by their doctor
because of the cost. The cost of the drug was the
primary reason people cited for not getting their
prescription filled. OF particular concern is that
t he proportion of people who say that cost is the main
reason for not getting prescription filled is rising.

It's up from 13 percent in 1986 to 32 percent
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this year. Wthout a doubt increasing access to |ower
cost generics is one way to ensure that consuners wll
fulfill the prescriptions their doctors have ordered.
Because generic drugs are priced nuch |lower, they're a
source of substantial savings.

Recently, the rate of generic market penetration
has sl owed and declined, and although M chael and two of
our panelists have discussed the rate of market
penetration at approximately 47 percent, it is clear
that since 1984, the rate of generic penetration is
decl i ni ng.

Generic drugs market share, as a percentage of
total dollar sales, slipped froma high of 12.2 percent
in 1985 to 8.6 percent in 1998. As the FTC s Bureau of
Conpetition has pointed out, consuners save npst on
prescription drugs when nultiple generics enter the
mar ket .

The average price of a generic drug declines as
t he nunmber of manufacturers of that drug increases, and
it makes sense that the sooner nore conpanies offer the
sane generic product, the greater the conpetition, and
the | ower price consuners pay.

Now, a Brand | study in 2002, which was a study
supported by the generic industry, indicated that if

generic drugs were nore widely available and utili zed,
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every person age 65 and ol der woul d save an average of
$270 for prescription drugs, but these figures that |'ve
just rattled off are tal king about the national macro
| evel , speaking to averages and the national problem

VWhen you hear the stories that our nenbers call
us with, then you will begin to understand what savi ngs
on the cost of prescription drugs nmeans to them and what
faster access to |lower cost drugs would do to inprove
their lives.

AARP menbers call in and tell us about how nuch
t hey spend on prescription drugs and how their savings
keep goi ng down. Many nenbers call and say they can't
afford to take their nmedication, that they have to do
wi t hout or sacrifice in order to pay for their
prescriptions.

Sone nmenbers call in tears explaining their
stories as they struggle to make ends neet, and many are
angry because of what they see as the increased cost of
prescription drugs greatly exceeding the cost of I|iving
and what they see as the reasonable profit margin for
manuf acturers. Still others are stoically resigned and
see no other way out of their problem

Let nme share you with you the plight of an AARP
menber that | spoke with yesterday. This gentleman is

73. H's wife is 51. Five years ago she was di agnosed
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wi th neurofibromatosis of the spine, which this
gentl eman described to me as her nerves becom ng
det ached from her spine and creating tunors.

They have exhausted the health care benefits his
retirement plan has provided, and they are conpletely
dependent upon Medicare. She takes seven different
medi cati ons, none of which offer her a cure of the
di sease which will ultimately result in her death, but
they help her deal with the terrible synptons that she
suffers.

Their joint income from Social Security,
disability and his pension is approximately $25,000 a
year. About half of that goes to health care. 9,000
dol | ars goes to pay for her drugs alone. |In order to
neet their expenses, they have deci mated their nest egg
for retirement. His wife has to have a particul ar drug
for the pain, and it costs $2.69 a pill. She has to
have seven or eight of these pills a day.

They are now spending the last |iquid asset that
they had. He cashed out his last IRA worth $3, 000
| ast year. He says that they will sell their hone
next year. It is no exaggeration to say that a
| ower cost generic nedication would nean that this
famly could stay in their hone | onger or perhaps not

| eave at all.
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Now, | have many other stories, people who are
prescribed five pills and alternate every other nonth
whi ch drug they're going to be able to afford, people
who eat romamine as a regular diet in order to pay for
their prescription drugs.

Now, AARP is entering this litigation against
the i ndustry, and we have done so for a variety of
reasons. OQur chief goal is to get a Medicare
prescription drug benefit to help pay for these vitally
necessary nedi cati ons, but because the price of drugs
keep escal ati ng, we see that coverage in Medicare wll
not be feasible or sustainable w thout cost
cont ai nment .

| ndustry practices by some manufacturers, which
result in higher prices, elimnating conpetition needs
to be stopped. Because prescription drugs are so
inportant to the health of seniors, we focused on
litigation which sought to inprove consuners access to
medi cati on, either through enhanced conpetition or
t hrough expandi ng publicly funded prescription drug
cover age.

So we have filed a Ami cus briefs on behalf of
AARP in support of consunmers in antitrust cases such as
In Re: Cardizem and the Hytrin litigation. W are also

filing in support of state prescription drug prograns in

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025

193



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

Mai ne and M chi gan, which seek to provide discounts and
coverage for seniors for nedically necessary drugs.

We are joined in litigation with consunmers and
consuner groups affiliated with the Prescription Access
Litigation G oup, an effort by comunity catal ysts and
others to bring system c change to prescription drug
conpetition. These cases, which we have joined, have
several things in common. First, they are cases of
national inpact involving inportant drugs used by ol der
peopl e.

They each all ege that generics and name brand
manuf acturers have reached settl enent agreenents
resulting in the delay of generic conpetition. One
menber has told me that she spends 10 percent of her
i ncome on Pador al one. Another wonman says that the
Tanoxi fen nmedi cati on keeps her alive, but she can't
afford to pay for her other necessities of life.

As we've heard about and intuitively understand,

t he amount of conpetition between drug manufacturers has

a direct correlation with the cost people pay for
medi cati on, and the cost of medication has a direct
correlation with whether people can afford to purchase
t hem and get the benefit of these drugs.

Any delay in the availability of generic

prescription drugs neans that consuners' access to life

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025

194



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

savi ng and heal th enhanci ng medi cations is being
di m ni shed.

Thank you.

(Appl ause.)

MR. KADES: Thank you, and our next speaker is
Amanda McCl uskey, who is the Director of Health Policy
of Fam lies First, a nonprofit, non partisan consunmer
advocacy organi zati on.

MS. MCCLUSKEY: Thank you. It's actually
Fam | i es USA.

MR. KADES: |'m sorry.

MS. MCCLUSKEY: That's okay. | believe there is
an organi zation out there called Famlies First, but
that is not us.

Thank you very nuch for the invitation to be
here. |I'mdelighted to be here and participate in this
di scussion on an issue that's of such great inportance
to so many Anericans.

I would like to focus on three different areas

related to the questions outlined in the agenda. First,

| would like to look a little bit at the market fromthe

perspective of the consuner, particularly that consumer
t hat doesn't have prescription drug coverage and is
paying the full price for the prescription when they go

to the pharmacy counter.
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I would like to comment on the proposed
| egi sl ative changes to Hatch-Waxman and then al so tal k
about sone additional areas which we believe nerit sonme
monitoring and interest on the part of the FTC

Today as many of you know nore than 12 mllion
Medi care beneficiaries |ack access to coverage for
prescription drugs. Seniors rely nore on prescription
drugs than any other popul ation, and yet they're nore
likely to | ack coverage.

Access to prescription drugs is essential to
mai ntain and i nprove their quality of life. Yet each
day, mllions of seniors have difficulty paying for
their nmedications, and the cost of these nedications are
rising rapidly.

Fam | i es USA has been tracking the prices for
the 50 drugs nobst commonly used by seniors for the | ast
nunber of years. |In our |atest report, which is
avai l able on our web site at ww. fam | i esusa. org, and
this report, it's on our web site, it found that on
average prices for the 50 drugs nost commonly used by
seniors increased by nearly three times the rate of
inflation in just the last year alone, from January 2001
to January 2002. M nd you, these are drugs commonly
used by a population that often lives on fixed incones.

The average price increase was 7.8 percent,
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while the rate of inflation during the same period was
2.7 percent. The story's the sanme if you | ook at the
price increases over five years as well. Over the
five-year period from January '97 to January 2002,
prices rose on average 27.6 percent or nore than two
tinmes the rate of inflation.

Among the drugs on this list of 50, ten are
generics, and 40 are brand name. |In the |ast year,
prices for the generics nost frequently used by seniors
increased by 1.8 percent, a rate less than the rate of
inflation. During this same period, prices for the 40
brand name drugs nost commonly used by seniors increased
an average of 8.1 percent.

In addition, the generics not only rose slower,
but their prices are significantly | ess expensive. The
average of the 40 brand nanme drugs, the average price
was over 1,100 dollars per year for annual treatnent
usi ng these nedications conpared to 375 dollars of an
average for the generics.

Numer ous studi es have conducted head to head
conpari sons of brand to generic drugs and show
significant savings for brands and generics within the
sanme category. Clearly, conpetition from generic drugs
offers seniors significant savings off of the brand nanme

price and generics are increasingly -- particularly as

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

198
brand names are increasing their prices significantly
faster than brand nanes (sic).

However, it's not just Medicare beneficiaries
t hat benefit fromincreased access to generics. There
are nmore than 40 mllion uninsured individuals who have
difficulty accessing prescriptions, have no coverage and
are forced to pay for those drugs out of pocket,
mllions nore who are underinsured and who | ack adequate
prescription drug coverage.

In addition to that, you have state Medicaid
prograns who provide essential prescription drug
coverage for many of this country's nost vul nerable
popul ati ons, and in fact, any purchaser of prescription
drugs, whether it's any of our enployers, the federal
governnment or other insurers, benefit fromnore generics
com ng to market.

Now, the pharmaceuti cal conpani es have argued
that they need to sustain these high prices that we
illustrate in this report, that they need these high and
increasingly rapid prices to sustain investnments in R&D
and we've heard a little bit of that this afternoon.

So we wanted to look at this a little nore
closely and get a handle on what we could -- in terns of
what information was available to us in a public way,

and so we | ooked at the SEC filings for the conpanies
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t hat manufacture these 50 npbst commonly prescribed
drugs, and there are nine conpanies that are based in
the U.S. and that are publicly held and therefore
obligated to file with the SEC

So we | ooked at those nine conpanies, and all of
t hose nine conpanies reported a profit in the [ast year
based on their SEC filings. Six of the nine conpanies,
and the six include Merck, Pfizer, Bristol Mers Squibb,
Weth, Lilly and Schering-Pl ough, had profits exceeding
their spending on R&D, and on average the nine conpanies
reported profits of 18 percent of total revenues, but
only 11 percent of total revenues was allocated to R&D.

We al so wanted to | ook at other areas of
spendi ng where we felt maybe direction was being
diverted from R&D and taking potentially noney away from
that and a problem for why we weren't seeing any
interest in |owering prices or noderating prices.

So we al so | ooked at spending on marketing
advertising and admi nistration, and all nine conpanies
spent considerably nore on marketing advertising and
adm ni stration than they spent on R&D.

Now, | don't want to go into this in great
detail because that's the conversation for the next
panel, but | did want to nention it is in the report.

The report is on the web site, again at Fam liesusa. org.
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So | want to close this off by saying that while
| think it was M. G over, Dr. G over, who nentioned
that this is a very risky industry and that drives a | ot
of what the industry does. At the same tine, this is
al so a very profitable industry. Fortune 500 has ranked
this industry the nost profitable for the |last ten
years, and it's the nost profitable by a |arge margin.

In fact, in the |ast year alone, the average
profit margin for a Fortune 500 conpany was a little bit
over 3 percent conpared to around 18 percent for the
phar maceuti cal conpani es.

I want to nove on to the specific questions
about the | oopholes. You can imgine as an organization
t hat advocates on behal f of consuners, seeing these high
and rapidly rising prices, seeing the difficulty that
i ndi vi dual s have accessing generics, and this is
particularly frustrating.

So Families USA is very supportive of efforts to
cl ose the | oopholes in Hatch-Waxman. |In particular, we
believe efforts to limt brand nane manufacturers to one
30-nonth stay is a major step forward in addressing
current abuses by elimnating the incentive to stockpile
pat ents.

We support the right of generic conpanies to be

able to get inappropriately |listed patents renpoved from
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the Orange Book in a tinely fashion. W also believe
it's inportant to require both brand name and generic
conpanies to report agreenents and agreenents that they
have nmade about marketing of generic drugs and that

t hese areas need to be aggressively nonitored to ensure
that the 180-day exclusivity for the first generic isn't
parked, to use the FTC s | anguage.

Once the patent exclusivity is expired, every
effort should be made to get the generics to market as
qui ckly as possible. These delays have trenmendous
financial inplications for consuners.

Finally, | want to comment on one other area,
which | think is potentially an energing area that my
warrant sone interest on the part of the FTC. Mich of
the strategies described in the FTC s report, as well as
our own research, suggests that brand name prescription
drug conpanies will go to great lengths to prevent
generic drugs fromentering the market.

To the extent that we are successful in closing
exi sting | oopholes in Hatch-Waxman, | have no doubt
t hese conpanies will seek other creative nechanisms for
protecting their nmarket exclusivity and preventing the
conpetition from generic drugs.

So one area that we're particularly interested

in would be what many m ght call next generation drugs,
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and | have been thinking about this a fair amount |ately
and have sort of likened it to ne-too drugs nmanufactured
by the sanme manufacturer as the original drug.

I think Claritin and Clarinex and Prilosec and
Nexi um sort of give it away in their names to sone
extent, but | think they're two great exanples where the
manuf act urer has gone to great lengths to make fairly
nodest nodifications in the drug to the extent that it's
uncl ear what the added value is for the patient and, at
the sanme tinme, have successfully protected the patent
and the exclusivity of the drug that they've initially
i ntroduced.

So | just raise that. | know part of this
hearing was to sort of raise those other areas and | ook
at the FTC study, and | raise that as one other
possibility and one other area that | think is worth
| ooki ng at.

| just want to cl ose by saying that we do val ue
the innovation and the innovative work of pharmaceuti cal
conpanies, but | think it's inportant to point out --
and | guess before | go there, | want to say not only do
we value it, we believe it should be rewarded, and
patent exclusivity is certainly one way to do that, but
we believe that we should be rewarding true innovation,

not sinply nodifications to an existing drug or nme-too

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

drugs, but really true breakthroughs that offer real
advances in the treatnment of care for individuals.

Thank you.

(Appl ause.)

MR. KADES: Thank you. Qur next speaker is
David Reiffen, who is a staff econom st in the Ofice of
Econom ¢ Policy at the Departnment of Treasury. He is
formerly a staff econom st at the Federal Trade
Commi ssion, and he's authored a study on the generic
drug industry or coauthored a study.

MR. REI FFEN: Thank you. | would like to thank
the FTC for inviting me today, and as was noted, | work
at the Treasury Departnment, and | have to give the usual
di scl ai mer that whatever | say today is ny opinion and
not that of the Treasury Departnment.

As several earlier speakers discussed, recent
FTC enforcenent actions have focused on certain
behavi ors by innovator drug conpanies with respect to
generic firms, specifically as alleged, that innovator
firms colluded with generic firns to delay entry. For
exanmple, in several cases the innovator and the initial
generic agreed to delay the introduction of the generic
product, typically in exchange for a paynent by the
i nnovat or, and that was di scussed at sone | ength today.

This is particularly inportant because certain
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provi si ons of Hatch-Waxman often serve to delay the
entry of other generic producers.

The study |I'm going to discuss today primarily
deals with a concern about an earlier alleged tactic by
i nnovators, and a portion of that study is avail able on
the FTC web site. [It's Bureau of Econom cs Working
Paper Nunmber 248 that | wote with M ke Ward.

So in the md 1990s, there are several instances
in which an innovator drug brought out a generic version
of its product just prior to the expiration of the
patent, and sonme exanples of this were Loped and Xanax
and Naprosyn and a few ot hers.

The practice seens to have subsi ded somewhat in
the U.S., but it's still quite comon in Canada due to a
sonewhat different regulatory regine, so the first
guestion we addressed in the study is: Wy mght this be
a probl ent?

| guess two aspects of the generic drug industry
conbine to make this a potential problem The first is
that nmost of the profits from producing a generic drug
accrue to the first generic firmthat gets an ANDA. So
to a large extent, all the generic firms apply for ANDAs
with the hope to be the first to be approved.

The second feature is that if the innovator firm

decides to introduce a generic product, it doesn't have
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to obtain any additional FDA approval. It can sinply
bring its product to narket even before the patent
expires and certainly as soon as the patent expires, so
in conbination, by introducing its generic product

bef ore any i ndependent generic firmcan get FDA
approval, the innovator firmcan take away a | ot of the
profits associated with entering as a generic producing
drug.

That, in turn, can have a fairly substanti al
effect on the nunber of entrants, so that was kind of
t he hypothesis that we cane up with, and in doing our
research for the study, we actually came across a quote
by a fell ow named Morton Katz, who was then Chairman of
t he National Association of Pharmaceuti cal
Manuf acturers, which was very nmuch in the spirit of what
we were tal king about. So he's basically saying the
sane thing, that the innovator comes in first. It wll
be very difficult for any generic to make any noney, an
i ndependent generi c.

So what we were doing in the study was to try to
estimate the nmagnitude of this effect, and so that cones
down to two questions. First, how big are the profits
that the first approved generic firmcan expect to get
as a percentage of all the profits that can be nade

produci ng a generic drug?
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It turns out for the typical drug in our sanple,
we estimate that a little nore than half of the profits
go to the first entrant.

Then the second question is: Wat's the effect
of the nunber of entrants of renoving this profit from
that available to the generic producer, so if a | ot of
the profits fromentering decline, they decline by the
anount we said, how many fewer generics wll apply?

So what we do is we estimte a number of
structure relationships, which basically describe
conpetition within the generic sector, not conpetition
bet ween generics and branded but fromw thin, to answer
t hese questions, and they descri be how conpetition
devel ops anong the producers of specific kind of drugs.

As it turns out, although we devel oped those
estimtes for the specific goal, that you can answer a
variety of policy questions with these same kind of
esti mat es.

So I"'mgoing to turn first to the specific
guestion of what happens when these branded firns bring
out their generic firms, the innovator brings out his
generic product.

It turns out the size of the effect depends on

t he sales volune of the drug, so if you have a drug that

had relatively small sal es before patent expiration, the
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effect is actually nmuch bigger, and the typical snmall
drug in our sanple had sal es before patent expiration of
about two and a half mllion dollars a nonth.

In that kind of market, the nunmber of generic
firms that would apply for ANDAs woul d decline pretty
dramatically from mybe about five to about two, and
when you get that kind of decline -- it worked.

So what we did here in this picture is if you do
get a decline in the nunmber of applicants for ANDAs from
five to two, what will that do to the path of prices
over time? So what we did here is the lower line is
what woul d happen in the benchmark case had the branded
firmnot introduced their product, and the upper line is
what happens assum ng that the branded firm brings out
its product just before patent enforcenent and all the
generic firms anticipate that. | guess that's the key
factor here, the generic firms will anticipate this so
are less likely to enter.

Assuming it's anticipated, you get significantly
hi gher prices, because of this reduction fromfive to
two, in the nunber of independent generic producers, and
the difference, those are nonths on the horizontal
access, so over three nonths, it averages maybe about 15
percent difference in a typical small drug. The effect,

as | said, depends on how what the size of the sal es of
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t he drug before a patent expiration.

For the large volune drugs in our sanple, the
effect is much smaller. As you can see here the
di fference between the two lines is nuch smaller. On
average over the three years, it seens |like maybe it's
only 5 percent or sonething, maybe | ess, and the reason
is for a typical |arge drug, you m ght have a dozen
i ndependent generic firnms applying in the base case.

So if you have a reduction of three in the
nunmber of generic entrants, they still have nine, and
noving from 12 to nine has a nmuch smaller affect on
price than noving fromfive to two, and we're estinmating
that, but that's part of what we're doing here.

So as | said, we estimated a bunch of structural
equations, and all these equations are describing in
what is going on in the industry, and none of them are
interesting in and of thensel ves, except perhaps the
rel ati onship between the price of the generic drug and
t he nunmber of generic conpetitors, and that relationship
has been estimated el sewhere, but we were interested in
a specific aspect of it.

What we wanted to know is, we know generally the
more conpetitors there are the lower the price will be,
but we were interested in the question of when does that

effect go away.
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As we say we think a second firmw Il always
| ower -- having two firnms will always introduce a | ower
price than having one, but will seven have an effect on

price, seven rather than six have an effect?

So we estimated this relationship in a way that
wll allow us to answer that question, and what we find
i's somewhat surprising to us. The effect of additional
generic conpetition seens to persist, even as you nove
out to six and seven firmns.

Certainly it starts to flatten out. At about
ten, you get to about as low a price as you can, as

you're going to get, which is why the early result that

in large markets noving fromtwelve to nine doesn't have

much of an effect, but noving fromfive to two, you can
see what happens has a very big effect on price.

Now, | should give a few caveats here. W
estimated this in a nunber of different ways with
di fferent nmeasures of price. They don't all | ook
exactly the sanme, but the general picture is kind of
simlar which gives us sone reassurance, but | wouldn't
swear by these values. So that was what we did in
anal yzing this previous practice.

If you look at the paper, you'll see we
di scussed sone ot her applications of these sane kinds of

estimates, and the nessage that conmes out of the paper
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is that there are trade-offs inherent in any policy
change. For exanple, things that make the generic
mar ket nore conpetitive tend to discourage entry in the
first place.

A nice exanple of that is the 180-day
exclusivity provision of the Hatch-Waxman Act, which has
been di scussed at |ength today. It has aspects that
bot h encourage and di scourage generic conpetition, so
what you can do with the study is estimte kind of the
magni tude of effects associated with various policy
changes.

Finally, | guess picking up on sonething one of
t he other panelists said earlier, our study illustrates
that there are a lot of ways in which the innovator firm
can attenpt to affect generic conpetition besides
t hrough these Waxman Hatch issues.

Okay.

(Appl ause.)

MR. KADES: Thank you. Qur next speaker is Bil
Schultz, who is an attorney at Zuckerman Spader, and
he's speaki ng on behalf of the Generic Pharmaceuti cal
Associ ati on.

MR, SCHULTZ: W thout PowerPoint. This is an
area -- I'mthe | ast speaker, so everybody can see

there's not a huge amount of agreenent. |In fact, it
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often seens there's very little we can agree on. W
haven't even been able to agree on the nane of the
statute. Is it Hatch Waxman or WAaxman Hat ch?

As a former Waxman staffer, | call it
Hat ch- Waxman, and | understand sonme of the Hatch
staffers have agreed to put M. Waxman's nanme first.

One thing | think there is general agreement on
is that the report by the Federal Trade Comm ssion is
really very helpful. It provides a lot of information
that many of us have tried to get for quite awhile, but
have been unable to get. It puts it together very well,
and while | guess we all draw our own conclusions from
the report, | don't think there's any di sagreenent that
this is going to be very valuable as we consider these
i ssues and particularly as Congress considers the issue
this year and probably next year as well.

We're al so not arguing about the val ue of patent
rights. | don't think anybody is suggesting that
patents aren't very inportant as an incentive to
pharmaceuti cal research. Nobody's contesting that there
used to be a 17 year patent. Nowit's a 20 year
patent. There's a five year patent extension granted in
1984. There's a six nonth pediatric extension.

None of this debate is really about those patent

rights. The issue instead is: \What happens after the
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patent expires? What happens if the generic
successfully challenges a patent and is able to show
that it's invalid? And these turn out to be very, very
I nportant issues because, as everyone in this room
knows, generic drugs have saved tens of billions of
dol |l ars since 1984, and as | think nost people would
acknow edge, there's potential for themto save much
nore in terns of prescription drug costs.

' mgoing to cover three or four of the issues
that seemto be key and just discuss a little bit about
what's at stake. The first one that you keep hearing
about is the so-called 30-nmonth stay.

In any other industry, if a conpany such as a
generic conpany wanted to chall enge a patent, it would
infringe on the patent. It would find itself in
litigation, and it would generally have the choice of
whet her to go ahead and sell its product during the
litigation. Now, selling the product can be a very
ri sky course because if you | ose, then you can pay
trebl e danages, and in this industry you literally
often woul d be betting your conpany.

So as the FTC report recogni zes, even when
there's no stay of FDA approval, the generic conpanies
generally do not start marketing their product during

litigation, but there's one situation where you can
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i magi ne a generic conpany would want to market its
product, and that's where it makes the assessnent that
this is a very, very weak patent, highly unlikely to be
upheld. | think as a public policy matter, you want the
generic to be able to market its product in that case.

The 1984 Hat ch- Waxman Act basically tells FDA
that once the generic files its application and says
it's going to challenge the patent, FDA can't approve
t he generic drug for 30 nonths, and the Federal Trade
Comm ssi on report says that one 30-nonth stay is okay,
and the reason is that it takes 24 or 25 nonths
typically for FDA to approve the application, so there's
not nuch inpact of that 30-nonth stay.

The original Senate |egislation would have
elimnated the 30-nonth stay, and | think as you'll see,
that is the far sinpler way to deal with this. This
state creates all kinds of conplications. | guess |
woul d say in response to the point made in the report,
if the average tine is 24 or 25 nonths, there are
obvi ously cases where the drug can be approved much nore
qui ckly, and in the case of a very big selling drug, the
generic may have an incentive to get the drug through
quickly if it thinks the patent is invalid.

The Comm ssion also did note that there are

cases where even the first patent, subject to the first

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

214
30-nmont h stay, appears to be very weak, but the issue
that's grabbed everybody's attention is sonmething really
of nore recent vintage. No one ever imagined in 1984 where
the first 30-nonth stay is about to expire, and so the
brand conmes in and sonmehow manages to get a second
patent issued fromthe patent office, files it with FDA
in the so-called Orange Book and gets another 30-nonth
stay.

Under the law, as FDA has interpreted it,
allowed it to be inplenmented, there could be a third, a
fourth, a fifth, and in one case there actually have
been quite a nunmber of 30-nonth stays, and al nost
everybody who's | ooked at this is troubled by it.

The Commi ssion was certainly troubled by it.

The |l egislation to pass the Senate would elim nate that
second 30-nmonth stay and say there could only be one. |
don't know anybody who will seriously argue that the
1984 Act contenpl ated nore than one.

That | eads us to the Orange Book. The
significance of the Orange Book is that you get your
30-nonth stay only if you list your drug in the Orange
Book, so it becones very inportant whether the patent is
actually listed in the Orange Book or not.

If we elimnated the 30-nonth stay, we could save

everybody troubl e about arguing about the rules of the
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Orange Book because they wouldn't matter so nuch, but if
we're going to have 30-nonth stays, then whether the
patent can go in the Orange Book or not matters.

Now, it's only supposed to go in the Orange Book
obviously if the patent clains the drug, if the patent
is tied to the drug, but the rules, as FDA have
i npl emented, basically are if the conpany wants to put
the patent in the Orange Book and certify that it's
valid, then the FDA treats its job as mnisterial. As
Jarilyn said, it says, Do you really nean it, but if the
conpany certifies it again, the drug is in the O ange
Book.

The courts haven't been any nore hel p because
they've said that the generics can't challenge the
Orange Book listing, so even if you have the best case
in the world, there was one case where the FDA had
essentially said that the drug did not match the
patent. It had gone ahead and listed it in the Orange
Book, and the courts said you can't challenge it.

Now, the legislation would do what to ne seens
like a pretty small thing, which is to allow a generic
conpany that wants to challenge this Orange Book |isting
to do so, not to have to do all this massive patent
litigation, but to sinply say, Look, that patent doesn't

match the drug, |I'Il argue about its validity sonmewhere
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el se.

This has been, |ike everything else, very, very
controversial, and it's going to apparently be sone
Bonanza for trial |awers according to those who argue
against it, but the bottomline here | think is the
Comm ssion said that where there have been patent
chal | enges, the generics have prevailed 73 percent of
the tine.

So we're tal king about real issues here. W're
tal ki ng about creating a situation where drugs can cone
on the market | ong before the patent expires, if the
patent is invalid, and creating a real structure that
allows that to happen.

One provision in the law that's designed to
encourage this is the so called 180-day stay, and
basically what it says is the first generic to break a
patent gets a reward. It gets to be the only generic on
the market for 180-day days. The FTC study | think
supports this as an incentive. |t suggests sone
nodi fications, but | think they're m nor enough that
they really don't nmerit discussing here.

Where the issue has really becone interesting is
in these settlenents, which the Conmm ssion says has
sonetinmes had the effect of blocking other generics. |

want to just say two things about that. One is whatever
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the solution here, it should not be to prohibit
settlements of patent litigation or any other kind of
litigation. Settlenents can be very valid and very
val uabl e.

On the other hand, the Congressional |egislation
| think suggests a solution to this, which will nean
that the generic that settles can't block a later
generic. The Comm ssion has other solutions, and |
t hi nk there's general consensus that this ought to be
addr essed.

In terns of the FTC s role in the future and
what sort of issues we mght see in the future, let ne
just nention a few One is the states are getting very
interested, for good reason, in pronoting generic drugs,
and there seemto be increasing pressures fromthe brand
name conpani es on the states that nake it difficult to
do so, and | think that's one area where we're going to
see a lot of activity in the future.

Secondly, I"msure there will be twists in the
statute, other little mechanisns found. W certainly
can't see themnow. The legislation will try to address
them but one that popped up | ast sunmer was a very
unusual use of -- there's a three year exclusivity in
Hat ch- Waxman t hat says, |If you have a new use of an old

drug or new popul ation or new formul ation, you get to be
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the only one to advertise that use.

One of the brand nanme conpani es had gotten a six
nmont h extension for pediatric exclusivity, and one of
their |lawers thought of the bright idea: Well, let's
try to convert that to three and a half years; we should
get three years for our entire drug because nobody el se
can put a pediatric claimon its |abel.

Congress addressed that in |egislation |ast
sunmer, but they addressed it only for pediatric
popul ati ons. Undoubtedly, soneone will try this for a
| abel having to do with some other type of population
because the pharma conpani es were very resistant to sort
of a broad fix of this issue.

Third issue is biologics. The '84 Act really
deals with chem cal drugs, but today and in the future,
there will be increasing drugs nmade fromliving
substances, which are called biologics. There isn't a
generic systemfor themin place. Mich hard thought has
to be given in the future to how you create a systemto
al | ow pharmaceutically equival ent biologics. Oherw se
the patents on those drugs could be alnost infinite.

In terns of the Comm ssion's role, | assunme it
will continue to play the role it has. | don't know
that the main i ssues are going to be so nuch antitrust

i ssues or the kinds of issues that the Conm ssion
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typically | ooks at, as they're going to be conpetitive
issues, and | think for the foreseeable future, the main
forum for those is going to actually be Congress.

In conclusion, the '84 Act was enacted because
at that tinme there were two inbal ances in the
mar ket pl ace. The first is Congress concluded that the
brand name conpanies were | osing too nuch patent tine
due to FDA requirenments and FDA approval, so upfront
there was too nuch patent tinme being | ost, and Congress
gave a five year patent extension.

It also said the brand name conpani es were
gai ning too nmuch patent tinme at the back end. 1In other
words, it was unhappy that there were was such a | ag
between the time the patent expired and the tine the
generic drugs could come on the market, so to address
that, it created the generic drug program at FDA and the
whol e ANDA process.

The whol e theory of that program was give the
brand conmpani es extra patent time, but the day the
patent expires, position the generics to conme on the
mar ket .

Today, there are new i nbal ances arising that are
creating delays in the tines generics can cone on the
mar ket, and while the statute has been a great success

story as the report recognizes, there is need to nake
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nmor e adj ust nents.

Thank you very nuch.

(Appl ause.)

MR. KADES: Thank you. Well, | think we've
pretty nmuch heard fromrepresentatives of the major
participants in the pharmaceutical industry, either as
makers or buyers, and we've heard the representatives'
Vi ews.

What | would like to start out with is to maybe
try to turn the tables on the speakers a little bit and
di scuss the issues that are not the ones that other
speakers have rai sed, so, for exanple, obviously the
representatives from PHARMAA and from Johnson & Johnson
tal k about innovation. The representatives fromthe
consumer groups tal k about access and cost.

Maybe | thought it m ght be worthwhile to ask
t hem each to respond to the issues that were raised by
each other, and | thought we would start by, I'll throw
this out to either one of the two representatives from
consumer groups, which is fromyour perspective, what
are the benefits of innovation in the pharnmaceuti cal
mar ket, and howis it that we should weigh those
benefits in making either policy decisions or
enf orcenment decisions in antitrust actions?

MS. LOCK: I'Il junp in. O course innovation

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025

220



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

is -- as Bill pointed out, there's certain agreenent
anmongst manufacturers and consumer groups that
innovation is vitally inportant, and we support those
protections. The bal ance has to becone, and

Hat ch- Waxman certainly tried to strike this bal ance
bet ween all owi ng conpetition and respecting those
rights.

From our perspective at AARP, we see the
overwhel m ng costs being continually driven up, and
there's got to be an exam nation as Fam lies has done in
| think in some of their studies, mybe Amanda woul d
like to address this, between the bal ance between
profits and reasonabl e expectations of profits and when
the prices becone so out of reach that nobst people can't
afford them

MS. MCCLUSKEY: |'m happy to do that. | think
obviously I agree with Sarah, and | think | made it
pretty clear that we value innovation, and | think part
of it is how you define innovation, but | think the
trick here is balancing the notion of rewarding this
i nnovati on.

I think a 20 year patent puts a pretty high
price, is a lot of value to give back to these
conpanies, and | think there's this bal ance between

rewar di ng, and that quickly can go into abusing, and I
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think there are | oopholes in the existing | aws, and |
think the conpani es have been very clever in maxi m zing
t hose to their advantage.

It goes directly to the point about profits, and
| think we are not here, I'mnot here to say that the
conpani es are too profitable or what the right profit
margin is, but it's hard for me to deal with issues
around prices for people who can't afford drugs and to
hear conpani es say they can't absorb any reduction in
price, that they need nore tine, nore maxi m zi ng of
their profits, of their exclusivity on the market when
people can't afford the product.

As far as |I'mconcerned, if people can't afford
t he product, then the innovation doesn't exist for them
and so | think there's a very delicate bal ance there,
but I think what we've seen in the work that the FTC has
done, we have done a number of our own, we have done a
series of work ourselves, again it's on our web site.
You're wel come to go and get that, if you want to give
me a card here, |I'm happy to send it to you, | ooking at
where the conmpani es have potentially used these
| oopholes to go too far.

What that really neans is people aren't getting
access to these innovations, so what does it matter? |f

they don't exist, they mght as well not exist if people
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can't afford them so | think it's really inportant to
say we're not saying they shouldn't be profitable.

We're not saying that we don't believe innovation shoul d
be rewarded, but that's the point of the current patent
system

That's why we give the conpanies a 20 year
patent, and we're tal king about beyond that. | think
what Bill pointed out made a really good point. The
i ssue is what happens once the initial patent expires,
and that really is the question, and | think I can very
clearly say that Famlies USA feels that's enough, that
t hese conpanies are making billions of dollars a year on
t hese drugs.

|'ve got nunbers. Lipitor, the manufacturers of
Lipitor made nore than 6 billion dollars on that drug
just |ast year.

MS. LOCK: | would just like to enphasize that
when the noney and the profits and costs are so
incredibly extreme, it becomes a good busi ness deci sion
to make settlements and make mllion dollar settlenments
to your would be conpetitors not to conpete. That's
when there's a real problemin the system

MR. KADES: | would like to give a chance to
either of the nmenmbers fromthe branded pharnmaceutical to

respond to that and perhaps add these two additional
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ideas to the mx, which are, one, is it conceivable that
a system could put too nuch enphasis on innovation, and
secondly, sone of the facts and statistics that were
raised by Ms. Lock and Ms. MCl uskey such as the fact
that one in five elderly are not filling a prescription
due to costs, are those facts relevant to determn ning
whet her the systemis providing enough, too much or too
little incentive for innovation?

MR. GLOVER: Both of the statistics that were
raised as well as the coments that were recently nade
as well as the statenents made by Ms. MCl uskey and Ms.
Lock when they first nmade their statenments principally
addressed i ssues concerning access to nedical care, and
PHARMAA, as well as these organizations, support a
prescription drug benefit.

That is, in fact, what they said they were
tal king, and that is, in fact, what the principal issue
is. W do not believe that the issue of innovation is
inconsistent with access. W believe that it's very
i nportant that the patients they described, the
constituency that they represent, continue to have both
access as well as the benefits that will come from new
devel opnents by the pharmaceutical industry, that have
t he benefit both of permtting these patients to enjoy

better, nore productive lives in the future than they
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have in the past and have the benefit of reducing
overall health care cost because it allows the patients
to, for exanple, stay out of hospitals or to stay out of
hi gher cost types of medical care, so we think both of

t hose are inportant.

Wth respect to the question of: |Is it possible
to have too nmuch enphasis on innovation? As | said, |I do
not believe that this is a challenge or a contest
bet ween i nnovati on and anything else that we're trying
to achieve. Clearly, where you have, as a general
matter, a view that you're conpeting between incentives
for innovation versus incentives to allow generics to go
on the market, that is fine.

I do not think, as they say, that we're truly
t al ki ng about what happens after the patent expires, but
because the | anguage that we're using today is not very
preci se, what the debate truly is, is whether what we
view as genuine innovation that is respected in the
mar ket pl ace, that physicians |ike, that benefit patient
care, is viewed by others as being innovation of the
type that needs to be protected, and whet her what we are
doing in terns of an industry is what other people will
respect as being inportant.

We do not believe that we are al ways cl ai rvoyant

enough to know whet her the innovations that we nake are
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i ndeed overwhel mngly inportant to the public health or
they are increnental innovations. We sinply don't
know. We're not that good at predicting, and simlarly,
| don't think other organizations can | ook at what we do
and say: Sonme of that is good innovation and sone of
that is worthless innovation.

MR. KADES: Let ne turn to nmaybe a nore specific
topic. One of the proposed refornms that has been
di scussed here today deals with the 30-nmonth stay, and
M. Schultz discussed his view that he did not think
t hat anyone envi sioned nmultiple 30-nmonth stays back in
1984 when Hat ch-Waxman or Waxman Hatch was first passed.

| thought | would give the opportunity to
phar maceuti cal manufacturers, and Bill can respond, as
to whet her that was indeed envisioned and whet her
getting rid of multiple 30-month stays is a good idea or
a bad idea.

MR. GLOVER: In 1984, | don't think anyone
cont enpl at ed any pharmaceutical industry of the degree
of sophistication and conplexity that we have now, and |
think that is fair.

What | think we do not know is that just because
it was not contenplated doesn't nean that it is not an
appropriate thing to happen under the | aw because even

t he Generic Pharmaceutical Association, as recently as
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this last January, stated in sone circunstances
so-called nmultiple or stacked or what we've referred to
as nonconcurrent 30-nmonth stays are appropriate in
certain circunstances.

We shoul d al so, however, take a | ook at why you
have these so-call ed nonconcurrent 30-nonth stays.

There is one view that says that this is the result of

t he pharmaceuti cal conpanies getting nore and nore
patents on their products. And, indeed, the trends wll
denonstrate that as we've gotten nore sophisticated in
our research and devel opnent, that we do find aspects of
our products that are patentable, and often these
patents and i nnovations for the products occur, hit
several stages, and therefore you have nmultiple

pat ents.

As we al so know, regardless of the nunber of
patents that exist on a product at the time an ANDA
applicant files its application, there's only going to
be a single 30-nmonth period in which all the 30-nonth
stays run concurrently, so the real debate is not so
much why are there nmultiple patents on pharnmaceutica
products, but why is it that some of these patents are
bei ng i ssued by the patent office and subsequently
listed in the Orange Book after the ANDA applicant files

its application.
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There are going to be two things that lead to
that. One is that, as always occurred, innovation for
the | arge pharnmaceutical conpani es occurs on a step-w se
basis. There may be patents that you are filing for
t hr oughout the devel opnment process up until and perhaps
even beyond when you first file your NDA or your NDA
gets approved.

Those patents will be issued by the patent
office in due course, and indeed sone of those patents
will be issued by the patent office sone years after the
drug first goes to narket.

The second thing that is occurring, however, is
that contrary, as you may have seen from sonme of the
data in the FTC report that was presented here today,
there seened to be a change in activity in 1998. One of
the reasons there was a change in activity in 1998 is
because there was a new interpretation of the | aw
relating to when generics were eligible for the 180-day
mar ket exclusivity.

Prior to 1998 and from 1984 basically to 1998,
the interpretation was the generic had to be both first,
and they had to successfully prevail in a patent
infringenment suit against the pioneer in order to get
t he 180-day exclusivity. In 1998, this was thrown into

question, and eventually we have settled upon a role

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025

228



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

wher eby you do not have to prevail. You sinply have to
be first. You don't have to prevail at all.

Granted, you can't |ose, but by virtue of sinply
being first and being able to hold that position, that
then creates what the FTC has referred to as potentials
for anti-conpetitive behavior, and it's because of that
that there is nmore granting of 180-day stays and nore
concerns about multiple nonconcurrent 30-nonth stays
because if the generic now has an incentive to file
early, the likelihood that they will file before these
patents are issued in seriatim as they always have
been, is much greater.

So indeed in sonme circunstances, you my very
well find that the first ANDA applicant is going to be
subj ect to nonconcurrent 30-nmonth stays. However,
ot hers who cone al ong knowing they' |l not be first but
still are going to file Paragraph IV certifications are
subject to only a single concurrently running 30-nonth
stay period in which all the 30-nmonth stays happen at

the sanme tine.

MR. SCHULTZ: | think we should be clear what is
at stake here, what we're tal king about. The drug
conpany files its patent years ago. It tests the drug

over quite a nunmber of years, files its New Drug

Application with the FDA, gets the new drug application

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025

229



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

approved.

It's on the market, and at sone point a generic
conpany decides that the patent may be invalid so it
chal l enges the patent. That's then litigated for 30
months in District Court, Court of Appeals or whatever,
and as that 30 nonths is about to expire, |o and behol d,
t he pharmaceutical conpany finds another patent that it
lists on that drug that was patented years and years
ago.

Nobody is suggesting they shouldn't be able to
get that patent, that they shouldn't be able to nmodify
their product, but the question is: Should the generic
be able to match the old product with the old patent or
should this new patent be able to block it?

I want to enphasize, we are talking around the
edges now. We're not tal king about fundanental change.
We're not tal king about cutting down patent time. And I
think it's quite interesting that there's been only a
smal | nunber of conpanies really that have engaged in
t hese abuses.

There are plenty of brand name conpani es t hat
have been very innovative and very profitable w thout
this kind of maneuvering, and | suggest that that al one
is sone evidence that there's sonething wong here.

MR. KADES: Well, | think that concl udes our
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time for this panel. | want to thank you all for taking
time and giving us your thoughts, and we wi sh you the
best .

MR. HYMAN:. We're going to continue. First |et
me just nmention there are additional copies of the
Federal Trade Conmm ssion CGeneric Drug Study outside, so
if you didn't pick one up earlier, they're now there.
They're at both the fourth and fifth floors. 1'm not
sure about the third floor.

I would like to now introduce fromthe Food and
Drug Adm nistration, Lesley Frank, to give us an
overview of direct to consunmer advertising before we
have our | ast panel on that subject.

MS. FRANK: Thank you, and good afternoon to al

of you. I'msorry to say the CD | brought in is not
wor ki ng, so there's no PowerPoint. Sorry about that,
fol ks.

I'"mgoing to try to give you an overview of the
direct to consumer pronotion of prescription drugs. W
have FDA regul ation for drug pronotion and take
enf orcenent action to ensure that the FDA regul ated
parties conply with the so-called pronotion provisions
of the federal Food, Drug and Cosnetic Act.

I want to be clear when | tal k about FDA

regul ated parties, |I'mtal king about manufacturers,
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packers, distributors, NDA hol ders, investigators even,
and anyone who wor ks on behalf of those parties, and we
have essentially within FDA Center for Drug Eval uation
research, we have the DDMAC who has drug marketing
adverti sing.

That's where | am We have counterparts in
research, Center for Veterinary Medicine, Center for
Devi ces and Radi ol ogi cal Help, and | just wanted to |et
you know what our goal is to assure that prescription
drug pronotion is not false, it's not m sl eading but
presents a bal anced picture of the risks associated with
the use of a prescription drugs as well as the benefits.

For the nobst part we try to achieve this through
a volunteer conpliance program W are conmtted to
hel p regul ated FDA parties conply with the act and
regul ati ons.

How do we do this? W issue guidance
docunments. We provide coments on an initial |aunch
when requested by the conpany on pronotional material,
after the launch period again when requested by the
conpany, and we provide clarification on issues,
guestions fromthe drug manufacturers and the |ike, and
we al so post our entitlenment letters and warning letters
on the CDER web site.

This is not to enbarrass the recipient of the
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letter. Instead it's to provide information to al
regul ated parties as to our enforcenent activities and
rational so they can avoid the sane kind of violations,
t he concept many people believe is false.

If you see direct to consuner pronotion of
prescription drug on television, and you get a brochure
or see an ad in Tinme Magazine, that this material has
been cleared by FDA. This is not true for the nost
part. We do not pre clear the vast mpjority of al
pronoti onal materials.

Therefore it's inmportant to understand that our
enforcement actions are in essence taken after the
fact. That's because with the exception of drugs
approved under what's called Subpart H, you're
accel erated approval drugs on HIV drugs and those drugs
di stributed through restricted access, they have a
requi rement of submtting terns ahead tinme, but that's
nore of a pre subnm ssion requirement we can review if we
have the tinme and generally we do.

Not all NDAs -- two copies of form 2253 get sent
to the agency. We get over 30,000 pieces a year. W
will review |launch material when requested by the
conpany. This is not a requirenent. There is no pre
cl earance requirenent.

We can only regul ate that pronotional materi al
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that falls within the |legal definition of |abeling and
advertising, and FDA defines |abels as any witten
printed or graphic matter upon or acconpanying the drug
product, and in contrast to what you have on a drug
bottle, you get your prescriptions, that's the | abel.

Labeling is a little nore expansive, and to be
construed as a | abel, it need not physically acconpany
your little bottle of nedication. It need only
suppl ement, that is, explain it.

What |'m saying is a drug product can be shi pped
from New Jersey to Florida, and a brochure about the
drug by the sanme manufacturer is shipped from Texas to
California, and that piece of labeling is deened to
acconmpany the drug for our jurisdictional purposes.

Advertising, on the other hand, is not defined
in the statute. The Act does say that advertising
doesn't apply to anything that's been previously
determ ned to be | abeling, and you go to the
regul ati ons, and they give you have exanpl es that
i nclude advertisenents in published journals, mgazines,
periodi cal s, broadcast through media such as radio,
tel evision, tel ephone comuni cati on systens.

Those aren't the limt but good exanples.

Ckay, why do we do this? Wiy do we regul ate pronoti onal

| abel i ng and advertising? The fact is false, msleading
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unbal anced, unsupported information may increase risk to
consuners. Consequently that false, m sl eading,
unbal anced i nformati on causes a drug to be m sbranded in
violation of the Act.

OQur job at DDMAC is to protect and guard agai nst
fal se, m sleading advertising, protect public health, by
our conpl ements of enforcenent and educati onal program

Now, in order to be conpliant with the Act,
pronoti onal and | abeling, advertising materials may
recommend or suggest drugs only for those uses contained
in the approved product |abeling. That's the PI
package inserts.

Cl ai ms made in pronotion cannot be inconsistent
with that. They can't be -- pronotional material can't
be false, lacking in balance, omt material facts or
ot herwi se be m sl eadi ng.

Basically what the law calls for and what we
should see in an ideal world is the dissenm nation by FDA
regul ated parties of truthful, informative |abeling and
advertising, pieces that also provide a bal anced
presentation of information as to the risks and the
benefits of the prescription drug.

By bal ance, what |I'm saying is the risks of the
drug product need to be clearly identified so as to

bal ance the benefit clains. These products may provide
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a significant risk to the consuner. Yes, they do also
provide the significant benefit, but this information
needs to be communi cat ed.

When | tal k about false or m sleading, what am |
tal king about? Well, pronotional material can't state
or inply a prescription drug is safer or nore effective
t han shown by the clinical evidence. It can't state or
inply that it's nmore effective for a broader range of
popul ati ons, again denonstrated by the scientific
evi dence.

Now, you have a general idea sort of what we do
and why we do it, and I want to turn specifically to DTC
promotion. In the early 1980s, it | ooked |ike DTC
pronotion of prescription drugs was going to be the wave
of the future.

FDA took steps at that time to sort of mtigate
t hat wave. W wanted to get a handle on how would the
public view and perceive this kind of pronotional
mat erial. FDA conducted early research, and it
indicated -- this research indicated that consuners can
i ndeed understand risk nessages as well as benefit
cl ai nms.

This was done in nmock ups of fictitious drugs,
in both print ads and broadcast ads. FDA subsequently

stated that, yes, the advertising regulations provides
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sufficient safeguards to protect consuners.

Up until the 1990s, what did you see?
Manuf acturers were really trying to get the information
to the patient after the drug was prescribed through the
physi ci ans, through the pharmacists, through health care
professionals in general. The material itself was
desi gned to be used after the prescription was
recei ved.

There were al so things called health seeking or
di sease oriented promotion. Now, this tried to increase
t he nunmber of consunmers going to their doctors, asking
about a particular problem The ads disclosed that the
particul ar health condition or nedical problem existed,
reveal ed that doctors have treatnments for this
condition, and it urged the effect that consunmers see
your doctor.

We saw reni nder ads, the nane of the drug.
Rem nders ads are exenpt fromthe agency's adverti sing
regul ati ons because all they do or are supposed to do is
call attention to the fact that the drug exists.
They're not full prescription drug ads. They can have
things like the drug's nane, dosage form package type
price. Any nentions of drugs effectiveness or safety
triggers a balancing requirenent of risk information,

brief summry, et cetera.
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Drugs with boxed warnings are not permtted
under regulations. Mre and nore, what we're seeing is
full prescription drug ads, and since 1991, there have
been over a hundred in mass nedia vehicles, and we're
not even including those pronoted through direct mail.

When | nmention the brief summary, that's derived
fromthe Act's requirenent that information in the brief
sunmary will |ist side effect contra indication of the
effectiveness of the advertised prescription drug
product, that's necessary and required in each and every
drug prescription drug ad.

It's fairly extensive. You probably noticed
that. It's that really small print on the bottom of the
page, the next page. That's sort of a two parter why.

In part, it's the regulations inplenmented in the
1970s that require each side effect and contraindi cation
be di scl osed. The extensiveness is also due in fact
because it's a typical NDA hol ders practice to take in
all the risk related information fromthe PlI, cutting
it, moving it over, pasting it down, possibly tort
liability concerns.

But for the record | would |like to say they're
not required to do it in that way. They could address
each risk, yes, but they could do it in consuner

friendly | anguage if they wi shed, and because of the
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nature of broadcast nedia such as TV or radio, the
regul ations actually do nodify the requirenents in the
case of a broadcast ad.

Yes, you have to have your indication. That's
your benefit, but they also have to reveal the mgjor
ri sks of the prescription drug. Internally we call this
the major statenment, and by regulation, it has to be in
ei ther the audio or audio and visual portions of the
br oadcast ad, and then -- oops, |'ve got the stop, and
can | just add?

MR. PAHL: Please finish off your remarks.

MS. FRANK: You've got benefit. You' ve got
risk. You can either scroll the brief summary which you
see on print ads, which no one is going to buy the tinme
for, I have to admt, and in a way that soneone can
actually read it. |In the alternative, the regul ations
say you can nmake adequate provisions for dissen nating
the PI.

And we put our heads together, tried to figure
out what did that nean. W talked to industry. W
tal ked internally, and we basically came up with a four
conponent approach, and we cane up with a guidance. A
gui dance just neans it's not binding on us. It's not
bi ndi ng on regul ated parties. It's just our thinking.

Certainly we need a very good reason to devi ate
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fromit, but we said, okay, you' ve got a nulti faceted
audi ence, you have to address this audi ence, you need a
di ver se approach, you've got people who are
technol ogically not sophisticated, people with privacy
interests. They don't want to | eave their nanmes. They
don't want to | eave their addresses. They don't want
the material mailed to them |It's a matter of health,
they don't want people to know they're asking about this
drug.

So with all these concerns, okay, we have a
reference in the ad we see on T.V. to a toll-free
t el ephone nunmber. A person could request a Pl be muail ed
or read over the phone. People don't want their phone
nunbers picked up by sone sort of caller ID at the other
end and regi stered so people don't do that.

Then reference the fact that health care
provi ders can provide nore information, certainly we
want to encourage that. The listing of an Internet
URL. A lot of people have Internet. A lot of people
just like to go on and check. There are a | ot of people
who don't have Internet access, don't want it and are
afraid to be identified with cookies or anything el se.

That's why we al so have reference in the ad to a
concurrently running print ad so a person in their own

private way can go to a place that they normally access,

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025



© 00 N oo o A~ W DN P

N DN DD D MNMDN PP PP, R,k
oo A W N P O © 00 N OO 00 M W N B+ O

whether it's a library grocery store, pick up a
magazi ne, open it, and there it is, and there's the risk
i nformation.

Basically what this all assunes, however, is
that you've got truthful information, consuner friendly,
in context with -- you can't omt material facts. The
l[imtations have to be disclosed for use with diet and
exercise, only for use with nmed, again consuner friendly
| anguage. The whole idea is that you're providing a
sufficient basis to enable the consumer to discuss the
prescription drug product with his or her health care
provi der.

Now, just very briefly the type of enforcenent
we do, we have entitled letters. They' re typically |ess
severe violations of the Act. Warning letters, on the
ot her hand, they're nore severe violations of the Act.
They' re egregious, repetitive behaviors, violations that
could actually lead to enforcenent actions right away if
not pronptly corrected.

Additionally in the enforcenent arena we have,
under certain circunstances, entered into consent
decrees with pharmaceutical conpanies to require
subm ssion of pronotional material before they went out
with it, not pre clearance, again pre subm ssion

requirenment.
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None of those | would |like to say were a DITC,
and finally seizure of the m sbranded product is al ways
an option. It has not been used in recent nmenory in the
area of violative prescription drug pronotion.

I would like to thank you for inviting ne to
speak here today, and | would be happy to answer any
guestions. That's it.

MR. PAHL: Thank you, Lesley.

(Appl ause.)
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PANEL 5: ADVERTI SI NG and PHARMACEUTI CALS: DTC
ADVERTI SI NG and PROMOTI ON

Panel Menbers

Rebecca Bur khol der, National Consuner League

Jack Cal fee, Anerican Enterprise Institute

Steve Findlay, National Institute Health Care Managenent
Peter Lurie, Public Citizen

Sandra Raynond, Lupus Foundati on

Ri chard Sanp, Washington Legal Foundati on

Thomas B. Pahl, FTC, Mbder at or

MR. PAHL: Good afternoon, everyone. |'m Thomas
Pahl. [|'m an assistant director in the FTC s Bureau of
Consuner Division of Advertising Practices, and |I'I| be

noder ati ng our |ast panel today, which as you can tell
fromLesley's remarks is on the topic of direct to consuner
advertising of prescription drugs.

|'"m pl eased to be here today with the experts on
our panel to discuss this inportant topic. | guess |
would like to note a couple of points before we begin.

One is, although as Lesley as explained the FDA has
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jurisdiction over DTC advertising, Federal Trade
Comm ssion al so has jurisdiction over DTC adverti sing
al t hough pursuant to a nmeno of understandi ng between the
two agencies, FDA has primary jurisdiction.

The other thing | would note is that in 1996,
when the FDA adopted its current approach to DTC
advertising, the FTC staff filed comment with the FDA
opi ning that the DTC approached bei ng consi dered and
whi ch is subsequently being adopted was likely to
i ncrease consuner wel fare.

Among ot her things, the FTC staff coment said
t hat such advertising was likely to provide tinely
i nformation regardi ng medi cal advances, rem nd consuners
about good health practices and supply information
needed by consumers to understand and evaluate their
physi ci an's recomendati ons.

| guess the question our panel is going to
address here is whether DTC advertising has net these
hi gh expectations, and | |look forward to hearing from
all our panelists on that topic.

Wt hout further ado, | think it's time to hear
from our distinguished panelists. Each of themwlI
have ten m nutes to provide sonme opening remarks, after
which if there's any time left, I will pose sone

questions about DTC advertising, and it's been a very
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|l ong hard day for everyone, so | hope we're going to try
to finish up at five o' clock as we're scheduled to do.

So without further ado, our first panelist
wi || be Rebecca Burkhol der fromthe National Consuners
League.

MS. BURKHOLDER: Good afternoon. It's a
pl easure to be here today. The National Consuners
League is a national not-for-profit organization that
has represented consuners and workers since 1899, over a
hundred years, and the League has | ong been involved in
the issues surrounding direct to consuner advertising of
prescription drugs.

In National Consuners League's view, DTC pronotion
can, when it's well done, educate and inform consuners
about the prescription drugs they use. An educated and
i nformed consuner makes better decisions about health
care, but to do this, prescription drug pronotion nust
be fairly bal anced and i nclude both benefit and risk
i nformati on and shoul d not create unreasonabl e
expectati ons.

Armed with bal anced clear information, consuners
can initiate a discussion with their doctor about the
risk and benefits of and alternatives to prescription
drugs.

Today, | will address several of the questions
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FTC posed, including: |Is there evidence that DTC
advertising is harnful or beneficial to consuners; and
what consuner protection issues are raised by DIC? 1"l
focus on the follow ng, the sources of health
i nformation, communi cati on between heal th professional
and the patient/consuner, consuner response to DTC
pronotion, are DTC affords effectively conmmunicating
ri sks and benefits and prescription for reformof DTC
pronoti on.

First of all, sources of health information for
consuners. Mich attention has been devoted to the
concern that consuners are obtaining biased health
information from advertising and that DTC pronotion
unfairly raises patient expectations. However, health
information is not a single unitary item spoon fed to
consuners in advertising by econom cally notivated
conpani es.

Rat her, consumers informthenselves in a variety
of ways. A survey conducted in 2000 by the Kaiser
Fam |y Foundation and the U S. Agency for Health Care
Research and Quality, AHRQ, that when asked how t hey
woul d research for quality health information, responded
and answered the following. As you can see they have
various sources, for friends, famly or co-workers 70

percent of the tinme, health professionals 65 percent,
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and goi ng on down there.

The AHRQ survey further |ooked at the degree of
trust consuners place in the sources of information
The results seened to show t hat al though consuners had
broad i nformati on seeking habits, in the end they trust
very feww th their own health.

According to the AHRQ survey, consuners trust
the follow ng sources a lot to provide accurate
i nformati on about prescription drugs. As you can see,
doctors are at the top of the list, pharmacists, and
then at the bottomthe DTC ads 6 percent.

Preventi on Magazi ne's 2000 survey of consuner
reaction to DTC ads reported simlar skepticismfor
everyone and everything, save a consumer's own physician
and pharmaci st. That survey showed that only 5 percent
trusted print or broadcast ads of prescription drugs a
| ot .

So in short, consuners seek and obtain
information froma variety of sources, but they are
skeptical of clainms in DTC pronotion and are nost |ikely
to place the greatest trust in their own health care
pr of essi onal

Second, the inpact of information on the patient
physi ci an rel ationship. The National Consuners League

recently explored how consuners increased access to
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health information is changing the doctor patient
relationship by conducting a series of focus groups with
patients and doctors this |ast year and this year.

Bot h doctors and patients acknow edged in the
groups that patients were taking on a greater role in
managi ng their health and that the patients actually
wanted to beconme a partner with their doctor, and what
happens to be driving consunmer's interest and confort in
this is increased access to information, especially the
I nternet, which provides consuners with speed access to
huge quantities of information. While many doctors in
the focus groups wel conme the informed and engaged
patient, other doctors found such patients threatening.

Patients also talked in the focus group about
doi ng their homework before a nedical appointnment. This
process includes readi ng magazi nes and tearing out
articles and advertisenents about over the counter or
prescription drugs, containing online searches and
gat hering information by word of mouth from friends,
fam |y and co-workers.

Doctors discussed the inpact of this
information. Doctors tal ked about feeling frustrated
when they wal k into an exam room and see the patient

hol di ng a stack of papers fromvarious web sites and
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magazi ne ads that may contradict his or her own
prof essi onal judgnment, and when faced with all this
homewor k, physicians are often frustrated by the
credibility of that information.

Physi ci ans were concerned that patients take
much of this information as scientific, regardl ess of
t he source and whether there was any research or
evi dence to support the findings, and nost of the
culling of the good information fromthe bad occurs in
the exam room where tinme is already scarce.

Yet the solution is not to shut off this
river of information. Patients probably cannot
determ ne on their own whether the information gathered
is applicable to their condition, and every patient is
entitled to an informed conversation with his or her
physi ci an.

The solution lies in facilitating an open,
unrushed exchange between the patient and the doctor,
not in abandoning the communication that pronpted and
fielded the discussion in the first place.

Third, consunmer response to DTC pronotion. DTC
pronoti ons are reaching consuners and pronpting

di scussion and information seeking behavior. 70 percent

of respondents to the Prevention survey stated that they

asked their doctors for npore infornmation as a result of
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the DTC ad while 28 percent asked for the specific
prescription.

The Prevention survey also estimtes that as a
di rect consequence of DTC pronotion, as many as 21
mllion Americans discussed a nedical condition or
illness with their doctor that they had not discussed
bef ore.

Simlarly the FDA's 2002 patient survey on
direct to consunmer advertising reported that as a result
of drug ads 18 percent of consuners talked to their
doctor about their own medical condition or disease,
sonet hing they had not done before. As you can see that
has dropped off in 1999 where there were 27 percent.
Overall, the data show that doctors are prescribing the
adverti sed nedi cati ons when consuners ask for them

The Kai ser survey reported that of the 30
percent who talked to their doctor about a medicine they
saw advertised, 44 percent gave the prescription asked
for. FDA' s recent survey reported an even higher result
of the 23 percent of the consuners who saw an ad and
tal ked to their doctor. 69 percent of those who asked
for a specific brand received it.

It is difficult to draw concl usions about DTC
advertising based upon increased utilization al one.

More drugs are being prescribed for many reasons. Drug
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pronotion is one factor. In NCL's view, the appropriate
prescri bing of nmedications results in a healthier, nore
productive population. Increased utilization is
worrisonme if it's due to unnecessarily, inproperly
prescribed prescription drugs.

Utimately the responsibility rests with the
physi cian to choose anong treatnent alternatives and
prescri be an appropriate nedication, and DTC advertisers
bear the responsibility to present useful drug
information in a manner that is truthful, conplete,
under st andabl e and does not create unreasonable
expectati on.

DTC advertisers have done nuch to educate and
i nform consuner about how prescription drugs can inprove
health. They have been much | ess successful in
conmuni cating the risk

I's DTC advertising effectively conmunicating
ri sk and benefit information? Under current FDA
regul ati ons, prescription drug pronotion nust fairly
bal ance the positive information about safety and
ef fecti veness agai nst the negative information about the
drug's side effects and contrai ndi cations.

Yet consuners are not taking away inportant
i nformati on from DTC advertising that otherw se

technically conplies with all |egal requirenments. DTC
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advertising is not communicating risk information
effectively, and even benefit information could be
conveyed nore clearly.

The DTC ads do seemto rai se awareness of
certain prescription drugs. Over two thirds of the
respondents to the League's '98 survey al ways or
sonetimes increased their know edge of nmedicine and al so
increased their know edge of disease, and the Kaiser
survey report concluded that the three drug ads shown to
consuners were effective in communicating very basic
information, the name of the drug and what it treats.

However, the Kaiser survey also found that
consuners did not gain much know edge beyond that. Even
after seeing a DIC ad, 70 percent of consuners reported
that they knew little or nothing nore about the health
condition for which the drug was indicated. 59 percent
knew little or know ng nore about the nedicine.

As for conveying inportant risk information, DTC
advertising is especially lacking. The Kaiser survey
report noted that FDA guidelines require that television
prescription drug ads include a mpjor statenment fornmerly
di sclosing all the risks associated with the drug.

As the report states, just because the ads
included this information, it is not necessarily

successfully communicated to viewers, with the exception
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of one of the side effects nentioned in one ad, about
half or nmore of the respondents could not correctly
identify the potential side effects after having just
views an ad.

For print ads the Prevention survey that over 50
percent thought print advertising did only a fair or
poor job of comrunicating serious warnings.

In addition the brief summary has failed to
communi cate useful risk information to consuners.
Required to acconpany all print advertisenent, the brief
summary is frequently nothing nore than a reprinting of
t he warni ngs, indications, contraindications and side
effects fromthe drug product's full package | abeling
which is witten for health professionals.

It is dense, printed in mnute type, highly
technical and contains every single side effect ever
potentially associated with the use of the drug. It is
typically neither |egible nor comprehensible.

The FDA 2002 survey reported that anong those
interested in a drug advertised in the print nedia,
that's those interested, 54 percent reported that they
read about half, little or known of the brief summary,
and 55 percent found the brief summry sonewhat hard or
very hard to understand.

Lastly, | will discuss just a few alternative
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nodel s for disclosure of risk and benefit information in
DTC pronotion that will better advance consuner welfare
and public health.

First of all new regul ations. FDA nust either
amend the old 21 CFR Section 202.1 or pronul gate a new
regul ati on that specifically addresses DTC pronoti on.
This regul ation was witten to advise sponsors on how to
pronmote their drugs to the medical profession. The new
regul ati on specific to DTC advertising shoul d
i ncorporate |ay consunmer conprehension into eval uative
criteria.

Reformat the brief sunmary, the brief summary
must be formatted to provide inportant risk and benefit
i nformation, a consistent balance format and be witten
in plain |language a |lay consuner will understand. The
sunmary shoul d include inportant use and safety
information, identify who should and shoul d not use the
pr oduct .

The brief summary should not include, as it must
now, every single risk in the full product |abeling, but
enphasi ze the nost serious and nost frequent side
effects.

Third, standardize format for risk and
benefits. In NCL's view the format for presenting risk

and benefit information for prescription drugs should be
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standardi zed as it was for over the counter drugs and
foods, and this way consuners can becone famliar with
the single format and learn how to use it to obtain
i nportant health information.

The drug facts and nutrition facts formats
provi de excellent nodels for a standardi zed presentation
for inportant risk and usage information.

Lastly, include health professionals. DTC can
be a surprise intrusion into the physician patient
rel ati onship. Thus drugs sponsors should include health
professionals in advertising canpaigns so they're
prepared to address consunmers inquiries and health
pr of essi onal s shoul d not be threatened by the enmpowered
and curious patient.

The patient inquiry is a request for a dial ogue,
and the health care professional should respond with
i nformati on about the drug, its risk and benefits, about
generic availability and therapeutic alternatives.

So consuners have gl eaned health care for a
variety of sources, but for all these rich and varied
sources, they continue to trust their health to nmedical
pr of essi onal s.

Thank you.

(Appl ause.)

MR. PAHL: Thank you, Rebecca. Next we'll hear
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fromDr. Jack Calfee who is a resident scholar at the
American Enterprise Institute.

MR. CALFEE: Thank you. | don't have a
Power Point, and it occurred to me maybe | coul d j ust
talk from here.

MR. PAHL: That woul d be fine.

MR. CALFEE: Mnimze transaction costs, as it
wer e.

| provided outside, |I'msure nost people m ssed
it, a brief one-pager outline ny remarks. |'mgoing to
follow that. Essentially | want to make six points
about DTC advertising, and the first is strictly
background, probably a point with which everyone in this
room agrees which is consunmers need to take nore action
on their own behalf than they used to in connection wth
health care, and specifically in connection with getting
drug therapies that can be a value to them

| would point out this is not just a matter of
the growt h of nanaged care and less tinme with the
doctors and that kind of thing. This has been going on
for 20 or 30 years, and this trend is reflected
explicitly in FDA policies, and | would nention two, one
being the -- | wouldn't call it an aval anche but
certainly a long and very |arge stream of conversion

from prescription to over the counter status for drugs,
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many of which are quite potent but also quite useful, on
the order of five or 600 drugs converted to over the
counter status in the last two or three decades.

The other would be the FDA's 1997
reinterpretation of its regulations on DTC adverti sing,
the reinterpretation that opened up the market to
broadcast advertising, and it was taken explicitly
according to interviews with an eye towards conform ng
with the greater consuner enpowernent in the health care
arena as it were.

Poi nt number 2, consuners still lack a ot of
information that is of value to them There's a | ot
t hat consuners and doctors don't know about the drugs
that could be helpful. 1In other words, there's a gap
bet ween what the nedical literature says and what
consuners and doctors bring to bear.

I would mention specifically that the nedical
literature tells us that there is w despread under
di agnosi s, under treatnment in connection with such
conditions as depression, elevated chol esterol,

di abetes, osteoporosis and other conditions, and this is
not just a matter of the conditions thenselves but al so
in many cases the synptons of inportant conditions.

| would nention two here that are quite

i nportant, and one is pain, which is often undertreated,
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not just in connection with arthritis but often in other
connections often, and the other one being the side
effects of cancer therapy. The side effects of

chenot herapy can be quite severe, and again there are
drugs that can help with that and again consuners are
often lacking in the informati on about these drugs that
could be of value to them

Poi nt nunmber 3, advertising and pronotion is a
denonstrated mechani sm for overcomng the gap in
i nformati on between what the literature says and what
doctors and consunmers bring to bear. W've seen the
power of advertising to bridge these gaps and
information in other markets, and it can do the sane
thing in health care markets and in pharmaceuti cal
mar ket s.

In many cases it is probably fair to say that
manuf acturers, pharmaceutical manufacturers are the only
parties that have strong and conpelling incentives to
bridge these gaps in information, and they are the ones
who are going to bridge the gap if anyone is going to.

Poi nt number 4, we now have consi derabl e
evi dence on the effects of DTC advertising. Most of
this evidence cones from consuner surveys, one of which
was performed by the National Consuners League, from

whom we just heard.
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The FDA has conducted two consuner surveys.
Preventi on Magazi ne has conducted at |east three, with a
fourth now under design. There have been several other
surveys. All these surveys, the ones that | have in
m nd, are large, representative surveys of consuners.
Al of themare well designed. They're quite
informative, and they're surprisingly consistent across
the different surveys.

Poi nt nunmber 5, this evidence now permts us to
reach some kind of prelimnary assessnent of the costs
and benefits of DTC advertising. Let nme focus first on
the potential harnms from DTC ads. So far, the evidence
tells us that the harmfrom DTC ads is mnimal. |t nmay
have been very, very slight indeed, and this appears to
be true in connection with several specific itenms of
concern.

One is inappropriate prescribing. A second is
the possibility of deceptive advertising and its
effects. Third, the potential distortions in the
rel ati onshi ps between doctors and patients and finally
t he i nmpact of DTC advertising on prices.

I won't go through these in detail. In ny
handout | did cite and provide a link for a paper that
goes through these itens in probably nore detail than

you would |i ke to encounter.
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Let me nention one or two things briefly. The
i nappropriate prescribing matter, that's obviously a
concern to sone at the FDA and ot her people have been
quite worried about. As far as | can tell, there isn't
much i nappropriate prescribing that seens to result from
DTC advertising unless in sone cases there may be drugs
that are nore expensive than equally effective drugs,
but as far as nedically inappropriate prescribing, that
is drugs that shouldn't be prescribed, there's little
evi dence of this happening.

" mnot aware of much systematic evidence, and
do know that at |least two or three studies have been
performed in connection with the Statin class of
chol esterol reducing drugs, and what those studi es have
found is in the past dozen or half years or so, a period
whi ch has been a very great increase in the prescribing
of these drugs and a | arge anmount of DTC adverti sing,
that the profile of the patients being treated is not
tendi ng towards an i nappropriate profile.

In fact it is surprisingly stable which in
itself is sonewhat surprising because what the medical
literature is telling us and what the practice
guidelines are telling us in the advice fromthe Nati onal
I nstitutes of Health, is the popul ati on of people who

shoul d be prescribed these drugs is much |arger than
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previ ously expected , and you woul d expect to see
doctors prescribing these drugs nore aggressively.
So far we haven't seen much of that, and that is
one reason why with all the debate about pharnmaceutica
prices and pharmaceutical access, the main topic of
di scussion right now at least in political terms is how
to assure access to these drugs rather than how to
curtail prescriptions that should not be witten.
Also et me nention briefly on the question of
deceptive advertising, and here the point that | think
is worth making is that the FDA standards for deceptive
advertising are extrenely stringent, far nore stringent
than those in the FTC in the halls of this particular
bui | di ngs.
| think there are conpelling argunents the FDA st andards are
probably too high. | think the staff
has strong incentives to set standards that are too
hi gh and which are not reasonable. |It's basically the
sane incentives that they face in approving new drugs,
and that is that if something goes wonginapublicway, they're
goi ng to get bl amed.
I f they suppress sonmething that does not occur,
they're not going to get nuch blame. So | think that
probably their standards are too high, but even by their

own standards, the quantity of deceptive advertising by
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their own standards is quite limted, and the effects,
if any, seemto be very, very small.

Finally, point nunber 6 in ny brief list is what
t he evidence tells us so far about the actual and
potential benefit of DTC advertising, and what we've
seen so far is those benefits seemto be quite varied
and they appear to be fairly substantial, at |east at
this point. Advertising certainly increases consuner
and physici an awareness of the potential benefits of
pharmaceuticals, in other words, it is helping to close
the information gap.

The advertising is pronpting nore discussions
bet ween patients and doctors about drugs as one or two
speakers have al ready nmentioned. There's considerable
evi dence that sonmething on the order of 20 percent of
t he popul ation, maybe a little bit nmore than that, has
been notivated by DTC advertising and tal ked to a doctor
about a condition they had never previously discussed.

If this were the only effect of DTC adverti sing,
that would be a very large and very inportant benefit
when you consi der the kinds of drugs that are being
advertised for osteoporosis, depression, elevated
chol esterol, et cetera, conditions that people often
don't discuss with their doctors, and if as a result of

t he DTC advertising they are discussing these
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conditions, the benefits of doing so can be quite
substanti al .

DTC advertising is increasing consumer awareness
of both risks and benefits of drugs. It seens to be
maki ng people feel nmore confortable about the drugs they
have been prescribed. They seemto be, if anything,
nore aware than they have ever been that drugs are
i nherently dangerous, that they should be treated with
caution but they can also be beneficial and that, they,
along with their doctor, should be bal ancing these
t hi ngs.

The evi dence suggests that DTC ads are probably
i ncreasing conpliance with drug therapy. |If this again
is the only thing DTC advertising were to do, the
benefit can be very, very substantial given that
nonconpliance with drug therapy is one of the nost
stubborn and difficult problens that the nedical
pr of essi on has encountered, and they have not cone close
to solving the problem of nonconpliance with drug
t her apy.

I think it's possible that five years from now,
ten years from now when we | ook back at the DTC
advertising, a lot of us may think that the effects of
DTC on conpliance nmay be the single nost inportant

effect and the nost inportant benefit of DTC
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adverti sing.

Qddly enough DTC advertising has increased
consuner awareness of non drug therapy for inportant
medi cal conditions, and if you think about it, the
reasons are pretty obvious. If you advertise a drug to
treat obesity or chol esterol or other conditions,
several other conditions, the first thing that wl|
happen if your ad causes soneone to talk to the doctor,
that person will receive |ifestyle advice, and the
survey, not just consuner surveys but surveys of doctors
show that is exactly what happens.

VWhen people go in to see their physician about
di abetes, for exanple, the first advice they get is
lifestyle advices, and it's pretty far down the road
before they start getting any kind of drug therapy.

VWhat this nmeans if one |ooks at the attention to
non drug therapy and the effects on conpliance, that DTC
advertising may be having inportant positive
externalities or positive spill over benefits for the
mar ket, and by that | nean benefits that go to consumers
but are not captured by the brands doing the
adverti sing.

Finally, DTC advertising substantially
reinforces industry standards to devel op new drugs and

to research new uses of existing drugs. Thank you.
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MR. PAHL: Thank you, Jack.

(Appl ause.)

MR. PAHL: Qur next panelist is Dr. Steven
Findlay. He's the director of research for the National
Institute of Health Care Research and Educati onal
Foundati on.

MR. FI NDLAY: Good afternoon. We're pleased to
have the opportunity to participate today. | would also
li ke to make six points. Jack and | didn't coordinate
on that, but it just seens a good round and short
nunber, and I'Il try to make ny remarks as brief as
possible to get to the discussion.

I would like to nmake six points and then four
specific recommendati ons pursuant to the questions posed
to this panel by the FTC staff that did a great job in
the | ast two days of bringing us all together. [|'ve
been t hrough nost of the last two days, and it's been
terrific.

First, to state the obvious, DTC ads are very
visible. That visibility has focused nedia attention on
t he ads, and both of these, the visibility and nedia
attention, has tended to obscure other forces
contributing to the increase in prescription drug use
and spendi ng.

The fact is DTC drug ads are but one factor in
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the rapid rise in prescription drug spending since 1995,
'96, '97. Earlier today we heard about sone of those
ot her forces, but just to tick them off, increased
i nsurance coverage of drugs, nore drugs being approved,
an increase in the diagnosis of many chronic conditions
that afflict mllions of people, and an increase in the
mar kets to physicians and the free sanples particularly
provi ded to physicians.

Al'l these forces at the sanme tinme that DTC ads
have cone to force since about the md 1990s, and
particularly after the 1997 clarification -- all these
forces overlap, and that naekes it, has made it quite
difficult to tease out the independent effect of DTC
ads.

In particular, in the |ast few years, we think
there's a strong synergy between DTC ads and a rising
vol une of free sanples the doctors gave patients.
Literally some people see an ad, ask for the drug from
their doctor, and the doctor says or can say right
there, here's a sanple, try it for a few weeks. That's
a powerful synergy, and as nobst of you probably know,
the increase of DTC ads is matched by the increase in
t he volume of sanples that are going to the doctor's
of fices.

Poi nt 2, because of this confluence of forces,
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t he magnitude of DTC s effects has not yet been accurately

quantified. That includes effects on such things as the
demand for drugs, prescribing trends, consuners'
perception of drug safety, which | think is an inportant
i ssue, the public's health and of course costs.

There i s suggestive evidence both ways, that DTC
ads have a significant effect and that they have
a relatively mnor effect so far, and in fact sone of
t he sanme evidence has been spun both ways, and Jack
referred to sone of the evidence, and Rebecca as well to
t he various surveys.

For exanple, I"'mciting a survey that Rebecca
al so nentioned, sone observers cite survey data to
enphasi ze that only about 3 to 6 percent of people in
the U S. have gotten a drug because of an ad. Sounds
smal |, but in fact that represents 8.5 to 12 mllion
adults, American adults in 2001 who received a drug as a
direct result of an act. Rebecca presented that data.
But wait, it sounds like a | ot of people, but that's out
of 850 million physician visits in 2001 and 3.2 billion
prescriptions.

So it depends a | ot when you | ook at this data
on how you want to spin it, and you really can interpret
it both ways, and it has been interpreted both ways.

Third, data |inking drug advertising to higher
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drug use and sales is also strongly suggestive that DTC
ads have a powerful effect but this data too nust be
interpreted with caution. W know this because we've
produced the data that's gotten the nobst nati onal
attention.

We showed, for exanple, that in 2000, doctors
wrote 25 percent nore prescriptions for the top 50 nost
heavily advertised drugs conpared to 4.3 percent nore
scripts for all other of the 9,000 drugs comnbi ned.
Sounds conpelling, and it is. It nmakes a legitimte
poi nt, but keep in mnd that the use and sal es of sone,
sone, perhaps as nmuch as a quarter or a third of the
nost heavily advertised drugs woul d have accel erat ed
sharply anyway wi t hout DTC ads because they were, in
fact, new drugs just approved that had represented
clinical breakthroughs.

Qur instincts tell us that DTC ads are becom ng
a stronger force. Wy else would the conpani es pour so
much nmoney into, upwards of 2.7 billion dollars |ast
year? But we would be lying if we said the data, al
the data is conclusive at this point.

Fourth, the FTC staff asked in particul ar about
the interaction between insurance coverage of drugs and
DTC ads. That's a real interaction. Put sinply, the

Anmerican public has in the | ast decade gai ned vastly
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i nproved access to prescription drugs through managed
care and particularly through PBMs. They've nade it nuch
easier for us all to take our card and get a drug.

As that was happening, we have seen nore and
nore drugs ads, and of course sonme drugs have becone
househol d nanes, so it's a real interaction. It's worth
noti ng here, though, that the pharmaceutical industry is
wel | aware that DTC ads al so pronote the purchase of
prescription drugs outside an insurance system

W tness Viagra. Many nen pay for Viagra out of
pocket, sonme with a prescription and sone apparently
without. Viagra is also widely avail able on the
| nt er net .

Point 5, with respect to the FTC s question on
whi ch drugs are being advertised and why, | would Iike
to stress one point which harkens back to the first
panel today. |It's brand name drugs, not generics.
Question, will this change? | think it's possible we'll
see sone generics being advertised to consunmers in the
next few years as nore bl ockbuster brands go off patent,
but it's highly unlikely that generics will ever be
promoted to consuners to the degree brand drugs are, and
| think that's unfortunate.

One ot her point here, DTC ads foster the

bl ockbust er system of drug discovery in marketing, and
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that's not entirely bad, as Jack alluded to, but it's
not entirely good either. Many analysts, including us,

t hi nk conpani es have poured too nmuch lately into
preserving and marketing their bl ockbusters.

Si xth point, and this is the critical question:
Are DTC ads harnful or beneficial on balance? The fact
is we just don't know. We don't know what the bal ance
is. Putting costs aside, the ads obviously have
positive effects, and Jack referred to some of those,
hel ping to educate consuners about di seases and alert
themto new drugs. That's obviously going on.

Just as obviously, some people are getting
prescriptions for drugs they don't need because of a DTC
ad. The big research question here, the big public
policy question is: How prevalent is this latter
phenonmena and how are we going to evaluate it and
measure it?

Four recommendations to the FTC and ot her
federal agencies. One, the FDA and AHRQ, the Agency for
Heal th Care Research and Quality, should, with input from
HHS and FTC, coll aborate and design and fund a series of
studies to nmeasure nore precisely the inpact of DTC
ads. That research should get underway as soon as
possi bl e.

Recommendati on two, the FDA should be putting
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nore resources into nonitoring the content of DTC ads.
| think the FDA would agree with that, and there's

uni versal consensus that they're just not spending
enough.

Recomrendati on 3, the FTC and FDA should nore
formally conmbine forces to nore carefully nmeasure and
track consumer response to DTC ad includi ng assessnent
of problens understanding the risk information that
Rebecca referred to. Again the FTC and FDA should nore
formally and nore carefully neasure and track consuner
responses to DTC ads.

This effort should specifically include a probe
about how prescription drugs are being pronoted and sold
over the Internet.

Last, the FTC should | aunch a study of how DTC
ads are affecting conpetition from market share between
brand name and generic drugs, especially focus on sone
t herapeuti c categori es.

We appreciate the opportunity to be part of this
today, and | | ook forward to the discussion |ater.

(Appl ause.)

MR. PAHL: Thank you, Dr. Findlay. Qur next
panelist will be Peter Lurie of Public Citizen

MR. LURIE: It does seem be an odd coi nci dence

that | too have six points too, quite odd.
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Still though to sit around and hear conversation
that seems to work fromthe assunption that what is
truly notivating the pharmaceutical industry to DTC ads
is the desire to educate people. | don't think really
anybody believes that. W can talk that way. There may
be sonme incidental benefits. There may be sone people
who | earn some fragnments of information

But the fact that some people learn sonething is
not necessarily evidence of benefit. The question is
what do they |earn, how selective is what they learn, do
they learn one thing instead of sonething el se.

Dr. Inglefinger who was the editor for the New
Engl and Journal of Medicine for a nunber of years said
pl ainly, advertisenent should be overtly recogni zed for
what they are, an unabashed attenpt to get sonmeone to
buy sonet hing, although some useful information may be
provided in the process.

It's really hard to hear people synpathetic to
t he pharmaceutical industry talk about their desire to
get information to patients when for years we've been
nmonitoring drugs in which the industry has consistently
tried to prevent the nost dangerous of adverse drug
reactions fromcomng to public attention.

It's hard to sit there especially when the

i ndustry objected to the patient package insert program
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back in 1991, which would have been not the only way but
a very inportant way to get information about drugs to
pati ents.

We have to ask ourselves if the purpose of al
of this truly was education, why wouldn't you work on
the drugs of greater public health benefit? Wy
woul dn't you work on the places where you really could
make a difference in people's |ives?

But instead we don't see that. W see what's

conpletely predictable. W see an enphasis on the

conditions that are incurable, an enphasis on conditions

that are chronic, an enphasis usually on a crowd of
t herapeutic cl asses, although sonetimes an exception is
there for the cosnetic or lifestyle drugs, which sinply
aren't the world's greatest public health priority.

We see an enphasis on the new over the old. As
Steve said clearly we see a conpl ete enphasis on the
brand name over the generic. W see an enphasis on
efficacy over safety. One of the earlier tricks in the
DTC canpaign was to put the side effects of the adverse
effects of a particular drug in white against a white
background. That's a good way of not letting everybody
quite see what's going on froma safety point of view

Efficacy stuff of course is bright and center.

We've also seen a linguistic twist on this where an ad
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for Rezulin had the benefits in English. Sorry, this
was in a Spanish | anguage nmagazi ne called El Tenpo, and
the benefits were in Spanish since it was a Spanish
magazi ne, but the brief summary appeared in English.

Al'l of this suggests that the best way to
under stand what this is all about is not about education
at all but really about profit, and I think unless we
can tal k honestly about it, | don't think we can really
have a fair conversation about DTC advertising at all.

What are consuners perceptions of DTC ads? W' ve
heard sonet hing about this already. Kaiser Famly
Foundation found that 70 percent of the TV viewers that
they surveyed learned little or nothing about the
di sease, and 59 percent learned little or nothing about
t he drug.

Simlarly, a study in the Journal of Famly
Practice in 2000 showed that of the possible 11 point
educati onal score, the average educational score for 320
DTC ads that they | ooked at was 3.2, and often m ssing,
not surprisingly, were information about duration of
use, alternatives, especially behavior alternatives to
drug therapy.

In a nunber of cases of course, either the
efficacy data was presented in a m sl eading fashion, so
the old trick of using the relative benefit of the drug

over the absolutely benefit of the drugs is an old trick
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i n pharmaceutical and other advertising. That's a
frequently recurrent thing.

Of course the consuners thenselves are confused,
as was alluded to earlier. The 1999 survey showed t hat
43 percent of consuners believed that only, quote,
conpletely safe drugs could be advertised through DTC
and that 29 percent believed that drugs had to be,
quote, extrenely effective in order to appear in a DIC
ad.

50 percent even believed that they had to be pre
approved by the governnment, and we've heard quite
clearly that that is not the case.

The cost elenment of this is also inportant. The
anmount of expenditure on DTC ads is well known to people
in this room some of who are spending this noney, sky
rocketed to 791 mllion dollars in 1996 to 2.5 billion
in 2000 and now 2.7 billion.

The consuner pays at both ends. First we have
to pay for the advertising, and secondly because, as |
outlined at the beginning of this there's a shift for
newer and nore expensive drugs, pharmaceutical conpanies
really don't nmake noney on the others to the sanme extent,
we pay agai n because of the shift in expenditures as well.

I count the cost elenent of this is actually one
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of the dinmensions in which the evidence is nost clearly
in.

| did give a bit of thought to the regul atory
scheme under which FTC and FDA are operating here
because in a way that does seemto be the thene of this
panel. |'m a physician, not a | awer, so perhaps not
t he best person to be tal king about this, but ny
under st andi ng of the regulatory scheme is we should
remenber that DTC ads, although we talk about them as
prescription ads, they're not necessarily prescription
ads.

They' re over the counter that are in principle
DTC ads that go directly to consuner. Sane thing is
true for dietary supplenment ads. The agreenent between
FDA and FTC says that prescription drug regul ation
bel ongs with FDA, and supplenents in over the counter
di rect consunmer ads, again not as inportant, have fallen
to FTC, and so ny recomrendation with respect to the FTC
woul d be to at |east put their effort where they can
whi ch woul d be with over the counter drugs and with
suppl enments, and there's no shortage of m sl eading
information that goes out in the dietary suppl ement
area, that's for sure.

Where the real power enforcenent-wise is, is

really with FDA. As has been pointed out before,
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despite at | east 15 years of people defining such, we
still have no regul ations for DTC ads, and we're still
relying on guidelines and the like that were witten
back as a result of the 1962 efficacy anendnents. These
are way out of date.

The second problemis that there are no civil
nonetary penalties so all we get is this notice of
violation letters, warning letters, et cetera. Of
course the conpanies are fully aware by the tine the
letter gets issued that already a few mllion people
will have seen the ad if it was on T.V. It's wel
worthwhile to take the chance. The worst you get is
notice of violation or warning letter, which really
doesn't really have any strong teeth at all.

| ndeed even when there are repeated violations
resulting in repeated warning letters, there still is no
opting for the final option which the FDA has which is
crimnal prosecution. At |east eight DTC violations for
Claritin, at |east eight Flonase and Fl o-vent, and
still all they get is yet another notice of violation or
a warning letter, still no crimnal prosecution despite
a denonstrated pattern of conduct.

What really worries ne about that is that there's
a decline in enforcenent at FDA. For all of our hope of

what FDA m ght do, the fact is under the current
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counsel's office, there is hostility |I believe toward
really clanmping down on inproper advertising, and that
is becomng now clear in the enforcenent records at the
FDA.

Notice of violation warning letters were 158 for
advertising, not only direct to consunmer, this is for
everything, in 1998. But by 2001 they were down to 73,
and | checked the FDA's web site this norning. They
have data through August or so, and | extrapolated to
the end of the year. It will be down to 23, 23 in 2002
conpared to 158 in 1998.

This is a matter of discretion. |In fact there
was even a point at which the nunber of enpl oyees at
DDMAC i ncreased recently, and the |last thing we should
be seeing is a massive decrease in enforcenent. The
i ndustry understands the nmessage that a decline in
enf orcenent offers, and they're certain to take
advantage of it. Thank you.

(Appl ause.)

MR. PAHL: Thank you, Peter. Next we'll hear
from Sandra Raynond who is the President of Lupus
Foundati on of Anerica.

MS. RAYMOND: Good afternoon, everyone, and
t hank you for inviting nme to enjoy this very inportant

meeting. |'mthe president of the Lupus Foundation of
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America and the former and foundi ng CEO of the Nati onal
Ost eoporosi s Foundation, and |I'm here today to represent
per haps those conditions and di seases that have not been
heard on the subject of direct to consumer adverti sing
and pronotion.

As docunented in the AARP survey, there exists a
health informati on gap, which includes a nedication
i nformation gap, and of course as we've all said today
DTC advertising is really only one of many efforts to
address this problem

| want to give you a little bit of background
and talk a little bit about diseases because that's what
DTC advertising is really addressing. First |I want to
describe briefly a disease that is poorly understood by
t he general public and by physicians alike, |upus.

Lupus is a conpl ex autoi mmune di sease in which
the i mmune system goes into overdrive and begins to
attack normal healthy cells and tissues. |It's the body
attacking itself. The results can be devastating
because no organ systemis safe fromthis attack, the
joints, the heart, the brain, the lungs, the kidneys,
the skin, to nane a few organ systens that my be
affected by the disease. The effects of |upus can range
frommld to |ife threatening.

In the U.S. nore than one mllion individuals
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suffer fromthis disease that affects both genders,
al t hough 90 percent of those affected are wonen,
especially wonmen of color. Lupus also strikes
chil dren.

The bone thinning di sease, osteoporosis,
accounts for nmore than 1.5 mllion fractures each year,

i ncluding fractures of the hips, spine, wists and ot her
bones. This di sease exacts pain and disability and

di sfigurenent and death. There are nmore than 50, 000
deat hs each year due to bone fractures, especially the
hip fracture.

These deaths are primarily due to infection or
pneunoni a or blood clots that occur as a result of the
fracture or as a result of the surgery to fix the
fracture.

I cannot begin to tell you how challenging it
once was to alert consumers about osteoporosis or how
challenging it is today to gain public and professional
under st andi ng about | upus.

I n osteoporosis, direct to consuner adverti sing
made a major contribution to educating patients and
heal th professionals about the risks, about the
di agnosi s and about the treatnent of osteoporosis. M
remar ks today are going to relate to two questions posed

by the FTC, nanely the role of physicians and
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pharmaci sts in advertising of prescription drugs and
evi dence that DTC advertising is harnful or beneficial
to consuners.

Many of us can renenber when physicians used to
be the key resource in comruni cating information about
medi cations to their patients, but in today's health
care environnment, physicians have too little tinme to
spend with their patients. W've all said that today,
and we all know the prescription is witten at the very
end of the visit, many tines as the doctor hurries out
t he door to see the next patient.

Here is where DTC advertising | think has been
nost effective. It has helped to informthe patient
about mmj or conditions and treatnments and encourages
themto schedule a physician's visit. | think also it
does encourage conpliance. | can tell you personally
l"'mon a Statin, and fromtinme to time because | have no
vi si bl e synptons or feelings that tell me | have high
chol esterol, every time | see an ad, it remnds ne to
take nmy pill that night, and | do it.

And | believe that conpliance is a very, very
key i ssue and one that the DTC adverti sing supports very
wel | because the better infornmed the parent, the better
use they can make of that physician's visit.

Now, with respect to pharmacists | would ask you
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if you live in Washington to think DuPont Circle CVS, as
| speak about the role of education with respect to

medi cati ons and pharmacists. | don't know what your
experience has been, but | think mne is pretty

typical. You take your prescription to the pharmci st,
and if you want, you can wait 30 to 45 m nutes or you
can wait an hour for it to be filled or you can cone
back.

In both cases it's very unlikely that the
pharmaci st will have any time at all to speak to you
| f your decision was to conme back for the nedication,
you'll stand in line and just be happy that the
prescription is filled when you get to the counter.

If you had questions about your nedication at
that point, these are replaced by other questions such
as: Did ny prescription drug program cover the
medi cati on; and by the way, what is that copay? So | do
think that there are issues around the tine that
physi ci ans have and the |lack of tine the pharnaci st has
have to speak to us about our nedications.

Unfortunately, the AARP underlines this
concl usi on because the study points out that al nost half
of all patients have little or no communi cati on about
their nedications with either of these two health care

prof essionals. Certainly policies and prograns that
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requi re physicians and pharmaci sts to di scuss
medi cations with their patients are needed.

There is no question but that DTC adverti sing
messages could be even nore educational. [In many cases,
the ads do not describe the synptons of the condition
the drug is designed to treat. The FDA regul ations
mandate that information on adverse effects and risks be
presented as part of the ad, and in ny view, inclusion
of some of this information is necessary.

However, | think in many cases, too much
information is presented, and the ad's educational val ue
and inpact is dimnished. DTC ads should tell the
bal anced story, and physicians and pharnmaci sts shoul d
have the primary responsibility for discussing risks and
advertise effects with their parents.

After all, it's the physician who knows the
patient's medical history and can put this information
into context for that individual patient. Asking
consunmers to figure out whether risks and adverse

effects are relevant to them | think is asking too

much.

Now, is there evidence that DTC advertising is
harnful or beneficial? | think the evidence is m xed.
However, in the AARP study 75 percent of consuners

generally perceived the ads to be useful.
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Phar maceuti cal conpanies and the FDA really need to work
together to strengthen the educational conponent of
t heir ads, and conpanies and the government need to work
together to devel op broad based educational initiatives
ai med at educating consuners about diseases and the
t herapi es available to treat them

Finally, | want to give you a case exanple of
how DTC advertising played a significant role in
educating the public and health professionals about a
maj or public health problem

In 1986, osteoporosis was virtually unknown by
the public and health professionals. It was thought to
be an inevitable part of growi ng older. Today we know
t hat osteoporosis is a disease process, and that
know edge i s beconm ng well known worl dwi de.

DTC advertising played a significant role in
maki ng that happen. 1In fact, there was no stronger
voi ce reaching the public in the md 80s and early 90s.
During that period, there was a nonprofit organization,
t he National Osteoporosis Foundation, and it was
dedi cated to hel ping individuals |earn about
ost eoporosis, and it was dedicated to finding a cure for
t he di sease, but this was a young organi zation with
limted resources.

It could not produce the major educational
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canpaigns to reach the mllions of people who are at
risk for the disease. When funds becane avail abl e and
t he organi zations did produce those ads, they were aired
at the time the country slept. It was prinmetine DTC ads
t hat educated the Anmerican consuners about the existence
of bone density tests and treatnents that made the
di fference.

Wth respect to this disease and others, | would
respectfully suggest that if DTC ads were ever to be
elimnated there would have to be a correspondi ng
redefinition of the public service mandate of network
television to allow nonprofit organizations to air
heal th nessages in prime tine. OF course, that's not
the role of the FTC. It m ght be the role of the FCC.

Over the past five or six years, many factors
converged to establish a role for DTC adverti sing, not
the | east of which was the enmergence of a health care
system that fundanmentally changed the role of the
physician and all other health care providers.

When you factor in the Internet and its
potential to educate and the qui ckened pace of
pharmaceuti cal innovation that produced nore |ife saving
and quality of life enhancing drug therapies than ever
before, it is no surprise to ne that the role and

responsibilities of consuners have al so changed. In
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order for consuners to benefit fromthe new health care
system they are called to play a much nore proactive
role in their own health care.

Finally, | believe there is a need to bal ance
DTC ads with nore educational nessages and foster
requi renments that enable physicians and pharnmacists to
di scuss nedications and their risks with consuners.

In addition, the public and private sector nust
initiate major health information canpai gns on di seases
that include material on avail able tests and treatnent.

Thanks.

(Appl ause.)

MR. PAHL: Thank you, Sandra. Last we'll hear
from Ri chard Sanp who's the chief counsel of the
Washi ngton Legal Foundati on.

MR. SAMP: Thank you. The Washi ngton Legal

Foundation is a group that has been actively involved

over the years in pronoting free speech rights under the

First Amendnent, particularly comercial speech, and
that is how we first really becanme involved in FDA
i ssues at all

We have been involved over the years in
litigation with FDA on First Amendnent issues and have
won a court judgnent against FDA requiring FDA to rel ax

restrictions on dissem nation of informati on about off
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| abel uses of drugs, and in fact FDA has had a pretty
solid record of losing virtually all of its First
Amendnment cases in recent years.

I think it's that record that has caused FDA to
recogni ze that it does have to rethink what it does in
terms of inposing regulations in this area, so unlike
Dr. Lurie, I'mnot |ooking for increased enforcenent in
the area. Rather, | would hope that -- | think the
i ncreased recognition at FDA of the inportant of free
speech is something that continues.

Now, | was going to spend a good portion of ny
remar ks tal king about the efficacy of advertising and
how it does really make a difference. | think everybody
here is pretty nmuch in agreenent on that point. Dr.
Findlay is maybe not 100 percent convinced, but npst
peopl e here seemto think it nakes a real difference.

Rat her, the di sagreenment perhaps that we have
nost strongly is whether or not it's a bad thing that
peopl e have to end up paying for advertising. Dr. Lurie
says that the consuner ends up paying, and | guess
that's not surprising.

I think we are in agreenent that if you have
advertising, it's because you think you ultimately can
make it up in increased sales later on. Manufacturers

are not in the business of giving away free i nformation
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about their products. Rather they really think they
have sonething to gain.

And | believe what we are seeing now in terns of
sonme increased opposition to direct to consuner
advertising is primarily driven by this cost factor,
that many states, the national governnment, many HMOs are
very concerned about rising health care costs, and they
really don't have any concern what soever about the
fairness and bal ance of ads. They don't really think
there are consuners who are dying as a result of
i nproper m sleading information that they' ve gotten from
ads.

Rat her, their concern is that health costs are
bei ng driven up, and you see, therefore, legislation in
Congress, for exanple, to try to get rid of the tax
deductibility of advertising expenditures, and they're
obvi ously ainmed at trying to cut down on speech, and
frankly | haven't seen a single proposal of this type
that would pass a First Anendnent chal |l enge.

In fact at the end of this week, | think nost of
t he organi zations represented here will be filing
comments with FDA. We will certainly be doing so, and
think that you will see a good nunber of the comments
suggesting that there are serious First Anmendnent

concerns if what we think ought to be done is cut back
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on advertising because of the fear that it leads to

i ncreased costs.

Now, it's not inevitable that you'll have
overall increased costs because of advertising, and the
fact that you do suggests that advertising is fulfilling

a real need, that people are seeing ads on T.V. and are
realizing that there is a product out there that, for
exanple, can treat their allergies w thout causing them
to be drowsy while they're at work, and that's a
significant contribution.

You see a lot of ads for Claritin and simlar
products, and what you don't see is the product saying,
We're just as good as Claritin but we cost 30 percent
| ess, and the reason you don't see it is essentially FDA
bans that kind of conparative adverti sing.

Unli ke FTC which just sinply requires that you
have sone substantiation for what you claimin your
advertising, FDA requires that you have done two well
controll ed studies, which are the sorts of studies that
are required to get your product approved in the first
pl ace.

So to nmake a conparative claim to say that your
product is better than the other person's product or to
say that your product is just as good but you're

charging |l ess, so therefore people should buy your
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product requires the kind of studies that sinply aren't
going to get done.

So we don't have conparative advertising, and so
to the extent that advertising doesn't lead to
conpetition in decreased costs, in part that is a
probl em caused by the kinds of FDA restrictions you have
now on conparative cl ai ns.

Now, a concern that is raised fromtinme to tine
is that ads are not properly balanced, and pretty nuch
bal ance is the only conpl aint you hear because | don't
t hi nk anybody can seriously claimthat ads that you are
hearing now are really false and m sl eadi ng, but FDA,
for exanple, has conplained that the ad i s sonewhat
unbal anced because it shows sonmebody who has used a
product who's out riding a bicycle and perhaps sonebody
who is suffering seriously fromarthritis wouldn't be
riding a bicycle.

So we really ought to be cutting back on
advertising of that sort. |In fact, these kinds of
i mhal anced clainms are primarily the clains of people who
don't like the advertising in the first place.

Now, one of the chief features of direct to
consuner advertising is a lot of it tends to be
prescription advertising, which neans that, of course,

you cannot get the product unless you get a doctor to
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prescribe it for you, and so to the extent that we are
concerned about people inproperly buying products, you
have the filtering process of a doctor who can warn of
the side effects that may not have been fully disclosed
in the 30 seconds that an advertisenment has on

tel evision, and so for us to be concerned about
consuners suffering major side effects as a result of
advertising | don't think is realistic.

Now, in terns of what is being advertised, it is
true that in general we only have advertising for nunber
1 products that are still on patent, and secondly we
tend not to have advertising of generic products, and I
think it's going to continue that way, but that is true
general ly.

That's what a generic product is. It is one
that essentially doesn't try to create brand recognition
and, rather tries to keep its costs as | ow as possible
so that it can have prices as | ow as possible, but the
fact that we don't have advertising after a product goes
of f patent is a good indication that advertising is not
causi ng what some people m ght consider inproper
consunmer demand because if the two products are
medi cal |y equi val ent, people sinply don't, in this day
and age, pay the 50 percent nore that they would have to

pay to get the brand nane product after there are
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generic equival ents.

The fact is that the price of the pioneer drugs
wi Il drop precipitously and the share of the market
drops precipitously despite the |ack of advertising for
any generic drugs.

Finally, | just want to say that people want the
drugs that are out there because they work, because
there are conditions being served by the drugs that are
avail able, and Dr. Calfee is 100 percent right. Every
survey shows that direct to consunmer advertising is
i ncreasi ng public awareness of the availability of
drugs, and we ought to be very thankful that that direct
to consuner advertising has now gone up to 2.7 billion
doll ars a year, and hopefully we'll have nore of it in
the future. Thank you.

(Appl ause.)

MR. PAHL: We have a few nonents, ten m nutes or
so, before the end of our time, and | guess what | would
like to do at this time is pose a question or two to the
panel, and 1'll probably pose it to a particul ar panel
menber, but after that person has responded, the other
panelists should feel free to offer their thoughts as
wel | .

The first question | had assum ng that DTC

advertising has beconme an inportant form of conpetition
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anmong drug manufacturers, isn't it still small potatoes
relative to R&D conpetition, detailing conpetition and
conpetition from for exanple, free sanples?

I guess maybe 1'lI|l ask Jack Calfee to respond to
that, and do you have any thoughts about how i nportant a
conpetitive force is DTC advertising?

MR. CALFEE: | think it still is pretty small
potatoes. It's a lot less than detailing. Steve
Findlay I think nade a very good point about the
synergi es between the different kinds of advertising and
pronotion, and |I'm sure there are sone inportant
synergi es goi ng on.

I think another thing worth keeping in mnd is
until five years ago, the manufacturers have very little
experience with what we think of as real prescription
drug advertising in the broadcast nedi a.

They had the rem nder ads, but that's different,
but real advertising that tries to do the whole job by
itself or nore or less by itself was a new thing to
them and | think that probably they have di scovered
it's not nearly as easy as they thought it would be
going in, and there probably have been a | ot of
di sappoi ntnents al ong the way.

I think there's sone advertising that in

retrospect probably didn't do very nuch or at |east
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didn't do what the manufacturers had hoped, and as |

recall the | atest

data show that the spending in 2001

was not a whole ot nmore than it was in 2000.

I don't know what it is so far this year, but

the last | heard i

t was definitely not sky rocketing. |

don't know what the nunbers are for 2002. So | think

that the inplicati

on of your question is right.

It is still a fairly small factor in this
mar ket. Whether it will become a |large factor | think
really remains to be seen.

MR. FINDLAY: | substantially agree with that,

al t hough I use an

exanpl e to show how DTC adverti sing

can really drive some markets in sone therapeutic

categories, and it

"s already been referenced Claritin,

Al l egra and Zyrtec, the three oral antihistam ne drugs,

t hey conprise over

90 percent of that market. It's a

huge market. Those are wi dely, w dely avail abl e drugs.

MIIlions of

DTC advertising |

peopl e suffer fromallergies, and

think with those three drugs has had a

prof ound i npact on the market, driven sales and use up

significantly. |
Now to your

of them are advert

think just everyone agrees with that.
guestion of conpetition, the three

ising quite widely, although it's been

sort of up and down since '98. Sonme of them one year

spent 150 mllion

and down to 70 mllion the next year,
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et cetera.

I think there is conpetition between those three
and DTC.

MR. CALFEE: It's going to be over the counter
advertising for Claritin.

MR. FI NDLAY: That's right, wll become over in
Decenmber. | think that's an exanple of how DTC
advertising can enhance conpetition. Those three were
really neck and neck with each other, although Claritin
had the bul k of the market.

MR. LURIE: Well, that's certainly true. These
are drugs of no great repute really. They' re not any
great innovation in medical care in this country, either
first because the disease is not life threatening at
all. Secondly, because there are lots of quite
effective drugs that are being generic for many years
t hat coul d have been used.

I think the other area of course is in non
steroid anti-inflanmatory drugs where there's been
enormous pronotion of Cox two inhibitors, explicit or
inplicit clainms of superiority over the Cox one
inhibitors, and a drive to the use of Cox two inhibitors
where it really sinply isn't justified, and that has

clearly driven the market and the price of health care

up.
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MR. PAHL: This question | also would like to
pose to Dr. Findlay to start, and it relates to one of
t he ideas you had for sonmething the FTC shoul d st udy,
and that's: Do manufacturers of branded prescription
drugs which are about to go off patent and face
conpetition fromgeneric drugs -- do they use DTC
advertising to try to maintain their market position,
and if they do, is that advertising characterized by
fal se or m sleading clains?

In effect is it true advertising that's intended
to maintain the market position, or are you seeing fal se
and deceptive advertising that's being used to try to
mai ntai n mar ket position?

MR. FI NDLAY: VWhat we're seeing, is it was
alluded to in the panel earlier today, the tactic is
really not to -- once your brand drug is about to go off
patent, you're going to drop those ads pretty fast. But
what you do is if you' ve done everything right, you've
got a follow up drug which can be a derivative of that
drug or an alternative drug, which is under patent, and
you are driving as nmany people to that market as you can
with DTC. Clarinex was cited.

That's now, but this year |I'mquite sure that
Nexium and Clarinex will be the -- perhaps not Clarinex

actually, it will be the fourth and fifth nost
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advertised drug, but Nexiumw ||l certainly be one or two
most advertised drug in 2002, and those are both foll ow
up drugs to ones that dropped off patent or about to
drop off patent.

So that's the strategy of the pharnmaceuti cal
i ndustry.

MR. PAHL: Have you seen anything in the ads
that | ooks like they're false or m sleading or do the

cl aims appear to be true and substantiated?

MR. FINDLAY: |'mnot an expert on the content
of these ads. | sort of have a personal view on that
like we all do. | find the ads to be quite good, and I

find themto be relatively fair and bal anced, not enough
side effect information for me in sone of them but I'm
not an expert on the content.

| don't think that they're -- | would say
they're not terribly m sleading, either of those.

MR. CALFEE: Tom could | add sonething.

MR. PAHL: Sure, definitely.

MR. CALFEE: A couple of things. One these
foll ow on drugs typically have a broader indication than
the ones they're repl aci ng because they've done research
to get nore on the | abel so the advertising tends to
enphasi ze t hat.

The other thing is that it remains to be seen
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whet her this strategy is going to work. | nean, right
now Nexi um and Cl arinex and so on, they're not facing
generic yet. They're not facing over the counter
ver sions yet.

The only recent case I'mfamliar with where a
little bit of this has happened is with a devel opnent by
Eli Lilly of once a week Prozac, but Prozac has gone
generic. The managed care firms converted physicians to
generic Prozac very, very quickly as we saw in the | ast
session, and once a week Prozac, which is actually a
fairly significant innovation, that's a val uabl e drug
for a lot of people and it has done terrible in the
mar ket pl ace.

Lilly is hardly selling anyone on once a week
Prozac. It remains to be seen whether in Cl arinex, et
al., will do well when they have their real battle which
is the battle against the PBVMs that are converting
peopl e to generics.

MR. LURIE: | would dare say you're sonewhat a
victimof the direct to consunmer advertising because
Prozac isn't that great a drug. The data don't
substanti ate that.

MR. CALFEE: No, I'mconparing it to the ol der
Prozac.

MR. LURI E: | see. It's the new one that's
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really good. | get it.

MR. CALFEE: |If you like Prozac once a week is
better than once a day.

MR. LURIE: | agree with that but the question
is whether should you like Prozac in the first place.
There are plenty of negative placebo controlled trials
with Prozac. Moreover, there is zero evidence that
Prozac is nore effective than any of the tricycline
anti depressants. There is no evidence for that.

Now, we have come to believe |I'msure that there
is a widespread belief in this roomthat in fact Prozac
is a nore effective drug than tricycline
anti depressants, but you can go and search the
literature, and if you | ook at their totality, you wl]l
not find data that in totality support that.

So part of this is a culture phenonena. | think
all of us at this table understand that, and it does
take us on at the level of the nost cultural nedium we
have, which is television. That's where we're
especially effective. It starts to create a series of
perceptions of drugs like the nore effective Prozac, but
very often when you go to the data, they're just not
data support ed.

MR. PAHL: It looks like we're about out of

time. | would like all the panelists to have the
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opportunity for the last word, if they would |ike one.

MR. FINDLAY: 1'll respond to Peter making a
point, that | agree that the basic phenonena here is
sonme of the drugs that are going to -- only about a
hundred drugs that are advertised to consuners, a
hundred per year, not the sanme hundred.

It was 92 in "98, "99. It went up to 105. It's
about 103 now, so it's a relatively small nunber of
drugs. Are all of those drugs going to be great
clinical breakthroughs and represent real effectiveness
for patients over previous drugs or other drugs that are
not being advertised? No.

Are some of themgoing to be, in fact, better
drugs from which the public can benefit from know ng
about thenm? Yes. So | think it's a m xed bag.

MR. PAHL: Okay. Thank you very nmuch for your
hel pful comments.

MR. HYMAN:. All right. A couple of
announcenents. First as people are leaving, if they
brought stuff in with them if they can just sort of
insure that there's no net gain of stuff in the room |
woul d appreciate it because we end up cleaning it up
after you all |eave.

Second, let nme rem nd people that the deadline

for comment and response to the Federal Register notice
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is Septenber the 30th, so if you have the desire to
submt witten comments for the record, by all neans
feel free.

Let nme introduce our | ast speaker at the end of
what has been an interesting and provocative two day
wor kshop. | also want to thank everyone for com ng, and
t hank all of the people on the Conmm ssion who hel ped to
make this workshop possi ble, and the people that aren't
on the Comm ssion including speakers and panelists and
noderators and our partners in the various enforcenent
agenci es.

Now it's tinme to introduce our |ast speaker for
this two day workshop, Tim G eaney, professor of |aw
and co-director of the Center of Health Law Studi es at
St. Louis University.

One of the things you see prevailing in
enpl oynent markets is that conpensation is back | oaded
for all sorts of good incentive reasons, to encourage
people to stay around and notivate optinmal perfornmance.
The fam |y version of that is spinach first, dessert
later. Wth this in mnd, | picked Tim G eaney to
gi ve our closing renmarks.

Timhas witten a nunber of insightful and
provocative papers on antitrust, one several years

ago on hospital mergers which appeared in the Anerican
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Journal of Law and Medicines called Ni ght Landi ngs on an
Aircraft Carrier, and the paper, Wiither Antitrust, that

will formthe foundation for his remarks today, which

appeared in Health Affairs several nmonths ago. He'll take

it from here.

MR. GREANEY: Well, thanks to David and to the
FTC for really stimulating a couple of days. It's been
a great program | think this is what the FTC is
all about is bringing together people and devel opi ng
a base to operate from and it's really a credit to
David and the staff who have done all this, and to
this brave stenographer who's handl ed two days worth,

t hank you very nuch.

Let me make a couple remarks. First of all, |
give you a personal disclosure about ny personal health
hi story. | have a genetic defect. I'ma life |long Red
Sox fan, and that nakes nme constitutionally incapable
for me to see the glass as half full, and I'mafraid
"1l have sonme gl oonmy assessments about antitrust
enf orcenent, and | offer that by way of excuse.

My normative perspective though is, | won't
repeat it, 1'll just incorporate by reference what Bil
Kovacic said earlier, one of our really outstanding |aw
professors in the area and sonmeone who knows what he's

tal ki ng about, when he says health care antitrust
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enf orcenent has been the FTC s crowni ng achi evenent, |
agree with that conpletely. | think it's a feather in
t he cap of what the FTC has done.

There are countl ess econom ¢ studies | think
t hat show the denonstrabl e consuner benefits that have
flowed fromthe conpetition in the health care
i ndustry. Antitrust enforcenents, things com ng out of

this building have sparked debate, have sparked policy

in very subtle ways, ways that go far beyond the results

of litigation.

So | think that's something to bear in mnd, and
| think every staff nmenber who's here should be very
aware of the proud history of this institution, the
peopl e who have led it, the people who have worked with
| have the highest respect for.

But why are we here? W're here to sone extent
because there has been a nmassive increase in
concentration. There has been a shift in provider
mar kets that is significant. [It's been noted in the
front pages of The Wall Street Journal and New York
Times in recent nmonths, so in nmany ways maybe antitrust
law is installing an anti theft device after our garage
has al ready been | ooted of our Mercedes.

Maybe it is. There's a problem here, and |

think it's part of what we're here about, and we'll see
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what antitrust can do about it.

Let me first deal with probable clains for

antitrust relief, relief fromantitrust law It's
sonething that is not new. | think it's sonething that
has occurred in every era of antitrust. 1In the late 70s

and early 80s when antitrust in health care was just
begi nni ng, we heard clains that it was needed. You
needed special exenptions, et cetera, to preserve

pr of essi onal sovereignty, to preserve the supremty of
state and federal regulation.

In the 1980s the ground shifted a little and we
heard that there was |egislation regulation needed so
PPOs could form Maricopa was said to be bl ocking PPCs.

Staff privileges and di sputes we were told were
going to inhibit quality assessnents by hospitals so we
needed | egislation there as well. That produced the
Health Care Quality | nprovenent Act.

In the "90s we heard a different story. W
heard we needed antitrust anmendnments and i munities
because providers had to formjoint ventures to better
conpete. Today we hear a sonmewhat different tune.

We hear we need sone kind of relief in order to level to
the playing field, counteract nmanaged care power.

What do these calls for relief produce? Well,

t hey produce the Health Care Quality | nprovenment Act.
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They produced the FTC/DQOJ policy statenments. They al so
hel ped contribute to state hospital cooperation |aws,
state | aws regul ati ng managed care, physician collective
bargaining |laws nore recently.

How do we appraise those results? Well, |'ve
given them grades. | give the Health Care Quality
| nprovenment Act a B, policy statements A m nus,
cooperation laws C m nus, managed care |l aws C plus, and
the collective bargaining | aws an F.

I|'"ma pretty easier grader as it turns out. [|I'm
going to do what | aw professors don't do which is tell
you why they give the grades. W' re sort of a bl ack
box. We don't have to disclose what we're gradi ng on,
and here's ny grading key, and really it's one of the
best articles | can commend to you. |It's actually a
chapter in a book soon to be published by Peter Hammer
call ed Medical Antitrust Reform Arrow, Coase, and the
changi ng structure of the firm

He says we have to change the conpetitive norm
agai nst whether it is doing sonething that pronotes
consumer benefit, pronotes consumer welfare, by
aneliorating some kind of market failure, and is it well
desi gned to advance social welfare.

I'"mnot going to have to go into why | think one

does and one doesn't, but I think you can see there's
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really questions about whether sone of these state | aws
are really addressing a real problem what the nmarket
failure, their design it at best anbi guous, and the
remedy is certainly not designed to correct a market
response.

Anyway, that's my norm Those are ny grades and
|"m sticking with them but 1'll talk nore about the
policy statenents because | think they are a nmmjor
devel opment and sonething that needs to be tal ked about.

Let's start with sone success stories about
antitrust. | have a picture here of sonmeone -- | didn't
bring my seating chart. | should call on soneone.
Anybody who knows who that is? |It's not the poster guy
for diet in a bottle. You m ght have thought that.

That's former Judge Taft who w ote Addyston Pipe,
one of the great decisions in antitrust history, and I
t hought that would be a good franme for our success
stories.

The success stories | think, and I"m going to go
very quickly through them because | want to dwell on the
negative, the policy statements really have contri buted
t o under standi ng advanced know edge, spread the word
outside of the Beltway and | think inproved the
functioning of the |egal advising systemwhich is really

what we're about here. W' re about inproving | awers
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ability to advise clients.

Antitrust has done a great job in weedi ng out
the chaff. Don't forget it has dealt with those
hundreds and hundreds of staff privileges cases, which |
share with Peter, probably the only one in the room
that's read all of them | read themfor witing ny
treatise. They're spurious, and antitrust, there's been
four successful cases in those hundreds of cases,
encouragi ng i ntegration, pronmoting neans by which firnms
can integrate, a need to do it, curbing cartel
activity. | think the FTC in particular, its activities
its repeated cases in this area really are an inportant
contri bution.

I think the pharmaceutical industry, things

we' ve been tal king about, are exactly what this agency

is supposed to be doing. If we want to apply the nerger
gui deli nes phrase, tinely, likely and sufficient, that's
the kind of enforcenent | think you want. |t was
timely. It was likely to inmprove conpetition, and it

was an inportant step forward.

Finally 1'"Il just say the staff here is really
sonething to be proud of and sonmething that has really
i nproved the way things work.

Well, what have we heard the | ast couple days?

| think we've heard a little bit of the nmurder on the
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Orient Express here. W' ve heard the blanme bei ng pushed
around as to who's responsible for conpetition's failure
to curb costs in health care, and we've had sort of the
physi ci ans, the hospitals and managed care pointing to
each other, Don't sue nme, sue the guy behind the tree.

We' ve heard them tal ki ng about whose
concentration, whose activities have spurred the spike
in health care costs.

Let me offer sonme other places where we can
| ook, not that they are not to blane in sone sense. |
mean, there is higher pricing of people who have either
acted through cartelizing or in response to natural
forces of their increased market concentration, but |et
me mention sone problens we have.

We have a problemwi th respect to the

concentration spi ke because of problenms of detecting

nmergers, joint ventures, detecting cartels. If | want
to | eave a nmessage today, | think the lack of litigation
is a big problem It is a big problem

I know | awyers are not supposed to conpl ain
about the lack of litigation, but my tag |ine here is
t hat advice, policy statenents, speeches, advisory
opi nions, et cetera, have a dimnishing shelf life if
it is that not backed up by litigation. | think the
policy statenents are a great achievenent, but | think

not backed up by litigation you can see their weakening

For The Record, Inc.
Wal dorf, Maryl and
(301)870-8025

308



© 00 N oo o A~ W DN P

N NN NN R R R R R R R R R R
A W N P O © ©® N O O M W N B O

ef fect over tine.

And | won't go through in any detail, | don't
have tinme, but | think in the area of physician control
net wor ks, we've got this very gray, the cat is extrenely
gray now with the nessenger nodel, the clinical
integration rules now, the other option you have, the
contracting with a separate entity, it's awful hard to
make out any gui dance anynore in that area, and the sane
is true | think in the joint venture area.

Ot her cul prits, my article, which if you haven't
got it, I've got a few remaining copies, and if you
prom se to cite me | get paid extra every tinme |'m
cited. People actually believe that. They think
everybody should be incented, but I've got a few extra
copi es.

Anyway, this article in Health Affairs tries to
tal k about the just baffling m stakes the court has
made. | offer a few explanations here, but clearly
there is an undertone of the managed care backlash in
t hese cases. There's the nystifying reluctance to take
into account participant's testinony about geographic
mar kets and effects.

A certain circuit west of the M ssissippi that |

reside in has produced sone just bew | dering opinions to
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that extent, and the piece |'mworking on now really
talks a little about or friends from Cook County,
Il1linois, the Chicago school, and what they're teaching
has done to infiltrate thinking, and I"mafraid in the
health care area, adhering slavishly to the Chicago
tenplate is a mstake that the courts are making, and
t hi nk gi ven market failures and other things, we have
t hose probl ens.

In any event, the other bad news is antitrust
has very little to say about sonme of the key areas that
are affected now O igopoly for one, antitrust has
al rost nothing anything to do with oligopoly and
nmonopsony has its own probl ens.

|"ve witten another article about California
Dental. | won't bother you with that now It's cited
at the end here, but Justice Souter has not hel ped
things along with his prose style or the holding in that
case.

Anot her cul prit is the doctrine itself. |
nmenti oned that oligopoly, we don't have nuch to say.
The rule of reason, | think let me just commend -- |'m
going to give you a | ot of reading assignnents for
toni ght, another article that is really an excell ent
piece. |It's by FTC Conm ssioner Thomas Leary. Actually

it's not out yet, it's being published by ny | aw
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journal, St. Louis Law Journal, but it's a piece he
wrote on the MedSout h deci sion, the MedSouth advisory.

He really does talk, I think, in very good terns
about the problenms we have with the Rule of Reason and
the problens of what he calls an on off switch. [It's
either Per Se Rule and illegal or Rule of Reason and
| egal, the old defendant's paradi se argunent, and I
guess this blurring of the standard is the problem we
have, that Judge Easterbrook captured it well when he
said, "When everything is relevant nothing is
di spositive."

Okay. Well | don't want to | eave out the
private bar, and this brings ne back to ny nmessage, How
effectively are policy statenments conveyi ng what the
boundaries of the law are? |Is there a nentality out
there that any nerger is worth trying? W have al nost
negoti ated rul emaki ng now. That turns into negoti ated
conduct. I'mall for advisory opinions and policy
statenments, but | think we need to go further.

You can |l ook at this. | was asked to predict
the future, and I've tried to list some of the areas
where we see cases developing now. |'mworking on a new
edition of ny case book, so | have to collect as many
cases as | can.

But clearly we have provider cases, hospital
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physi ci an di sputes. Wth concentrated markets we have
exclusive contracting problens that really do fit the
nodel of what is problematic. W have hospitals with
significant market power engaging in exclusive
contracting in areas where there is legitimte
forecl osure in physician markets.

We see that in other areas, so | won't go
t hrough the litany of possible conbinations there are
out there, except to say there are cases that at |east
on their face really do nake sonme econom c sense, but
"' mnot sure private parties are sufficiently incented
to bring themin all cases.

Where do we go? Can | cut the Gordi an knot?
Well, no, as | used to say when | worked for the
Antitrust Division, that's beyond ny pay grade, but 1'I]
throw out a few ideas, a few thoughts here.

My bottom line which | signaled earlier was that

policy statenents, et cetera, are good but if they

become advisories, if they become -- if everything is
negotiable, I'mnot sure that a nmessage is sent that
will really revitalize antitrust.

So | think the FTC has got to get involved as it
has in the past in Amcus filing in trying to get the
private cases that are neritorious, nore successful

Again |I'man alumus of the Antitrust Division, but I do
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believe there is a |aw enforcenent role to be played.

| have to say |'ve been hearing about crimna
enforcenent for many years since | left the division,
and I"'mstill waiting to see it. | |ook at sone of
t hese physician cartels at |east as described in some of
the rel eases, and |I'm wondering: "Were are the crim nal
referrals, where are the referrals to Justice for
crimnal prosecution?”

Some of these cartel activities are not al
together different than sone of the international
cartels that the division prosecutes, and in sone cases
it certainly is appropriate to send a nessage, and if
you want to change the nature of advising between | awyer
and client, | think that is a way to do it.

In today's environnment where we hear that the
peopl e at Worl dCom and el sewhere are to be prosecuted
to the fullest, | think people who know ngly and
intentionally violate the law at significant costs to
consunmers shoul d be prosecuted crimnally.

Are there other avenues? | think the states
have a role to play. | think the states really have
their hand on the pul se of their local markets. They're
perfectly situated to do it. A lot of states are
increasing their staffs, but | think they need sone help

from sonmebody, and | know t here have been cooperative
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cases filed.

In the Whither antitrust piece in Health
Affairs, | suggest the outrageous, that mybe even
regul atory reviews by state agencies, nmaybe a second
best alternative to litigation, since litigation is
expensive and hard to cone by. Maybe regul atory
mechani snms |ike the State of California has for its non
profit nmergers is appropriate, returning to ny thene
that policy statenents have sone advantage, but
guidelines | think are -- we may have reached the point
where they are necessary.

There is a vast and increasing econom c
literature that's growing out there that m ght help
informthinking in these areas. There's a | ot being
written on market definition and integration that m ght
be of help and al so noving towards nore targeted
research. Final point -- supporting targeted research
here that will help informboth courts and | egi sl atures.

We have a problemof |lag. Sonething gets
written, but it takes years to turn into decisions in
t he Federal Courts.

Finally I have a note that there is a -- | think
the rationalization of industries nakes very good sense,
and the FTC taking the lead in health care is a very,

very good idea, but there is a concern with
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jurisdiction.

70 percent of the hospitals are not for profit.
Much of what they do will be out of FTC s jurisdiction
and sonebody's got to watch that. Crim nal enforcenment
is the Justice Departnent's responsibility. | hope
t hose holes will be well plugged. | have a concern
given frankly the Antitrust Division's history.

Well, at the end, | give you sone reading to do,
part shanmel essly advertising ny own readi ng, and Peter
Hamrer's article | nmentioned is an outstandi ng piece,
and once again Commi ssioner Leary has really put
t oget her one of the nost thoughtful pieces |'ve read.
|"m sure he would be willing to share it with you, even
t hough we haven't published it. Yet we don't make any
noney on our |aw journal, so I'm happy for you to get it
directly from him

It really does deal with sone of the key
probl ens of assessing conduct in the health care
i ndustry, trying to appraise the influence of quality
when you nake the assessment of net conpetitive effects,
and it really is an excellent, excellent article.

Thank you for your attention, and, David, thank
you for a wonderful conference. It was a well
concei ved, well executed conference.

(Time noted: 5:23.)
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