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PROCEEDI NGS

(1:42:54 p.m)

CHAI RMVAN CARNMONA: Ladi es and
gentl emen, good afternoon. I'"'m Rich Carnona.
l'"'m the Surgeon General. My apologies for
keeping you waiting. There were several

scheduling difficulties that chall enged ne today,
and | just flew in from out of town, so ny
apol ogi es. | know how inportant your time is to
you, and | did the best | could to expedite, but
| thank you for your patience, and | thank you
for being willing to help ny colleagues and 1,
and the President and the Secretary shed sone
light on this very conpl ex situation.

Because of the lateness, | wll waive
t he usual introductory remarks and just say that
we are striving to keep this as transparent and
open a process as possible. We desperately need
all of the information that you can provide to us
to help us to nake the recomendations to the
Secretary and the President and, ultimtely, to
our Congress as to how to deal with this very
conpl ex problem of inportation that is before us.
And | think we all recognize that as we nove
further along in the process, we open the door
for as many questions as we have answers. And it

is quite nore conplex than any of us, maybe
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except Dr. MCellan who had to deal wth it

before me, really understood. So, once again,
t hank you so nuch.

And why don't we just npve onto our
first panel nmenber. We'll start off on the left.
Ms. Barbara Wells from NAPRA. Thank you, nmm'am

MS. VEELLS: Chai rman  Carnona and
menbers of the task force, | want to first of all
thank you for this opportunity to appear before
you today. And certainly | would echo the
Chairman's remarks that this is a very conplex
i ssue, and certainly Canada has just as nany
i ssues | think as you do in grappling with this.

| represent the National Association
of Pharmacy Regul atory Authorities in Canada, and
that's the unbrella voluntary organi zati on of the
pharmacy licensing bodies in eight of our ten
provinces, our two territories, as well as the
Pharmacy Services Division of our Departnent of
Nat i onal Defense. And this issue has been on a
front burner for us for a nunber of years now.

In February of 2003, we held a forum
wi th stakeholders from both the U S. and Canada
to identify the issues with exportation of drugs
to the U S., and this pronpted us to develop a
conmuni que jointly with the National Association

of Boards of Pharmacy here in the U S. to signal
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publicly that we were concerned about t he
exportation and re-inportation, and that we
needed to work together to protect the citizens
of both countries.

In COctober last year, you were aware
that our Assistant Deputy Mnister of Health,
Di ane  Gor man, issued a letter to Canadian
st akehol ders alerting us to the potential for
shortages of drugs in Canada due to the export of
drugs here, and also alluded to the fact there
could be human resource inplications, health
worker inplications to this trade. And t hat
prompted ny association last fall, [ast Novenber
to call upon the Canadian governnent to ban the
export of drugs to the U S. until, first of all,
there could be a study done on the long-term
effects of this trade to t he Canadi an public.
And pending that, that there was sone regulatory
structures put in place to help us regulate it
better. And | want to very quickly just tell you
sone of the issues that pronpted us to call for
t hi s ban.

First of all, there are |egal issues.

Qur i censing bodi es find t hat t heir
I nvestigati ons are sonewhat hanpered when you're
i nvestigating conplaints and situations when

custoners reside, patients reside in the US.
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There are issues in ternms of 1issuing subpoenas
from Canada to the U S. if we need to ?? if our
menmbers need to call upon wtnesses and so on.
And there's even ?? with this trade we find that
you my have physicians in one province co-
signing prescriptions for patients of a pharmacy
I n anot her province. And we've heard that there
are barriers to sharing information between the
pharmacy licensing Dbodies and the nedical
licensing authorities from province to province
I n some cases.

W also have ?? we're troubled a
little bit by sonme of the ethical issues. W are
concerned about Canadian pharmacists aiding and
abetting Anerican citizens to, in effect, break

the law by inmporting drugs. And we also ?? there

are issues with -- a lot of our nedical |icensing
bodi es have concerns and consider it to be
mal practice or m spractice to co-sign a

prescription from a U S. physician, unless that

physician has a personal relationship with the

pati ent, has a bona fide pr of essi onal
relationship with that patient. And some of our
medi cal |icensing bodies have cone out against

physi ci ans who do co-sign prescriptions, so we're
saying well, we have an issue wth pharnmacists

honoring those prescriptions if they know that
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the patient and the physician did not have a true
pati ent/ physician relationship.

Obvi ously, if Canada gets less than 5
percent of the pharmaceuticals in the world, and
you fol ks get around 50 percent, obviously, this
is causing us sone real supply issues, as well.
We know that pharmacists are now having trouble
getting supplies. The supply issue hasn't quite
reached the public in Canada yet because
pharmaci sts are scranbling to cone up wth
supplies for them so it hasn't quite hit the
public yet, but it is taking tinme up for our
pharmaci sts to secure these supplies.

I, nmyself, have had a call in the |ast
week from a major drug conpany asking about the
chances of a product being exported to the U S
They are |looking at releasing, |aunching a new
drug in Canada that is available in the States,
and they're | ooking at not launching it in Canada
if there's a chance it could be re-inported into
the U S So we're seeing those kind of issues
now.

Wth the increase in pressure to the
exporters to get supplies of drugs -- because you
know some of the drug conpanies have cut-off the
exporters -- we see now that they are purchasing

medi cations from comunity pharmacies right
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across Canada, and they offer them a 10 or 20
percent prem um to purchase their drug supplies.

And that is keeping these |arge amounts of drugs
being ordered from being on the radar screen to
t he Canadi an conpani es.

And we also are seeing things where

some of the websites have direct Ilinks to
pharmacies in other countries -- in England and
ot her places -- to obtain drugs. And, of course,

there's allegations that some are bringing drugs
into the country illegally, unapproved drugs, to
satisfy the orders.

There's also ?? we have a shortage of
pharmaci sts in Canada and, of course, this is
exacerbating that shortage, as well. So | think
aside from these issues that we have pointed out
to our government, | think, too, that ny nenbers
coul d not condone this style of pharmacy service.

We feel that it's certainly not in your public's
best interest to have fragmented pharmacy care in
this way, t hat they're getting drugs from
conpanies in Canada as well as their community
pharmacies in the U S And certainly, searching
the Internet for drugs does not bode well for
optimal health. And I thank you again.

CHAI RMAN  CARMONA: Thank you, nma'am

Let's nmve on to M. Ronald Guse from the
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Mani t oba Pharmaceutical Associ ation. Thank vyou,
sir.

MR. GUSE: Thank vyou. And thank you
to Chairman Carnmona and the conmttee for the
opportunity to address this issue on drug
inmportation to the United States. And | bring
greetings from my president, Gary Cavanagh, and
my past president, Lois Cantin.

The Mani t oba Phar maceuti cal
Associ ation has made a witten subm ssion, and |
believe it's before the commttee, and |I strongly
encourage you to refer to that subm ssion. And
j ust for clarification, t he Mani t oba
Phar maceuti cal Associ ation, although the name may
seem to indicate that we represent the drug
i ndustry, we do not. It also may indicate that
we're a self-interest group, and we certainly are
not that either. The association itself is the
regul atory authority in the Province of Manitoba,
and it would be analogous to your boards of
pharmacy that exist in the United States.

The MPhA has been on the forefront, if
not the chopping block, of this issue for the
past couple of years, and we have gained sonme
experiences, and | wish to share them with you
t oday.

The two maj or concerns that we want to
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hi ghlight for the commttee, and the report does
that, is one issue that was stressed and re-
stressed in a presentation we heard just a couple
of days ago by the fornmer Secretary, Donna
Shal al a. And the fornmer Secretary strongly
supports the idea of watching patient safety in
the issue of drug re-inportation. In our
subm ssion, that's one of the two principles
we've identified to you; one is patient safety,
and certainly the second one is product quality
and safety.

From our experiences, and any health
care pr of essi onal or board protecting t he
public's safety, introducing nore and cheaper
drugs does not necessarily equate to better or
enhanced care, and that's inportant for the
community to renmenber.

I'd also like to take you back briefly
to prior to the year 2000 when pharnmacies in
Canada in attenpting to supply nedications to
Canadi ans tenporarily residing in the United
States (some of our winters being a little nore
aggressive than some of your wnters), t he
pharmacies trying to ship the medications to the
Canadians had to mke sure that there is a
certain amount of information in the package, as

well as the nedication. And that information had
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to confirm that the patient was, in fact, a
Canadi an, the medications were prescribed. There
was sonme information that was required from the
medi cal practitioner, as well. And even with al
that information in those packages, frankly,
there was no guarantee that the product would
nove through U.S. custons.

Well, we've gone fromthat to a system
now where, with few exceptions, the borders are
pretty well w de open. And that's caused the
Mani t oba Pharnmaceutical Association to address
what our pharnmacists are doing with regards to
patient care.

Al so as recent as yesterday, we had a
presentation at the National Associ ation  of
Boards of Pharmacy conference from former Mayor
Guliani, and he referred to information that he
saw at Kennedy Airport where 40,000 packages of
medi cations from all over the world come through
t hat custons | ocati on. It's his description that
the staff only have the resources to review 500
of those packages. His concern was to identify
the great potential for |ack of safety, |ack of
security, and risk of dangerous products, and
perhaps even terrorismthrough that port.

Now this m ght be an

oversinplification, but to nme, if 500 packages
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are the ones that are inspected and cleared, then
500 packages shoul d go through.

Also, there mght be sone solution
t hrough pre-authorization. Part of our ten-point
priorities that we have in the subm ssion is the
i dea of pre-authorized suppliers that m ght ship
products into the United States.

I have to admt t hat I['"'m here
presenting a bit of a schizophrenic position to
the task force. | ncreased inportation or the
current issue of inportation of drugs into the
United States from Canada wll harm and has
harnmed the healthcare system in Canada. However
| have to recognize, as well, there are a certain
anount of pressures within our country in certain
areas for this commercial activity to continue.

As certain authorities wthin the
United States and Canada appear to want the
cross-border industry to continue, the task force
needs to therefore consider the ten points
identified in our witten subm ssion. And | can
explain these points further if that's requested
by the commttee, but 1'd just like to take a few
noments just to highlight them for you, and it
starts on page 3 of our subm ssion.

It's i mport ant t hat there is a

devel opnment of i nt er nati onal st andar ds and
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agreenments that conform and enforce patient care
as a primary goal, pl aced over conmer ci al
i nterest; the devel opment of nutual international
recognition for | i censi ng whol esal ers,
phar maci sts, and pharmacies |ocated in Canada and
the United States that choose to serve other
countries; and devel opnent of menor anda  of
under st andi ng regar di ng whi ch | aws are
enforceable for the safety and benefit of the
pati ent, as many of the businesses require
di sclainmers, agreenents, and powers of attorney
t hat basically renove the patient autonomny.

Until such time as the provincial and state
pharmacy regulators can openly forward and
receive information and intelligence from the
American Food and Drug Admnistration, Health
Canada, and the provincial and state prescribing
| i censi ng aut horities, cross-border phar macy
sales of drugs under the authority of a
prescription should be Ilimted or tenporarily
suspended.

A review is required to identify the
| egal inpedinments and barriers of investigation,
conplaint investigation, jurisdictional issues,
powers  of subpoena, and the collection of
evidence. As the international novenment of drugs

I's based heavily upon issues of access to cheaper
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drugs and professional car e, the flow of
medi cati on across t he i nt ernati onal bor der
t hrough whol esal e purchases ought to be permtted
rather than, or in addition to the pharnmacy
di stribution pursuant to a prescription.

As confirned by al | parties
know edgeable in this industry, the Canadi an drug
supply system cannot provide for all Anericans
requi ring catastrophic nmedications, nor the cost-
saving needs of private and/or state-run drug
benefit programns. A plan is needed, therefore,
to carve out the cross-border novenent of drugs
that can initially benefit those who need it the
nost, and ultimately address the needs of others.

The drug source needs to be confirnmed,
and only pur chases directly from |icensed
whol esal ers to pharmacies would be permtted for
i nt ernati onal sal es on prescription. Qur
referral prescription progranms to pharmacies and
busi nesses |ocated outside the country of the
pharmacy of first contact nust be approved by
provincial or state licensing authorities prior
to inplenmenting that program

And, finally, all advertisenents of
phar maci es servicing other countries nust clearly
indicate the jurisdiction of license, neet the

requi rements of international |icense authorities
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based upon a program such as the National
Associ ation of Boards of Pharmacy |PS program
and no other pharmacy business would be all owed
to advertise for i nt ernati onal shi pment of
medi cations or participate in that activity.

In closing, Chairman Carnona, 1'd |ike
to again express appreciation for the opportunity
to address the task force. Your decisions wll
affect Canada in the back-and-forth novenent of
drugs between the two countries. The issue of

cross-border novenment of Jlegal drugs is very

conplex, as you've already alluded to. | t
i nvol ves and entw nes professional, |legal, and
political jurisdictions; however, the overal

goal nust remain clear: patient safety and

product quality and safety.

e | ook f orward to future
opportunities for further discussions and thank
you for this opportunity again

CHAI RMAN  CARMONA: Thank you, sir.
Qur next speaker, M. Jean-Yves Julien from the
Quebec Order of Pharnaci sts. Sir, thank you for
bei ng here.

MR.  JULI EN: I thank vyou for the
invitation, and | am acconpanied by M. Jocelyn
Bi net, who is responsible for investigations, so

he coul d answer sone of the questions |ater on.
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In the short period of tinme, 1"l
focus on some of the activities that we have been
running in order to prevent this situation from
spreading in the Quebec province.

The first message that we always give
to people is to make the distinction between the

drugs and the prescription. And what has been

said, | share nost of the coments to enforce the
prof essional legislation and control. That's the
key message out of the paper that |I'm presenting
t oday.

So about the drug itself. You know

it's like in the United States, the jurisdiction.
W don't have, in a province in Canada, the
jurisdiction over the drug itself, the noving of
a drug. W have the jurisdiction over the
prof essi onal activities.

The Quebec Order of Pharmacists is the
licensing body for the Province of Quebec. The
Quebec Pharmacy Law is unique in one sense in
that it's only a pharmacist that can own a
pharmacy in Quebec. And this is sonething that
gives us a tool to act nore easily than sonewhere
else in Canada. You have a few of the
ref erences. | won't go through that, but you can
refer to it.

About the prescription dispensing:
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our pharmacies are allowed to dispense or fill a
prescription only if it's signed by a Canadi an,
or especially a Quebec physician. So for nyself,
| cannot - | don't feel |'m authorized to fill a
prescription comng from an Anmerican physician.
This 1is very inportant. That's what we are
acting on to prevent.

About the Internet: we are not

against the use of the Internet as a tool of

conmuni cati on. Everyone woul d be really
surprised if we said that we don't |like to use
the Internet. It's a common tool. But 1'd just

like to underline that we never experienced fax
phar macy, we never experienced phone pharnmacy, we
never experienced del i very phar macy, t he
wi despread use of this designation. But now with
the Internet, everything goes, and we feel
because we use an Internet pharmacy, that it's
full pharmacy. It's not. We shoul d make people
aware of that.

Internet and the challenge across
bor ders. | guess the main thing is professional
activities. Agai n, it's not because a
prescription is transiting through the Internet
that it becones a legal prescription in Canada.
We should stop that to nove. That's what we do

i n our jurisdiction.
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Three steps that we have been trying
to work on in order to prevent that. First,
di sciplinary action against our nenber. Those
who are involved, we bring them in front of the
disciplinary commttee and stop them from doing
it. They are fined or other actions are taken
agai nst them Penal |awsuits for people who are
not pharnmaci sts and are operating a website from
the Quebec territory. We have been suing them
It's not easy, as has been nentioned. We need
hel p because it's a very conplicated situation.
M. Binet can talk about it.

And the third type of action is public

awar eness, public informtion. And when | say
public information, | mean the public in general

but as well, the authorities, because it's not
al ways easy. It seens easy to say that they're

different, a prescription is not a drug, and the
opposite. But it's not always easy when |
mention that to sonme politician in Quebec or sone
civil servant. They say, oh, it's the sanme. No,
it's not the same, because it's the key to
preventing that situation from spreadi ng nore.

So disciplinary action. We have been
acting for phar maci sts and non- phar maci st s.
Penal |awsuits. W sinply do not have the

I nportant financial resources needed to conduct
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all inquiries we would like to do. But nore
i nportantly, we do need the support, technical
and financially, and col | aboration of al
jurisdictions that are inplicated in that |[|aw
enforcement. That's what has been nentioned.

And a great exanple of that is drug
i mportation itself. The Quebec Order of
Phar maci sts cannot control what transits through
t he border. It's up to other legislation, but we
can stop, from the pharnmacy, the sending of
messages or information to the Internet when it's

not consi dered | egal.

Public information. It is inportant
to make the public informed about that. Publ i c
protection. It's an issue on both sides of the
border to protect the people. When we stop

pharmaci sts doing that, we know that they are
| osi ng noney. It has been nmentioned that it is
an inportant issue. W know that they are | osing
noney, but it's not the way to nake noney. e
feel that. And I think it's a protection for the
U S citizen, as well

Canadi an drugs. I don't think the
qual ity of Canadi an-made drugs are at stake here,
are an issue, but the problemis that if we all ow
an illegal practice, why don't we allow, as well,

counterfeit drugs. That's the risk of mxing two
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types of illegal activities. That will increase.

That's what we find very threatening, so that's
why counterfeit drug is a real threat, as well,
because if we let things go, everything wll
come, |like has been nentioned, from everywhere in
the worl d.

The inportant distinction for the
public in-between a service, that's something
that we continuously repeat. The | oophol e that
helps to facilitate that is the fact that if |
cross the border with ny personal nedication for
90 days, | wll be allowed to do that. That's
rational, but not nore than that. So then, it is
conplicated to control, as has been nentioned.

Practice control. The inportant point
is the fact that for a prescription to be valid,
it has to be issued by a physician in Quebec or
i n Canada. And we should neke the people aware
of that. They are putting thenselves in danger
if they are calling and getting services from
di stance |ike that.

Negative inpacts have been nentioned.

We share that. Societal challenge for the
future. The key nessage there that we're trying
to send is it's unfortunate when we see a public
person, nmayor, other, in Canada, politician in

authority who says, Go and buy your cheapest
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prescription through the Internet, for instance.
| mentioned, in Quebec and Montreal, that it's
exactly like if the mayor in Montreal told the

people, Go to the reserve, buy your cigarettes

It's going to be cheaper. | think it's a type of
soci et al behavi or t hat should be condemed
publicly. This is very inportant, because it's

part of this issue.
And, finally, | do think that | would
not like to be in a world where we have pharnmacy

paradi se like we have fiscal paradise. That's ny

conment s.

CHAI RMAN CARMONA: Thank you, sir. I
appreciate it. | understand M. Binet is just
here for questions and will not make a statenent.

s that correct?

MR. JULI EN: Yes.

CHAI RMVAN CARMONA: Okay. Then | would
open the questions to ny fellow task force
members. Anybody have any questions of our
panelists? Go ahead, please.

DR. O GRADY: Yes, just a couple of
guesti ons. One, in ternms of both what Monsieur
Julien and Ms. Wells brought up, is the role of
the physician as sort of a co-signer of a
prescription. I just wonder what sort of

liability is there wunder Canadian law for a
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physician -- or if there is any liability -- a
physi ci an who sort of really doesn't ever exani ne
this patient, sees that an Anerican coll eague has
signed, and therefore, just goes ahead and signs
a Canadi an version of the sane script?

MS. VWELLS: Wwell, | can ?? as |
mentioned in nmy presentation, there are a |ot of
the licensing bodies now for physicians who have
conme out against co-signing. And | know that the
agency in Canada that covers liability for
physi cians has also publicly stated that there
woul d probably be a problemif there was an error
or a mshap with an Anmerican patient who had
received a prescription that was just co-signed.
There may not be coverage for that physician.

MR. JULI EN: We are working with the
Col | ege of Physicians, and they have been acting
on that. They have sanctioned their menbers who
Co-sign prescriptions. Their public nmessage is
not to do that, and they are acting agai nst that.

DR. O GRADY: Could | ask one nore
gquestion?

CHAI RMAN CARMONA: Pl ease. Go ahead,
Dr. O Grady.

DR. O GRADY: Sur e. Ms. Wells, you
brought up a discussion that you had either over

the phone or whatever with a drug manufacturer
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who was thinking of introducing a new drug into

Canada but was hesitating in some sense. Now can

you just sort of expand for us a little bit,
wi thout any confidences here, iif |I'm a drug
manuf act urer and ' ve al r eady i ntroduced

sonething in the States, and 1'd like to think
about introducing it in Canada, if there's not ??
I mean, much of what 1is behind the whole
importation thing has go to do wth price
differentials between the two countries. So if
['"'m a mnufacturer, don't | just offer it in
Canada at the sanme price as |'m asking for in the
United States, and then sort of the incentive to
i mport or re-inmport goes away? O are there
other limtations on that manufacturer's ability
to simply charge the same amount as they do in
the States?

MS. WELLS: Yes. We have the Patent
Medi cine Prices Review Board in Canada. There
are price controls on pharnmaceuticals in Canada,
so |I'm presumng that would stop them from
charging the same prices in the U S.

DR. O GRADY: | see. So if the
Canadi an Board basically allowed them to charge
the sane prices, their incentive to not offer in
Canada woul d go away?

MS. VELLS: Well, | nmean the price
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differential is probably the main driver.

DR. O GRADY: Yes. I guess all [|I'm
t hi nking about, in terms of the board and its
responsibilities in terns of access to drugs for
Canadian citizens, that at some point there is
that notion of price versus gaining access to
what you view are needed drugs. So that dynam c
bet ween the manufacturer and the board in Canada
seens to be sonmewhat separate from either our
world or your world, other than we're both
affected by the price differential and its
effects.

MR. GUSE: If I can add to that just
briefly, what we're seeing in recent history is
that the introductory prices set by the board
that Ms. Wells described, the anopunt is pretty
well on line with what the Anmerican introductory
prices are. One of the requirenents under the
Patent Medicine Prices Review Board is that the
price increases thereafter, and your price
i ncreases are at a greater rate than what our's
is. So what the starting point nmght be, sane or
simlar, the gap grows as the years pursue.

CHAI RMAN  CARMONA: Thank you. Dr .
McCl el | an.

DR. M CLELLAN: Yes, thank you. Thi s

Is actually for any of you. You all expressed
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sone concerns about safety on both sides of the
border, with a disconnected system wth us each
goi ng about our own ways of trying to nmeet our
medi cal needs. You all talked about a fragmented
system for filling prescriptions over here, wth
people going across the Dborder and having
prescriptions witten by doctors that hadn't seen
patients, and not being connected to our safety
systens. And on the Canadian side about
potential problems in access to nedicines, as
wel | . They just aren't marketed or there's not
enough supply of them given the U S. demands for
t hose nedi ci nes.
| clearly understand all the problens.

I  just wonder if you all have any ot her
suggestions on how we can work together to
address them In ny fornmer job at FDA, | spent a
good deal of time with Deputy Assistant M nister
Gorman on our new collaborations in some areas
We signed a joint nmenorandum of understanding to
work together on, not just cross-border safety
i ssues, but also drug nmanufacturing nethods,
harnoni zing regulatory approaches, steps that
collectively mght bring down the <costs of
medi cines in both countries. And | wonder if
there are other ways to do that, as well.

For exanple, in the United States
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there obviously are sonme real concerns about the
di fferences in t he prices of br and- name
medicines, and we'd like to find ways to bear
| ess of the share of those costs, and reduce our
price burdens here. On the other hand, in
Canada, as I understand it, nost generic
medi cines are significantly nore expensive than
in the US., perhaps as a result of price
regulation or other steps that maybe got in the
way of what should be a very conpetitive market,
and they're not used as widely as they are in the
US., a significantly |ower share of generic
prescriptions.

Well, maybe there's sonmething we could
| earn from each other that would reduce the price
di fferences between the countries w thout having

to spend nore on prescription drugs in Canada.

Any thoughts |ike those about how we could work
together on this, because it seens |ike when
we're working separately it reinforces both
hi gher costs, access pr obl ens, and saf ety
pr obl ens.

MR. GUSE: Yes, thank vyou. And |
think it's a great issue, and there's sone

answers out there that we need to |ook at, for
sure.

A couple of things on those points.
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The overall perception is, on even a |imted

category of drugs, that Canadian prices are nuch

better than the Anmerican price. In fact, that's
what driving the industries in sone regard. But
t here S differenti al pricing wthin your
country, through organized - | don't know if I'm
going to use the right term - but organized
purchase groups that get phenomenal prices, |'m

sure, probably better than what sonme of the
Canadi an prices are.

However, the profile appears to be
with the individuals that can |l east afford to pay
t he higher prices. In fact, those are the ones.

And when you take that population, the prices
they're paying, then the Canadian price seens to
be a great advantage, and obviously that's why
they're purchasing the product from Canada. So |
think those issues are right on.

The issue about generics, the thing
you described is also «correct, in that our
generic prices appear to be higher than they are
in the United States. And again, as nmuch as we
can look at the issues of price and disparities,
and why that's occurring, we can't |ose sight of
the patient care. And if you boil this issue
down to price differences, how do we get the

right price -- and | don't mean disrespect -- but
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you also have to clearly roll into there is it
the right drug, are they being taken, is it the
conpl i ance. Because | think there's a lot of
cost savings when you | ook at patient conpliance
and the pharmacists doing the care that they
ought to be providing.
MR. JULI EN: Yes, if | mght comrent.
For the generic, we know that what we see of the
price, it's higher in Canada than in the United
St at es. W have to learn from you. For the
original drugs, as has been nentioned, it's not
always ?7? it's sonmetimes msleading for the
public, because the price that is paid that we
see in general -- we have a buying group or we
have, for instance, in Quebec the insurance for
all the population, so the price that we see is
the price that the governnent pays or the
pharmaci st wll pay. So sharing information
about t he r eal acqui sition costs t hr ough
different groups in the United States would be
useful in order to understand what is the real
differential at the end. It's certainly higher
in the United States, but sonme action nmeans that
it's higher for part of the population, but not
for all. So if we conpare hospitals, for
i nstance, they m ght be |ower than in Canada, or

a bit higher, but it has ?? we need nore
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I nformati on. And | think people dealing wth
that need to share information that would be
hel pful on that situation.

CHAI RMVAN CARMONA: Dr. Crawford, and
then Dr. Raub after

DR. CRAWFORD: Monsi eur Julien, you
mentioned that it's not possible under Quebec | aw
for a prescription to be filled that's witten by
an  Anerican physi ci an unless the American
physician is also licensed in Quebec. I's that
correct?

MR. JULIEN: Yes, that's the situation
that we are enforcing, the interpretation - that
the prescription ?? the pharmacist is authorized
to fill prescription by an authorized prescriber,
meani ng soneone authorized in Quebec, or in sone
circunstances from other provinces, but it's
mainly in Quebec. So a prescription | interpret
-- and that's what we enforce, that a physician

that signs a prescription fromthe States is not

aut hori zed in Canada. If | receive it, it's not
a legal prescription, and it's illegal for me to
fill it.

DR. CRAWFORD: Whet her or not the
physician is licensed in Quebec?
MR.  JULI EN: If he is licensed in

Quebec, then the other step that we will |ook --
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it doesn't nmean that we'll encourage that, to
have a physician in Florida that is authorized in
Quebec and signs prescriptions and that over the
| nt er net, because we're going to |ook at
conprehensi ve pharmacy services. So will the
patient get in touch with his pharnmacist and so
on. So we're | ooking at another aspect. But at
the very first, npst of the prescriptions that
transit through the border through the Internet
are for us considered illegal prescriptions.
That's where we stop pharmacists from using it.
And if a Quebec physician countersigns, we even
say that it's not allowed. It's not good
practice, and we don't consider it the thing to
do, and we stop that, as well.

DR. CRAWFORD: Okay. Thank you.

DR. RAUB: Thank vyou. This is a
gquestion for anyone or everyone on the panel, and
it's about capacity. If we had a satisfactory
system for inportation of prescription drugs from
Canada to the United States, and if t he
phar maceuti cal manufacturers were willing to sel
to Canadi an pharmacies all the drugs that they
wanted to buy, where does the strain begin with
t he Canadian systenf? Wuld twice the current
volume of transactions break it? Three tines?

Five times? What s the capacity of the
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infrastructure to go significantly beyond the
volune of sales that you handle now, especially
pharmaci sts, facilities, and the |Ilike? It's
unfair to ask for any particular nunbers. I
don't mean that, but just sonme attenpt at a
quantification.

MR. JULIEN: If | may start and try, |
don't think it wll work Iike that. It won't
break, because if we open the door, we have a |ot
in the United States that will come up to service
our sales. So there's no ?? they wll have a
problem a short-term problem but the fact is

that we're not going to authorize the noving of a

drug. VWhat we will do if we allow the systemto
conti nue, we will, I n fact, allow the
professional nmoving like free trade. Free trade

does not include right now the professional free
noving in one country to another. When a mayor
froma city here said, Go buy your drug, | say he
should say, Cone, M. Julien, to work in ny city,
because that's what he's saying. He's saying to
people the services offered up North are good.
VWhy not bring the professional here. So why do
we stay there? Because of the product. Then,

guess, what wll happen is the price will go up
and nmovi ng across the border, and certainly we'll

find Anmerican pharmacies w se enough to try to
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Canada, even though there is a differential of
price. We have seen a very big transaction so
far with pharnmacies and people on both side of
the border, so | cannot say that it wll break
the system It will reach a point where other
measures work, and probably sone pharmacists wl
work for Anmericans, and other wll wrk for
Canadi ans from the States, beside the fact that
there is a problem but the price will go up in
Canada, certainly.

MR. GUSE: Dr. Raub, if | can just add

to that. Again, it comes down to the idea of
di stribution. | f we're t al ki ng about
distribution pure and sinple, | think the |ikely
alternative, rather than having the product

packaged and prepared in Canada, with due
respect, it mght very well be to have the
pr oduct shipped to the States through the
whol esal ers, for exanple. And you have ?7? |
mean, our pharnmacists, we've done sone studies on

how the pharnmacists in the United States conpare

to t he phar maci sts in Canada, and t he
conpetencies are right- on equivalent. And
you've got sone good practitioners there, | know,
and they can deliver the care. And if it conmes

down to where the product conmes, it mght very



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

34

well be the concept to have the wholesale ship to
the pharnmacies in the United States and provide
the care | ocally.

MR. SACHDEV: This is a question for
Ms. Wells and M. Cuse. In your testinony, each
of you talked separately about, M. Wlls, the
need for sone study of the inmpact of inportation
and noted that your organization had called for a
ban on inportation wuntil such study could be
done. And, M. Guse, you nentioned the need for
sort of an assessnent or an analysis of the |egal
i npedi nents related to inportation. Can you both
update us on what the status is of that, of your
call to the governnent, but also of the effort to
do that type of analysis?

MS. WELLS: | know there are groups in
Canada right now | ooki ng at col l ecting
i nformation on drug shortages, for instance. And
we al so know that Health Canada has started to do
sone inspections in pharmacies |ooking for
breaches in, if they are purchasing drugs from

ot her pharmacies, they're acting as whol esal ers.

And if they don't have an establishnment |icense,
that would be illegal, so they're |ooking for
t hat .

Health Canada is also |ooking for

unapproved drugs being dispensed, so that's going
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on right now, as well as studies on shortages of
drugs, and inpact on pharnmaci st manpower, so it's
goi ng on right now.

MR. SACHDEV: And in terms of vyour
call for a ban, how has that been received?

MS. WVELLS: Heal th Canada has pointed
out that in terns of the exportation of drugs to

the U S., there's nothing federally that prevents

that, so they're still sort of being watched
right now by the federal governnent. W actually
have a neeting scheduled for next week. The

federal governnent is nmeeting with the regulators
of pharmacy and nedicine just to discuss some of
t hese issues, so it is certainly sonething that's

under study right now by the federal governnent.

MR. GUSE: Thank you. And with
regards to the legal issues -- and |I'm not a
| awyer, |'m a pharnmacist. But the idea of our
jurisdiction, our public, i f you will, i's

patients that receive nedications from pharnacies
| ocated in Manitoba, so we have an obligation,
and in fact do conplaint investigations. The
chal | enge around that is collecting evidence when
t he evidence is not located in ny province, or in
my country. The ability to subpoena w tnesses
has been a challenge, so we're still exploring

sone of those challenges, and | don't have all
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the answers for you, but | do have a |ot of the
guestions, or the challenges that we see.

MR. SACHDEV: A followup question.
Actually, in all of your statenments you note that
it's not possible for any particular province or

state regul atory agency to possess the resources

or expertise to go beyond its borders. | think
that was from Ms. Wells' statenent. From M.
Guse's, it's sonething to the effect of the

provincial regulatory systenms do not ?7? really
are not designed to allow for the regulation of
t he exportation of prescription drugs. And from
yours, M. Julien, | think you tal ked about the
| oosening of public protections as a result of
I mportation or exportation of prescription drugs
where vyou think about issues |like liability
concerns.

To the U.S. consumer who is purchasing
drugs typically through an Internet portal, what
are you saying in terns of what they should
expect from the provincial pharmacy regulator in
Canada in ternms of their oversight of the price
comng into this country?

MR. GUSE: Vel |, there are sone
chal l enges also in that regard because first off,
there's different busi nesses out there, and

busi nesses, pharmacies, in fact, that we do
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license, and they're required to d splay that on
their website if that's all they're advertising.

But there's also businesses out there that |eave
the consunmer with the inpression that they are
licensed in Canada, or they are Canadian, or in
fact, they're licensed by us. And we have sonme
chal | enges around that, where we try to convince
them that they ought to renove that inpression
from their website. And if they wsh to
participate in that, then we have cooperation.
We have a success. If they wish not to, and
they're not located in Manitoba, or they're not
| ocated in Canada, frankly, | don't know what we
do.

MS. WELLS: We devel oped sone nodel
standards a couple of years ago, not designed to
speak to Anerican citizens |ooking to buy from
Canada, but for fol ks across Canada | ooking to
use websites to interact with their pharnacies.
And one of the requirenents is that there be
posted on the opening page of the website sort of
a warning that if there is a problem the
consunmer may not be able to find redress in the
jurisdiction of where the pharmacy is | ocated.
They m ght have to seek sonme assistance from the
| i censing body where they're | ocated. So when

you say what do you say to the Anmerican citizens,
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it'"s not clear how nuch assistance a |icensing
body in Canada could give them if there was a
probl em They may have to go to their state
boar d.

MR. JULI EN: May | make a comment and
then M. Binet. What | wote in the paper is
that the public is |osing. That's nmy opinion,
and that's what we pronote. The public is |osing
its legal unbrella protection when it deals wth
a pharmaci st across the border for prescription
drugs. In nost of the provinces and states, we
have consuners |aw protection. It works within
this jurisdiction. Prof essional activities, it's
about the same, so if soneone ?7? | cannot
guarantee to an Anmerican citizen, come and buy
through a pharmacist, that | wll be able to
protect him in case of an error, for instance,

because we are suing the pharmacist not to do

t hat . Since it's illegal, the pharmacist won't
be protected by his professional insurance. So
then we are losing, and it wll be the sane

problem for soneone in Canada buying from a
di st ance. So this is very inportant, and that's
what we are explaining to people, that we are
|l osing this type of protection.

It's like if | buy a used car here

today and drive up to Canada, | won't have nuch
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protection wth that car. So this is very
i nportant, and that's what we say to people.

MR BINET: If | might just add, |'m
the investigator, the <chief investigator and
director of the Order of Pharmacists, and you've

just asked what would you say to one of our

citizens. | had those conplaints before. Sone
people called from Illinois, Hawaii, wherever in
the States, and the answer is | can't help you.

That's the problem and that's the reason why we
are working hard in Quebec, as M. Julien told
you. We have a l|law that prevents anybody else
not being a pharmacist to own a pharmacy and sel
drugs. And this is our main success because if
you have a website or a cyber pharmacy, it cannot
be owned by other than pharnmacists in Quebec.
And this is not a type of practice that we allow
so we prevent this type of practice.

And those people who are buying the
medi cation from a website that's in Mntreal, or
in Quebec, anywhere in the Province of Quebec,
because it's illegal to practice this way, we
don't have directly a sense or a manner to work
for their problem The thing we have to work
upon is to go into court and have a penal |awsuit
agai nst those people. But because they're

practicing i1 egal phar macy, not directly
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assessing the problem of the patient who called
us having a problem with the pharmacy or the
cyber pharmacy, so we're doing it generally to
prevent this type of practice in Quebec.

MR. JULIEN: A final point on what we
say to pharmacists: if you get engaged in this
type of what we call illegal activities, you nmay
feel protected because you are behind the U S.
bor der. But if you cross with your car or if
your plane stops in the United States and you get
caught there, you will have to answer a question
from the patient then, and a |awsuit is possible
over there. So professional ?? we have to
protect our professionals who sonetinmes are |ed
to get involved in that.

MR. SACHDEV: One last question for
any of you. W' ve also read recently of accounts
of more limted supplies occurring in Canada
because of the restrictions that are being placed
by U. S. pharmaceutical conpanies on supplies to
Canada. And we've also read accounts of sone of
the larger suppliers of the pharmaceuticals back
in the United States looking to alternative
sources, sources where they hadn't previously
| ooked to identify supply, including over in
Europe, the U K., and the IiKke.

I f, in fact, those operations of
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pharmacies in the various provinces do decide to
change their supply and start supplying product
to the United States from those European sources,
or England, or Ireland, would that be considered,
under the provincial |aws an acceptable practice
in Canada? Wuld it be a legal practice? Wuld
it be a practice that you all believe is an
appropriate practice?

MS. WVELLS: Are you speaking about
usi ng unapproved drugs?

MR. SACHDEV: Well, it's unclear. I
nmean, these are drugs that they would be ?? what
we've read about in the recent articles is that
t hese pharnmacies -- whether it's the Internet
website that's got a pharmacy behind it or a
pharmacy that's a cross-border pharnacy that's
sending drugs to the United States -- as they run
out of certain supplies, perhaps they are | ooking
el sewhere, including in Europe and the UK. to
find additional supply. What that supply is an
open questi on. The question |I'm asking is what
your view would be of the shipnment of those
products into the United States if, in fact, they
go from a pharmacy that's located in one of the
provi nces?

MS. VELLS: W would not condone

phar maci sts di spensi ng unappr oved drugs
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regardl ess of where the patient |ived.

MR. SACHDEV: And so your view is that
the drug would be unapproved in Canada when it
cane into your country.

MS. WVELLS: That's right.

MR. SACHDEV: So the exportation of
that product would not be something that you
woul d support.

MS. WVELLS: That's right, because one
of the things that -- there seenms to be a sort of
a msconception that trans-shipnent is allowed in
Canada. And we've had it confirmed by Health
Canada that that's not the case. There is a
section in the food and drug regulations that
there are sone sort of msinterpretations of, but
if our pharmacies were dispensing unapproved

drugs to anyone, regardless, that would not be

condoned.

MR. SACHDEV: So any of the drugs
com ng from Europe ?? the so-called trans-
shi pped drugs -- would be not consistent wth

your inport-for-export provisions?

MS. WELLS: If they weren't approved
for use in Canada, right.

MR.  SACHDEV: O her folks want to
comment on that?

MR. JULI EN: Very briefly. For
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pharmaci sts, they are allowed to buy drugs from
aut hori zed manufacturer or whol esal ers. Ve
recommend to do that, so we assune that the drugs
that they are selling have been authorized by
Heal t h Canada. And what we say to Health Canada
is we should inprove the supply, the security of
the supply chain, and have a better recognition
and probably sonme type of standard and permt for
t he whol esalers, a better framework with them in
order to secure that, and be sure that the drugs
that are sold are authorized in Canada. That's
t he main point about the product.

MR. SACHDEV: And just a followup on
t hat conment. | think each of you, particularly
M. Guse, you ve nentioned that you're seeing
sort of prescription br okers, phar macy

affiliates, prescription co-signers, fulfillnment

centers, i nt ernati onal prescription service
pharmacies. | guess the question | have for each
of you that's a followon to this is: In ternms

of the distribution chain that you're talking
about, what pressure are you already seeing in
Canada as a result of the increased inportation
into the United States of these drugs to the
di stribution system and what would you expect if
Congress does - the U.S. Congress decides to

| egal i ze i nportation?
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MR. GUSE: Thank you. The difficulty

is that because this business is again, a
frontierism gold- rush type of entrepreneurship
- - let's get into it - - we are seeing
prescription brokers, we're seeing a |lot of
internediaries between the patient and the
pharmaci st or the pharnmacy. So the chall enges
are, from an investigation perspective, to follow
the drug, to follow the information, to follow
the noney - the challenges are getting greater
and greater, and frankly, beyond the expertise
and resources of any one provincial [|icensing
authority to wirk on their own. So the
chal |l enges that those types of situations present
are very grave, to say the |east, because we have
difficulties | ooki ng for t he chai n, t he

connection between these busi nesses.

And | just wanted to <clarify one
poi nt . In Canada, when people use the term
?internet pharmacies?, | just want to be certain

that the task force is aware that we really don't
have virtual |Internet pharnacies. They would
have to have a location. They would have to have
a traditional -- if | can wuse that term --
license, so there is a hard and fast |ocation.
They just choose to service Anmericans or other

jurisdictions outside of that |ocation.
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MR. SACHDEV: So would you expect, if

the U S. Congress were to provide a broad
| egalization of inportation, would you expect
addi tional changes in the way your distribution
system i n Canada operates?

MR. GUSE: The di stribution for
Canadi ans?

MR. SACHDEV: Yes.

MR. GUSE: I'mnot certain. | guess, |
don't ?7? the inpact that | would see is if the
Canadi an governnment reflects what your decisions
or the Anmerican government has here, that not
only is there a north-to-south flow, but there's
a south-to-north flow. And that, yes, absolutely
woul d have i npact.

MR. SACHDEV: And so you woul d expect
to see nore of these prescription brokers and
affiliates and fulfillment centers?

MR. GUSE: Well, | think as we work
t ogether to set up a framework where this can be
done, and it doesn't have to be done in
contravention of some of your laws, and maybe
some of our's, so the agreenents are set up, the
standards are in place, and if it's going to be
done, this is how it's to be done. I think it
woul d take those types of activities, they would

be di m ni shed. And if pharmacies were involved
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in those types of activities that mybe explooit
the patient or take away the patient autonony,
t hat those busi nesses woul d di sconti nue.

CHAI RMVAN CARMONA:  Yes, Ms. Hardin.

MS. HARDI N: | just want to clarify
one point that just came up. Ms. Wells, you
mentioned that you've <confirmed wth Health
Canada that trans-shipnent is illegal in Canada.

Do you know what penalties sonmeone would face if

t hey did engage in trans-shipnment?

MS. WELLS: That would be, 1 guess,
akin to illegal i mportation, and we don't
recogni ze trans-shipnent at all. So once a

shi pment of pharmaceuticals hits our shores,
regardless of -- like where it's ending up is
irrelevant, so |I'm not sure of the penalties, but
it would be considered to be illegal inportation
of drugs. But | don't know the penalties.

MS. HARDIN: So you don't have a sense
of what kind of action either a provincial
governnment or your federal government could take
agai nst soneone who was engaging in that kind of
activity?

MR. GUSE: el |, t he f eder al
governnment would be responsible for the product
coming in and what type of activities, or not

activity, what laws that would contravene. | f
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the pharmacy, for exanple, was using those
product s, t hen it woul d be a provincial

jurisdiction of the regulatory authorities, and

they could potentially lose their license from a
provincial activity. But in Canada, the product
- as our Quebec colleagues have said - the
product is nore so -- the quality and safety of
the product is a federal jurisdiction. And i f
the product is comng in illegally and bei ng used

illegally, then it would be federal nonitoring
activity, and any fines and stuff would be the
f eder al gover nnment . W would then, if it
i nvol ved a pharmaci st or pharmacy, then it would
be up to the provincial licensing authorities to
address that issue.

MS. HARDI N: And is the provincial
authority to take away soneone's license, is that
the same penalty someone would face for, for
exanple, filling prescriptions that were signed
by a United States doctor or someone who wasn't
licensed in Canada? |s that the sanme penalty, or
is that the only penalty?

MR. BINET: Well for us in Quebec, the
penalty could be the sane. It depends on the
disciplinary commttee, but as it's witten in
our comments, | think, there was one pharmaci st

who engaged in cyber pharmacies, and his right to
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practice was suspended for 18 nonths. And as |
said before, to own a pharnmacy in Quebec you need

to be a pharmacist, so when you are suspended as

a phar maci st , you don't keep your title
phar maci st . So you cannot own your pharmacy, so
you have to sell it. So it's a big, big penalty

for a pharmacist engaged in ?7? that's probably
why we don't have a broad problem with cyber
phar maci es in Quebec regar di ng phar maci st s,
because we act quickly. The problem is that
those aren't pharmacists who are opening their
sites. So what the penalty would be for those
people who are now in front of the Superior Court
for penal lawsuit for three conpanies, three
cyber pharmacies, the fine that we're seeking is
more than  $150,000 for engaging in those
activities right now. So we're in front of the
Superior Court, so we don't know until maybe 2006
what will happen, but this could be the penalty
or the fine for this kind of practice.

CHAI RMAN CARMONA: Thank you all for
taking the tine. Thank you for your patience
We appreciate your input. | know sonme of you
have to catch sone flights, so thank you for
staying a little longer with us to answer the
panel's questions. We really do appreciate your

I nput . We'll go ahead and switch over to the
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next panel now. Thank you very mnuch.

(Wher eupon, the proceedings in the
above-entitled matter went off the record at
2:43:04 p.m and went back on the record at
2:45:06 p.m)

CHAI RMAN CARMONA: All right. Ladi es
and gentlenmnen, we'll begin with Panel 11. And
let's start at the other end this tine with Dr.
Jack Cal fee. Thank you, sir.

DR. CALFEE: Ckay. Thank you. ' m
honored to be here. | submtted sonme witten
conment s, and | would just summarize those
briefly. | assune at this point we should nove
al ong rapidly. "Il only look to two issues of
the long list that were published in connection
with these hearings, and that is Item 8 where the
wor di ng: "Assess the potential short- and | ong-
run inmpacts on drug prices and prices for
consuners associated wth inporting drugs from
other countries.” And Item 9: "Assess the
i mpact on drug research and devel opnent and the
associated inmpact on consuners and patients if
i nportation were permtted.”

On the first of those two itens, which
is the inpact on drug prices, | think that the
i npact depends very nmuch on what ki nd of

i nportation | aw we have. |If we have a sinple |aw
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that essentially permts free inportation wth
sone sort of reasonable safety standards to give
peopl e reasonable assurance that they're getting
saf e drugs, and nothing much nore than that, then
I think that the dynamcs would be simlar to
sone of those that the earlier panel was
referring to briefly; and that is that the demand
for drugs from Canada to be shipped to the U S

woul d quickly exceed any volunes that are
avail able in Canada. The manufacturers would
restrict supplies to Canada. They woul d refuse
to undercut their profits by shipping drugs to
Canada, or by arranging for drugs to be shipped
from Canada at Canadi an prices.

The Canadian authorities would face
sone difficult problens. There would be novenent
towards trans-shipnment from other nations, which
"1l mention in a nmonent, but it's unlikely that
the supplies that would arrive in the U S. would

be sufficient to lower prices very significantly.

I f Congress passes a different kind of
|l aw, the kind of laws that are now under active
review, which nore or |less requires manufacturers
to satisfy demand from whol esalers in Canada at
Canadi an prices, then it's possible that |[|arge

supplies would arrive at the U S. There is good



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

51

chance that there would be a m smatch between the
ki nds of drugs that have been approved in Canada,
specifically the dosages, et cetera, which Dr.
Danzon can tell you nor e about . But ,
nonet hel ess, at Ileast for certain of the nore
heavily used drugs, we could expect supplies to
arrive fairly rapidly. And the question then is
what would happen to prices. And if the
manuf acturers are literally required to sell to
whol esal ers at Canadi an prices, then we're going
to get a supply of at least quite a few drugs at
Canadian prices, and we wuld be in a very
strange situation because there isn't just one
price in Canada. The PMPRB regul ates prices in a
general fashion, but then the provinces have
their own regulations, and those usually result
in prices that are lower than the PMPRB limts,
and different provinces are different. We woul d
end up in a situation in which Anmerican prices
are being linked to certain specific Canadian

prices, which would be a very strange situation.

If Canada were to permt nass trans-
shi pment, then at sonme point U S. prices would be
linked to prices in Greece or Portugal or Spain
or some place like that, again a very, very

strange situation which | don't think would be
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tenable politically.

On the question regarding research and

devel opment, | think the scenario that conmmands
attention is the second one that I j ust
mentioned, in which manufacturers are nore or

| ess forced to ship sufficient drugs so that the
shi pments have an inpact on U S. prices, and U S.

prices are pushed down towards Canadian prices.

Ther e, I t hi nk t he anal ysi s i's pretty
strai ght f orward. Drug devel opment is conducted
in order to realize profits later on. If the

expected profits are reduced, manufacturers will
rational |y reduce their R&D, and nor e
specifically, they'll reorient their R&D, to the
extent they pursue it, towards the kind of
devel opnent that's less risky, that produces
drugs that have |ess potential. And eventually,
we would end up with sonme very serious adverse
effects on R&D incentives. And that sunmarizes
nmy remarks.

CHAI RMAN  CARMONA: Thank you, sir.
Qur next speaker is M. Jeff Lem eux.

MR. LEM EUX: Thank you, Dr. Carnona,

for the opportunity to comment. My name is Jeff
Lem eux. I'm with a small group called
Centrists.org. Qur m ssi on is to hel p

policymakers |ike you develop ideas that could
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achi eve lasting bipartisan support on sone of the
t oughest national issues, l|like health care. And
| know the panel has already heard from consuner
advocates and elected officials tal king about how
important it is to reduce prices and inprove drug
coverage for the uninsured and people with |ow
I ncomes, especially senior citizens, so | won't
tal k about that. And | know you've also heard
from experts on security, and from people wth
serious illnesses who are very concerned about
the safety of drugs inported, and so | won't talk
about that either.

Instead, what |I'd like to do is offer
a very broad and admttedly sinple economc
analysis of globalization, and how nedicines
woul d be priced around the world if unrestricted
trade and pharmaceutical prices becane the norm
And this follows on the comrents from Jack

First, there's three characteristics

that differentiate nedicines from trade and sone

ot her  products, [ think. The industry is
ext ensi vel y i nvol ved with gover nnment .
Gover nnent s sponsor basi c resear ch, noni t or

safety, and act as the main purchasers and set
prices in sone countries.
Second, with medicines, there are

strong noral issues and econom c externalities;
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that is, if sonme people don't take their nedicine
or get vaccinated, other people will get sick, so
we have a public health issue.

And third, the main cost of nedicines
is in discovery and developnment. This is simlar
to the software industry and in sone respects to
the tel ecommuni cations industry. Usual Iy, nodern

trade involves a search for the | owest production

costs. If conputer programmers in India can do
the same job cheaper, conpanies all over the
world wll hire them If toys can be nade
cheaper in China, we'll inport Chinese toys, and
this is a very good thing wusually. Tr ade

sonetimes works in messy and disruptive ways, but
usually countries that open thenmselves up to
trade prosper, and countries that buy products at
conpar ati ve advant age overseas prosper, as well

However, ny i npressi on of t he
prescription drug industry is that the production
costs are extrenmely low, and | believe they're
fairly wuniform across the world. So instead,
international trade in nmedicines is essentially a
search for the | owest pricing system

I t hi nk, and I think this is
consistent with what Jack said, that the |ong-run
i mpact of unrestricted trade in pharnaceutical

prices would be a new equilibrium with overall



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

55

gl obal prices not too different from today's.
However, the distribution of global prices would
change, and the process of getting to this new
equi libriumcould be very nessy.

U.S. retail prices for people wthout
i nsurance or group discounts could fall, other
devel oped countries with price controls could see
sone upward pressure on their prices. The
problem in ny mnd is what could happen in the
| ess-devel oped countri es.

For nost products, free trade leads to
a long-run tendency toward one world price.
Econom sts sonmetines call this the tendency for
exchange rates to change in a way that leads to
pur chasi ng power parity. Ten dollars buys ten
dollars worth of a certain tradable good anywhere
in the world if markets are relatively free. And
the question is, do we want that for nedicines?

In a world with wunrestricted trade and drug

prices, conpanies will respond in their interest.
They' Il try and estimte how nmuch of their
product is likely to be purchased for in-country

use, and not allow nore supply into that country

than is needed. And those supply responses by
producers in turn will lead inporters to search
for better deals in poorer and countries.

Because prices for nedicines currently vary
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widely from rich to poor countries, this drug

price arbitrage business wll be so lucrative
that they'Il have a hard tinme resisting that
t enpt ati on.

When Canadian trade tops out, for

exanpl e, inporters will turn to other rich
countries with |ow governnent-set prices. V\hen
t hose sources run low, in turn they'Il begin to

i mport from |lower-priced devel oped countries |ike
Portugal or Greece or Taiwan. Utimtely, |ess
devel oped countries wll be targets, and their
prices would be forced up toward world |evels.
And the question is do we really want Egypt or
Thailand or Brazil or Turkey to pay the sane
price for medicine as the U S. and Canada and
Sweden. | mean, we may not be particularly
concerned if Canadian or German prices have to go
up a little bit, but with some of these other
countries, there my be a conpelling reason to be
concer ned.

Moreover, | certainly am not a safety
expert, but inmports from poorer countries would
clearly pose a greater risk of adulterated,
i mproperly handl ed, or counterfeit products.

Now the bills in Congress to make drug
i mportation nore w despread and legal say we're

not going to inmport from these |ess devel oped
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countries. But over tinme without a great deal of

i nt ernati onal cooperati on, t here woul d be
tremendous pressure to do so, | think, and we
could expect a |ot of |eakage. And let ne wap

up with two quick recommendati ons.

First, it seenms to me, |I'm not a
| awyer but | think the FDA should probably invest
very heavily in tracking the production and
transportation and storage of inported drugs,

regardl ess of whether or not the |Ilegislation

passes to nmake it [|egal. It's just too
important. | think the FDA shouldn't get hung up
on |legalities. | f people are inporting drugs by

various neans regardless of the law, the FDA
should still do everything in its power, and the
budget should permit the FDA to do everything in
its power, to make sure these things are as safe
as possi bl e.

And second, | think the best forumto
di scuss local drug pricing, and whether or not we
really want to push toward one global price, or
to manage it differently mi ght be an organization
like the Wrld Trade Organization or other
i nternational forums. Perhaps | ess devel oped
countries could be induced to help the devel oped
world nmonitor and control counterfeiting in

exchange for lower than equilibrium prices. To



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

58

sonme extent, markets are always going to tend
toward one global price, and no trade reginme is
going to be air-tight in preventing that
pressure. However, there my be some wn-wn
outcones where drug conpanies and distributors
can be confident that they can essentially give
away medicines in the poorest countries, and sel
ot her medicines for prices that are reasonable in
| ess devel oped countries that aren't so poor, but
still not greatly undercut their prices in the
ri cher devel oped countries. Thank you.

CHAI RMAN  CARMONA: Thank you, sir.
Qur next speaker is M. lain Cockburn.

DR. COCKBURN: Thank you. [ 1
briefly introduce nyself. I'"'m a Professor of
Fi nance and Econom cs at Boston University. " ve
devoted nmuch of my  professional career to
researching conpetition pricing and innovation in
the pharmaceutical business. Thank you, M.
Chairman and task force nenbers, for t he
opportunity to express ny Vi ews on this
controversial and difficult issue.

To that extent, ny remarks in ny
written submission wll echo those that have
al ready been made. Let ne highlight what | think
are the nost inportant aspects here.

At present, importation into the
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United States is slightly larger than a trickle,

but it's not quite a flood. Legi sl ati ve change
to pronmote or legitimze inportation to the
United States will surely have a dramatic inpact
on at |least two fronts.

The inpact is surely going to be, and
I think is intended by the sponsors of ¢this
| egislation, to lower U.S. prices, which will in
turn result in lower global revenues for the
phar maceuti cal industry. Let ne address how |
believe this will affect incentives to do R&D.

' m sure the panel doesn't need to be
rem nded that pharmaceutical R&D is notoriously
costly, lengthy, and a risky process. Proponent s
of price regulation or inmportation | think are
unrealistically sanguine about the inpact of
| ower gl obal revenues and profits.

W have little concrete evidence on
this point, but in part that reflects the fact
t hat t he United St at es has pl ayed an
extraordinarily inportant role in the globa
phar maceutical narket over the past 30 to 50
years. People have attenpted to draw |essons
from the experience of Canada in the 60s and 70s
and through into the 1980s wth conpul sory
| i censing, or experinents by Italy in abolishing

phar maceuti cal patents. The fact is that these
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are irrelevant largely to decision-making for a
business in which the United States constitutes
50 percent of the market.

| think this is really a shot in the

dark if the United States goes down the road of

substantially |owering prices. | think it's very
difficult to predict the outcone. My personal
belief 1is that it wll substantially reduce

i ncentives for R&D. There's a lot of uncertainty
on this point.

A nore subtle issue than sinply the
effect on the total amunt of R&D, | think, is
the inmpact of trying to force U S. prices into
line with the prices charged or realized in
countries with nore aggressive price regulation
scheme, as it wll affect the conposition, not
just the level, of research spending.

Jack Cal fee nmentioned this question of
business w | respond by trying to please
regul ators rather than consunmers, and we also
need to recognize the very inportant role of the
United States market in sending signals by
mar ket -determned prices to the industry about
whi ch projects to work on.

Re-inportation or inportation on a
| arge scale surely wll have the effect of

substituting foreign price regulators' relative
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valuation of different drug products for market
signals in the United States. That will renove
this inportant set of incentives and signals to
the industry. | find this deeply concerning.

My second set of comments relate to
the global inpact of pressures to harnonize
prices across countries. We shoul d recognize, |
think, the role of the international patent
system in supporting the previous regime in which
there have been significant price differences
charged in different countries. If the United

States legalizes inports, and these occur on a

| arge scale, just imgine what wll happen in
Canada. | think we're deluding ourselves if we
bel i eve the Canadians will respond passively.

Canada has a number of options, one of
which will be to, if they face serious donestic
shortages and upward pressure on prices, they
have a nunber of options. One is to ban export
to the United States. Another, sonmething Iike
Canada has done in the past, will be to announce
a national nedical nedicine supply energency and
take away patent rights in Canada. Now | think
this is quite a real possibility. O they can
turn around and pass the buck on both of these
fronts to some country which is further down the

i ncome chai n.
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| think there's a very real danger of
this spreading as a contagion if the United
States starts trying to absorb |arge amounts of
production supply from other countries. And |
think it's going to lead to a substantial
weakening, if not a collapse of the internationa
patent system which | would note the United
States has worked very hard for several decades
to try to strengthen and harnoni ze.

The other issue where | think we're
del uding ourselves is to suppose that we can ??
the legislators can anticipate all of the actions
that the industry can take to respond to attenpts
to put Canadian prices in place in the United
St at es. As already nentioned, pharnmaceutical
conpani es have the option, a number of ways to
resegnent the market if pat ent rights and
i mportation |egislation are taken away. They can
reformul ate products, they could choose not to
i ntroduce themin different countries. Those are
first guesses. | think we should be very careful
not to underestinmate the ability of the industry
to come up with clever and effective ways to
resegnent the market, which wll be socially
costly.

These considerations lead nme to urge

t he t ask force to very cauti ous about
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recomrendi ng noves which would substantially
increase the level of inports into the United
States. Thank you.

CHAI RMAN  CARMONA: Thank you, Dr
Cockbur n. Qur next speaker is Dr. Fr ank
Li chtenberg from Col unbia. Thank you, sir.

DR. LI CHTENBERG. Thank you. I
appreciate the opportunity to address the task
force. I'"'m going to be less anbitious than Jack
Cal fee, who chose to address two of your issues.

I"'m only going to address one, one of the sane
ones that Jack and lain did - the inpact on
pharmaceuti cal R&D. | have prepared a set of
slides | abeled, ?The effects of re-inportation on
new drug developnment.? And if you could refer to
t hose, that woul d be hel pful.

I'd also |like to say econom sts have a
reputation for never being able to agree with one
another, but ny sense is actually there's a fair
ampunt of agreenment anmpbng the econom sts sitting
here, at | east.

So | begin with a hypothesis, and the
hypot hesis says that re-inportation wll reduce
i ncentives to develop new drugs which wll slow
the rate of increase of longevity and quality of
life. That's not to say that there may not be

some short-run benefits of re-inportation, so re-
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i mportation, suppose, does reduce prices and
i ncrease access. And that would be of sone
benefit to consuners today. However, we have to
also bear in mnd the Ilong-run consequences,
which in ny view, and | will try to provide sone
evi dence of this, would be a reduction in future
drug devel opnment, which would not be a good thing
for future generations.

To sort of make this case, | have this
very sinmple schematic representation of new drug
devel opnment, which again puts at the center
expected profits. Li ke or not, pharnaceutical
i nnovation is a profit-seeking business, and
expected profits of drug developnent depend
primarily -- depend on several things, the

expected drug price, the expected market size,

and, of course, cost of drug devel opnent. And so
changes in either expected drug prices, or
expected market si ze, will af f ect expect ed

profits and, therefore, affect the nunber of
drugs devel oped, hence patient outcones.

|'ve done a lot of research which
tries to assess the effect of new drug
devel opnent on longevity, quality of life, and so
forth. This is sort of formalized a little bit
in my fourth slide, which shows a very sinple

equation where profits from drug devel opnent
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depend on the expected price, the expected
gquantity and cost, both variable and fixed costs
of drug devel opnent.

Now basically, what this shows us is
that given both variable and fixed costs, profits
of drug devel opnment are reduced when either price
or quantity is reduced. So if a drug conpany
expects either a smaller price or a snaller
quantity, then the expected profitability of drug
devel opnent decli nes. Mor eover, expected price
and expected market size have simlar effects on
i nnovation incentives. That is, suppose |I'm a
drug manufacturer, and | suddenly found out that
there are going to be half as nmany consuners of a
product as | originally thought. Well, that
means nmy revenue is going to be reduced by 50
percent. That's going to make the market nuch
| ess attractive.

However, if there are 50 percent fewer
consunmers, at least | only have to produce 50
percent as many pills. Wher eas, suppose i nstead
that the price were reduced 50 percent, suppose
that | thought the price was going to be $20,
instead it's going to be $10. Again, nmy revenue
is going to be reduced by 50 percent, but now I
still have to produce the sane number of pills

approximately as | did before. So a reduction in
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price has a nore negative effect on profits than
a simlar percentage reduction in quantity. So,
therefore, I think that evidence about the effect

of market size on drug devel opnent can provide

I nsi ght into the probable effect of re-
i mportation or price controls on dr ug
devel opnment, so |I'm going to be a little Iless
skeptical than lain was. lain said he

t hought that it was going to be very, very
difficult to assess the inpact of re-inportation
on pharmaceuti cal R&D. |'"m going to take a stab
at that. And here's how I'mgoing to ?? what |I'm
going to do is try to provide sone evidence about
the sensitivity of the nunmber of drugs avail able
to treat a disease to the prevalence of that
di sease, the size of the narket. Thi s pertains,
by the way, to that poster over there on the wall
that says "1983." That's the O phan Drug Act.
Congress passed the Orphan Drug Act because it
recogni zed that there were weak incentives of
conpanies to develop drugs for rare diseases.
The market was too snmall, and the governnment
explicitly created incentives to develop drugs
for rare diseases. And, in fact, industry
responded quite a lot to that.

So the illustration that I'm going to

give you looks at 14 different kind of cancer.
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So | have a table which shows basically two
col ums of nunbers. It shows for different kinds
of cancer, how nmany people have that Kkind of
cancer. For exanple, in the United States, the
nost prevalent form of cancer is breast cancer
foll owed by prostate and |ung cancer. Those are
the nost prevalent fornms of cancer. And guess
what, those are the fornms of cancer that have a
relatively |arge nunmber of drugs.

Whereas, if we look at relatively rare
forms of cancer, |ike eye, bone, and testicular
cancer, there are very, very few drugs devel oped
to treat those fornms of cancer. That's because
the incentives aren't there. And, in fact, when
| do a very sinple statistical analysis to try to
assess the sensitivity of the nunmber of drugs to
the prevalence of cancer, | find that a ten
per cent i ncrease in cancer i nci dence is
associated with about a ten percent decrease in
t he nunmber of drugs. And so what does that
i mply? That suggests that a ten percent decrease
in drug price would result in at least a ten
percent decrease in the number of drugs. |If drug
prices fall by ten percent in the United States,
this would suggest that we mght expect to see
sonething like a ten percent reduction in the

number of new drugs devel oped.
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So if re-inmportation did, in fact,
significantly reduce drug prices in the United
States, then | would predict that in the |ong-run
this will result in a significant reduction in
number of new drugs developed, and that this
woul d, in turn, have adverse effect on the rate
of longevity increase, inmprovenents in quality of

life, and so forth.

Thi s evi dence IS extrenely
prelimnary, | would admt, and | think further
study is needed. But | think other evidence
suggests that, in fact, phar maceuti cal R&D

i nvestnment is very sensitive to incentives. I
read an article on the airplane com ng down today
about Bioterrorism and how, in fact, t he
response of t he i ndustry to devel opi ng
bi oterrorism nedication seens to be very poor,
per haps due to weak incentives.

Also, there's a lot of evidence that
the vaccine industry has dimnished in response
to very low prices. So in conclusion, | think
the committee ought to keep in mnd the distinct
possibility that re-inmportation wl|l reduce
i ncentives to devel op new drugs, which will slow
the rate of increase of longevity and quality of
life. Thank you.

CHAI RMAN  CARMONA: Thank you, Dr.
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Li cht enber g. Qur next speaker is Dr. Patricia
Danzon from Penn. Thank you, m'am
DR. DANZON: Good aft er noon, M.

Chai rman, and thank you for the opportunity to

address the task force. |1'mgoing to sound a bit
| i ke a broken record, but |I'm going to plow ahead
anyway.

|'"m going to try to reiterate certain
poi nts that mny coll eagues have nade on the effect
on prices, and particularly draw on sone of the
studies that |'ve done that nmay be relevant to
the likely inpact.

Let nme start off by stating ny
concl usions, which are that the precise inmpact of
an inportation provision on drug prices in the
US are very hard to predict, but what is
certain is that the savings to U 'S. consuners
would be less than appears sinmply by conparing
say the prices available to consumers in Canada
versus the U S. for specific drugs now. And
par adoxi cally, even though there would be little

savings to U S. consumers from | ower prices, the

I mpact on R&D could be significant, | think
because of reduction in sales overseas. Let ne
give you the reasons why | conme to those
conclusions, and | list four in the witten
coment s.
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First, there's a di fference, a
m smat ch in formul ati ons. Second, t he
wi t hhol ding of supply. Third, the increase in

prices abroad, and fourth, the question of
whet her any savings at the manufacturer price
| evel would, in fact, be passed on to consuners.
So et ne take each one of those in turn.

First, the heterogeneity of products.

In a study that we recently conpleted, we | ooked
at a sanple of 249 conpounds in the U S. that
accounted for about 60 percent of U S. sales in
1999. These sane conpounds accounted for about
the same percent, 60 percent of sales in Canada
and the U K So Canada and the U. K. have very
simlar pharmaceutical markets to the U S. But
for the other countries in our study, the |eading
European countries, Japan, Mexico and Chile,
t hese products accounted for only about 30 to 40
percent . And when we restrict the conparison to
t he mat chi ng formul ati on, or t he sane
formul ation, the same strength which would be
necessary for inportation, the mnmatching share
goes down by half, so we're really |ooking at a
small fraction of both U S. sales and an even
smal l er fraction of foreign market sales that are
in the sane formulations and the same conpounds

as the U S That's even wi thout controlling for
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same manufacturer and whether it's on or off

pat ent .

For those fornulations that are the
sane, | would expect manufacturers to restrict
supply to foreign countries. And so then the
guestion would Dbe, how willing are foreign

whol esalers to divert some of the shipnments that
go to their countries to the U.S., rather than
satisfying their own consuners. And again |
think the conclusion has to be that because the
US nmrket is so large in ternms of volune,
relative to nmost foreign markets, they woul d have
to be willing to ship a very significant fraction
of their volunme to us in order to nmake a dent on
prices in the U S. So roughly, just as a back-
of -t he-envel ope calculation, |'d say even if we
had inmportation from Canada and all of Europe, so
vol unes would be conparable to the U S., if they
were willing to ship say 20 percent of their
sales to us for the formulations that match, that
woul d maybe make up 20 percent of our sales.
Arguably, not enough to nmake a dent on prices in
the U S

In the longer-run, | would expect
manuf acturers to respond by trying to nove to a
uniform pricing policy, and that wuld nean

| eveling up foreign prices rather than |eveling
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down U.S. prices. That comes out of straight
econom cs.

Sone foreign countries m ght be

willing to pay those higher prices, and the drugs
woul d be | aunched. There would probably be
restricted wutilization in order to stay wthin
their health care budgets. But a significant

number of foreign countries would probably not
get those drugs, and the drugs would sinply not
be | aunched. And again, for some enpirical
evidence, |1'd refer you to a study that's on ny
website done with Richard Wang and Liang Wang, in
which we studied the launch of 80 NCEs in 25
countries in the 1990s. And we found that in the
countries with lower prices, and the countries
that are significant parallel exporter countries
i n Europe, the launch of drugs in those countries
was fewer, and they occurred wth significant
delay, so there's strong evidence of delayed
| aunch and non-1 aunch.

Finally, the question of: Even if
there were availability of foreign product at
| ower prices, would those price differentials be
passed on to consuner? That requires enough
supply and conpetition at the wholesaler |evel
for the Jlower prices to be passed on to

phar nmaci es. And then an ability for third-party
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payers and consuners to get those price savings.

I would submt that given the limted supply,
the price, if there are price differences,
they're wunlikely to be passed on to retai
pharmacy. And even if they were, it would take a
sort of clawback activity by third-party payers
to reduce the reinbursement to pharmacies to
capture the average savings. That sort of claw
back has occurred in the U K and the Netherlands
in trying to get savings from parallel trade
there, but if it were to occur in the US. , |
think it would really penalize those pharnmacies
who were trying to dispense U S. -sourced drugs
for reasons of safety, so there would be a | ot of
resistance to that.

For consumers who are paying out-of-
pocket , there sinmply would not be enough
conpetition for any |lower prices to be passed on.

So the bottomline conclusion is, | think that a
broad inportation policy would likely harm
foreign consuners significantly in terms of
reduced access. It woul d  not resul t in
significant savings to U S. consuners, but there
woul d be reduction in R& in the long-run sinply
because there would be | ower global revenues, and
hence, reduced incentives for R&D.

CHAI RMAN CARMONA:  Thank you very mnuch
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for your comments. Panel nmenbers, questions for

our guests? Dr. O G ady.

DR. O GRADY: Yes. I'd like to ask
Dr. Calfee a question, please. I'"m just trying
to drill down a little bit in terms of the way

you laid this out in some of your testinony, both
witten and verbal, in ternms of thinking about
how you get to an appropriate price in this area,
and sort of your concerns about adm nistered
prices, or however you want to ?7? fornula-driven,
or the way it's done in other countries. And |
guess | wanted to ask you kind of how you think
in ternms of relative terns to the way that we set
prices in this ?? clearly, we wouldn't be having
this discussion if there was not nuch of a price
differenti al between the United States and
Canada, in particular. And | understand the
concerns about having the government set the
price. Can you talk a little bit about how you
think that in terns of the market prices -- |
mean are we at a point ?? | guess my concerns and
my own thinking are, wth third-party paynent
involved, it's very hard to have the kind of
price sensitivity we would see in terns of this,
as we do in other goods and services. Jeff's
di scussi on of Toyotas and world prices.

In terme of an area where we have
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third-party payers, an area where we have fairly
strong patent protections, how do you view the
kind of relative price settings between the two
systens? And can you at |east discuss that a
little bit nore?
DR. CALFEE: "Il take a shot at it.
First of all, 1 would enphasize the difference
bet ween drugs being purchased by third-parties,
and being purchased by consuners for thensel ves.
My overall take on the U S. market is that nost
consuners are not very sensitive to drug prices
because they don't pay very much for the drugs.
Most third-party payers are quite sensitive to
drug prices because they do have to pay for them
and they have to conpete with other organizations
so they have an incentive to mnimze their
costs, if they can.
There's a big difference between a
t herapeutic category, which is only one effective
drug which we sonetinmes have for a while, and a
t herapeutic category in which we have two or
three, or several effective drugs. As soon as
that second drug enters the market, these |arge
third-party payers get pretty aggressive in
negoti ating discounts. Some of those discounts
can be pretty substantial. When you get three,

four, or five different drugs like you do in the
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statin chol esterol -reduci ng market, you get a |ot
of discounting. And in my own opinion, it works
pretty well. And then you get the FDA noving
along rapidly to get generics approved, and then
you have a situation in which if you | ook back at
the total spent in the year 2000, the drugs
accounting for that spent are going generic at
the rate of roughly ten percent of that narket

per year. By the end of this year, or by the end

of next year, it's something |like 50 percent of
all the spending in the year 2000 will have been
for drugs that have since gone generic. And so

we're getting ?? the prices here are nmuch nore
dynam c than we realize.

As far as prices over seas are
concerned, what | would enphasize there is no one
has a way to rationally regulate drug prices.
There is no consistent way. That's why countries
differ so radically. That's why it is that
Canada relies mainly upon someone else's drug
price controls rather than their own.

And | would just nention one real
problem that's faced by all price controllers and
where the foreign countries have conpletely
failed, and that lies in the fact that a |ot of
new drugs when they' re approved, you really don't

know how val uable they're going to be. You often



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

77

| earn nmuch nore about the value of a drug after
it's approved than you do before, partly because
of how usage works out, and partly because of how
a drug does outside the <controlled clinical
environment in which it was tested. But al so
because in nmany cases, the research that's
performed after approval can tell you nore about
the drug than the research that was done before.
The statin drugs are probably the |eading
exanpl e right now. We know a |ot nore about the
value of statins now than we did five years ago,
and that's all because of post-approval research.
As far as | <can tell, there is no
regul atory reginme that attenpts to take that into
account . In a rational reginme, if you do
research that shows that your drug is nore
valuable, or if you denonstrate that a drug can
be used effectively at one-half or one-tenth of
the dosage, you'd want an adjustnent in prices.
That's the kind of thing that you would need in
order to provide sonme kind of R&D incentives.
You don't get that from price control reginmes.
They're very rigid on that kind of thing. Once
t hey have a price, once the drug starts to flow
they have no reason to adjust those prices. So
those are sone of +the reasons that, as you

mentioned, | described in nmy witten testinony



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

78

about how difficult things get as soon you start
to get into the business of actually trying to
control these prices.

DR. O GRADY: As part of ny job, |
have to go out on the new Medicare drug bill and
do town halls with seniors, and it gets down to

fairly sinplistic kind of sinple statenments that

| have trouble answering. | have a cousin in
Tor ont o. She pays less for her Lipitor than |
do. \Vhy?

| understand perfectly the answer you
gave, but what do you think | should tell that

little old lady in Buffalo next nonth when she

asks about her <cousin in Toronto? | nean, |
still have ?? | nmean, | understand perfectly the
|l ogic you've laid out. At the sane tinme, she

does know her cousin in Toronto is paying |ess
than she is.

DR. CALFEE: Well, | nmean ny short
answer is that the Canadians are indulging in a
little bit of free riding on the rest of the
world's research. The Canadians are relying upon
the fact that Pfizer is going to continue to ship
t hat drug.

But it's worth nmentioning to sone of
t hese people that if you |ook back five or ten

years and look at the drugs that were being
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prescribed then, those drugs are a lot different.
A lot of the drugs that people are nost worried
about right now, that they' re nost upset about
payi ng noney for are drugs that didn't exist five
or ten years ago. And those drugs are very
val uable. They were all created, as these others
have enphasized, they were all created with the
expectation of making noney out of those drugs.
It's purely profit-driven. But now they're all
done, that's one thing. But the truth is, if you
| ook at these areas, heart attack rates are way
down, but we still have a lot of heart attacks.
Di abetes is still a big problem We're just
starting to get some drugs that really work wel

for cancer. The nost inportant thing is to stay
with the flow about the generics and certain
prices going down. Zocor will be generic within
two years by the time the drug benefit gets
goi ng. And then make sure that we maintain the
R&D enterprise, so that we nmy have nore drugs,
so that people can conplain about higher prices
|ater on for mracle drugs we don't even have

ri ght now. But don't ask me to go explain that

to your town halls. DR. LI CHTENBERG: wel |,
if | can just say, | nmean | think part of the --
we don't only want to listen to seniors about

this, although | know that's politically -- we
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want to think about people who are today mddle-
aged or even children, that we really want to
think long term Of course, once a patent
exists, it's always in the short run consumers
are going to benefit if you basically abrogate
t he patent, because access will inprove. But the
patent system is very inportant in the |ong run,
so | think it's -- you don't just want to focus
on today's consuners.

CHAI RMVAN CARMONA:  Dr. Cockburn.

DR. COCKBURN: Yes. Il think it's a
very sinple response to these questions you
received, which is a |lot of things are a
different price in Canada, including governnent-
pai d pensions, the salaries of elected officials,
public servants and professors. | think there's
a tendency in this debate for people to assune

that lower prices in Canada reflect governnment

price regulation. To some extent they do, but
they also reflect -- and prices in other
countries are the same -- they reflect the

deci sions of pharmaceutical conpanies to charge

what the market wll bear. Peopl e have |ess
noney to spend in Canada and sticking -- vyou
know, if we do the experinment of sticking

Canadians with American prices, you can expect

consunption to go down a | ot.
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CHAI RMAN CARMONA: Dr. Danzon?

DR. DANZON: Yes. If | could foll ow
up on that. In the study that we did of
i nternational price conparisons, when we conpared
the price of this market basket of product
relative to income in different countries,
i ncluding Canada, the FEuropean countries and
Canada were roughly in line with income; in other
words, the differential for drugs was simlar to
the differentials in incone. The two exceptions
were the |lowincome countries of Mexico and Chile
where the prices are way too high for their per
capita incone. And | would submt it's partly
because of the concern about inportation and
| ooking at prices in Canada that 1is |eading
manuf acturers to charge such high prices in
countries |ike Mexico, which are out of |Iline
relative to their per capita income, and that has
significantly reduced their ability to use those
dr ugs. So their volunmes are very, very |ow. So
that's one response -- inconmes are different.

The second is in the case of Canada
the exchange rate has played a very significant
rol e. So when we did the conparison but using
the exchange rate at which the drugs were
| aunched, which factored out the exchange rate

changes, that wped out 90 percent of the
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differential -- 19 percent of the differential
with Canada, so it was -- nore than half of it
was an exchange rate effect.

DR. O GRADY: Can | ask one follow up
on this, actually, Dr. Danzon? |In terms of sone
of the other work you did, and Dr. Cal fee brought
up the idea of the free rider, but we also know
that in the United States market we really see
this fair amunt of variation in ternms of what
di fferent subpopul ati ons pay.

And Dr. MC ellan brought up a notion
before about this sort of mx of generics versus
brand name and how you're -- do you have a fee
in terns of the research you' ve done of kind if
you took that -- and let's stick wth the
Canadi an-U. S. conparison for a sec -- if you took
both what they took and how nuch they paid for it
and the source of their group discount, do we
have a feel for -- | nean they're sort of -- when
you see sort of the USA Today conparison of
Buffalo to Toronto or whatever, |'m assum ng --
and | don't want to speak poorly of USA Today but
they're talking full retail prices in the United
States -- do you have a feel for when we're
tal ki ng about federal enployees sitting at this
table or whatever, how nuch of a real price

differential there is between the two countries?
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And then when you take in the greater use of
generics anong kind of American prescribing
habits exactly -- kind of how those -- once we
control for the appropriate things to control for
ki nd of where we are on that conparison?

DR. DANZON: Yes. Well, essentially,
the numbers | quoted vyou control for that,
because the conparison | gave you that said,
"Rel ative to incone Canada's about at the right
l evel ," that is looking at the overall market
basket including generics and on-patent products.

And it's taking into account the average
di scounts on the branded products in the U S  So
it's not the retail conparison, which is the one
that the seniors sees going to the pharmacy.
There probably are differences. But it's | ooking
at what sonmething |like a Federal Enployee Health
Pl an woul d pay.

DR. O GRADY: O is the weighted
average across all the different sort of sources?

DR. DANZON: It's the weighted average
across all different sources. So, basically,
when we applied the discounts, we nade an
assunmption about Medicaid, about paying wth
di scounts, w thout, cash paying, et cetera. So
it's a weighted average of all those.

DR. O GRADY: Thank you.
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CHAI RMAN CARMONA: I certainly

appreci ate the discussion. | want to have a few
more questions, but | think that Dr. O Grady hit
the nail on the head in a very direct and sinple
f ashi on. The practical aspects or the paradox
that's been created here of the individual who
just sees the need for nedications today, an ill-
informed or uninfornmed consumer who doesn't
understand the conplexities of what your |ifelong
pursuits who confronts us at neetings such as
this to say, "But ny aunt across the border buys
it for X dollars less,” versus the discussion of
i mplications of short-term gains for inportation
policy and t hen of course the | ong-term
I mplications  of such policy which mke it
extraordinarily conplex as opposed to the Band-
Aid fix for the short haul that nost people shrug
their shoulders and say, "Well, maybe it won't be
such a big deal." But, obviously, we have to
consider all of those.

My question to all of you is, though,
in doing this, this task force is here to serve
the American public, to be able to give a
recommendation to Secretary Thompson and on to
the President and hopefully to Congress to decide
on the inplications for a policy for inportation.

How do we keep the Anmerican public involved in
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this extraordinarily conplex issue so that they
understand that it's not sinply that Auntie Besse
across the border is getting this for a dollar
| ess, that there are really huge inplications for
our industry, for research and devel opnent, for
pricing, for global markets, for, again, all of
the things that many of you have researched
t hroughout your career? And, please, any of you
pl ease junp in.

DR. CALFEE: | was hoping the new head
of CMS m ght make some wonderful speeches.

(Laughter.)

DR. Mc CLELLAN: We're asking the
gquestions up here.

(Laughter.)

CHAI RVMAN CARMONA: Pl ease, sir.

MR. LEM EUX: I think that this is an
i ndustry where there is a fair anmount of price
di scrim nation. As has been nentioned, full
retail is a l|ot higher than iif you have a
purchaser working on your behalf to get discounts
or a governnent working on behalf to get |ower
prices. And | wonder if the discount card that
has been enacted as part of the Medicare bill
will help take a little bit of the pressure off
in terns of at |east making sure that senior

citizens in particular could get, if the discount
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cards work and have good discounts attached to
them which | hope they will, a feeling that at
| east they're not being ripped off, that they
have sonebody working on their behalf to get the
best price available or at |least a better price
than what they were able to get when they were
goi ng out on their own.

| mean | think that one of the reasons
politically that we're having problenms with drug
prices in spite of passing a Medicare drug
benefit is there's skepticism about whether or
not that benefit wll work. But the discount
card that's supposed to cone into effect this
summer mnmight help a little bit to explain to
people that if they have someone working on their
behal f, they won't have to pay the top dollar for
drugs, and | think it wll prove to be pretty
popular if the discounts are substanti al.

CHAI RMAN CARMONA: Thank you. Do we
have ot her comments? Yes, Dr. Cockburn.

DR. COCKBURN: Not to sound |ike a
broken record but | really think that this -- a
lot of things are a different price in Canada.
I"'m a Canadian citizen, | lived and worked in
Canada for ten years, and peopl e shoul d
understand if they want access to Aunt Besse's

price in Toronto, then they've got to inmagine
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living on Aunt Besse's inconme and paying Aunt

Besse's rent, gasoline, heating taxes and so
forth. It's a very conplicated issue, which I
think people -- | don't think this choice is ever

put to people like this.

I ndeed, if you called Aunt Besse and
asked her how she felt her price of drugs was in
Toronto, she would probably say, "Well, they're
very expensive, and | can't afford them"™ It's
not the Canadians are sonehow getting their
Lipitor at five <cents a pill; they're not.
Canadi ans feel |ike they're paying very high drug
prices, and Canada went through an extensive
public policy debat e in t he 1990s about
reintroducing patent protection in exchange for
i ncreased R&D expendi ture in Canada by
phar maceuti cal conpani es.

Qur guests in the earlier panel, |
t hi nk, spoke to this. The City of Springfield,
Massachusetts can certainly save a |ot of npney
of its drug bill if it was able to purchase drugs
at sone of these prices advertised by USA Today.

They coul d probably save even nore noney if they
paid their enployees Canadi an sal ari es.

CHAI RMAN CARMONA:  Yes, Dr. Danzon?

DR. DANZON: | think nopbst people can

understand that things would change radically if
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i mportation becane policy and we had Wal-Mart and

Wal green's and Eckard and MKessen and the |ike
all going to try and buy all their drugs in
Canada. Things would no | onger be available at
t hose cheap prices.

I mean the difference between an
I ndi vi dual consumer going and buying some snall
fraction of the Canadian supply versus this
becomi ng national policy and the U S. trying to
buy their entire drug supply abroad, people can
understand, | think, that systenms would adapt,
and that as a consequence foreign prices would be
hi gher, supply would dry up and all of the things

that stop it making sense in the long run start

to happen.

CHAI RMAN CARMONA: How do we explain
that to the average citizen? | nmean | think we
al | agree with vyou, but , again, these are

extraordinarily conplex issues that people are
getting in sound bites in the nmedia, and what |'m
concerned with is is that the Anmerican public for
decades has been insulated from the true cost of
their health care or pharmaceuticals as part of
that, and now all of a sudden as markets are
changi ng, they have found a fixed market across
t he border that they can buy at a cheaper price,

and really the consequences of all of these other
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tangential issues that appear to be tangenti al
i ssues t hat we bring up are really
I nconsequential to them | just wanted for this
ampunt because | can get it for that today or

tonorrow and next week, not considering the
| onger-term consequences. Dr. Lichtenberg?

DR. LI CHTENBERG Well, | nmean | think
you show that, you try to develop conpelling
under st andabl e evidence about the consequences
of, you know, "I don't want to pay too much for
this muffler,” and you |look at, for exanple, the
vacci ne industry and that there were 50 vaccine
manufacturers in 1960 and now there are three or
sonething |ike that, because the governnent has
driven the price extrenmely low So | think, in a
sense, trying to document how responsive
I nnovation and production and so forth is to
i ncentives mght be a good way. And, in a sense
-- so when phrasing it to people at work, sort of
letting them know, "Well, what if -- suppose that
if the price did drop 50 percent, if U'S. drug
prices did drop 50 percent, that this would |ead
to a significant reduction in future drugs, how
do you feel about that?" So | think bringing
that into the picture, but | agree it's subtle
and it's difficult.

CHAI RMAN CARMONA: Thank you. O her
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gquestions fromthe panel? Dr. Duke?
DR. DUKE: Just to follow up on that
| ine of reasoning, you' ve given the reverse, that

is how we would explain the negative inpact when

i ndi vi dual i ncentives cl ash with soci eta
i ncentives. Could you give me an instance of a
successful effort where the societal 1incentive

had the effect of changing individual incentives
into a positive |line? You've given nme the
negative on vaccines, is there an analogy here
that we could work fronf

CHAI RMAN CARMONA: | think the orphan
drug act is a very good exanple, because you can
go to the FDA web site, and you'll see a very

significant increase in the nunmber of orphan

drugs after 1983. There were sone before then,
but | think that that's one of the Dbetter
exanpl es around. And | nean the other evidence
that | described show ng how market size affects
i nnovation incentives is sort | think not -- |
think it is useful. It's not exactly the right

thing, but I think it goes in that direction.

DR. CALFEE: If I could add just one
t hi ng. |"ve noticed that a l|ot of patient
groups, leaving aside for the noment that they

often get funding from the pharma industry, they

seemto be quite synpathetic to the R&D argunents
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and not at all synpathetic towards the notion of
price controls, and | think that's because nopst
patient groups consist of people who are waiting
for cures. The people who are really cured
they're no | onger in patient groups.

They understand the argunment, and
maybe it's worth rem nding everyone else, that
we're all patients waiting for cures. The only
difference is we don't know which particular
cures we're waiting for. But the entire industry
s looking forward, they're working on the things
that we don't have right now. It's too easy, it
seens to ne, for the AARP nenbers. It's too easy
for themto think only in terms of how nmuch they
want their drugs that we have right now, while
forgetting that the drugs they really, really
want are the ones that we don't have yet.

CHAI RMAN CARMONA: Dr. Lichtenberg, |
think that the vaccine exanple is a very good
one, and certainly nmy colleagues and | from our
various vantage points, from everything from
prevention to preparedness, have dealt wth that
I ssue. But the orphan drug one is interesting on
the positive side, but yet | think the public
needs to remenber that there's a great deal of
federal subsidy in that equalization for that,

providing the incentive, if you wll, to nove
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forward. Ot herwi se there would be no market for
that; it would have closed out |ong ago, nost
likely. Any comments on that?

DR. LI CHTENBERG. Well, that's true.
I mean there is sort of deep question about
whet her the Orphan Drug Act was really good
policy. Do you really want to spend enornous
ampunts of resources on drugs that are not going
to benefit very many people? | nean that's kind
of a phil osophical question. But, you're right,
certainly federal subsidies or R& tax credits
pl ayed an inportant role in that.

CHAI RVAN  CARMONA: Because | think
with vaccines it's the sane. If we don't create
the appropriate incentives, people aren't going

to come back into the vaccine market, and then

we'l | be tal king about a governnment-owned vaccine
market, which will be extraordinarily expensive
and will just shift the payer to the taxpayer.
So | nmean, again, these become very conplex

di scussions that we're trying to figure out a way
to get in front of the American public so they
can nmove along with this discussion and be truly
informed when they speak to their el ected
| eadership as to what they really want and they
under st and what they really want.

Ot her comments or questions? Dr
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Raub?

DR. RAUB: Is the status quo the best
we can do? It seens that every potential change
from where we are is bad. |Is there anything that
can be done that would in fact be better wth
respect to the problem of the costs of drugs but
wi thout threatening the R&D or dealing with the
real or imagined free rider situations that the
U S. faces?

DR. DANZON: Well, one change that |
think could be made to encourage conpetition and
di scounting within the U S. would be to elimnate
the best price provision in Medicaid. I think
it's pretty well wunderstood that the provision
that requires that manufacturers give their best
price to private buyers to Medicaid has put a
floor wunderneath wllingness to discount. Not
for all drugs, there are certainly some discounts
t hat go deeper than the 15.1 percent, but that it
essentially inplies a tax on discounting. And so
many  economi Ssts believe that one way  of
encouragi ng nore vigorous conpetition within the
u. S. would be to change that best price
provision. And in a sense it's becone irrel evant
as nmore and nore states have their own discount
requi renents.

CHAI RMAN CARMONA: Dr. Calfee or WM.
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Lem eux, did you have a comment? Pl ease.

MR. LEM EUX: | was going to say the
i dea that we would begin to address international
drug pricing in trade discussions would send a
si gnal that the governnment wunderstands this
i mportant public health and public policy issue
here and that we are going to be using this in
our negotiations with the rest of the devel oped
world and to some extent with the devel oping
countries, that that would be a signal that we
understand this issue and that we're working it
out internationally.

DR. RAUB: Could you play a scenario
through -- | mean suppose this got brought up
with our G7 partners?

MR. LEM EUX: Well, with other rich
countries, the dispute would be how nmuch of the
gl obal research and devel opnent budget shoul d be
shared and how -- between the rich countries and
t he poor countries, the issue is can we find ways
to drive down prices 1in poorer countries in
exchange for preventi ng counterfeiting,
adul terated drugs and so on and so forth? | nean
t hose are discussions that are not easy, they're
going to be very nessy and very difficult, but if
it were part of the mx, and it my be beconi ng

part of the mx, | think, even regardless, that
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woul d be hel pful.

CHAI RMAN CARMONA: Dr. Cal fee?

DR. CALFEE: wel I, speaking of
negotiating with our partners, the Senate had
hearings this norning on exactly that topic in
which | was invited to speak, although | didn't
have a whole Iot to add, but nopst of the
interesting coments actually cane from either
the Departnment of Commerce people or from the
senators on the Finance Commttee, many of whom
have been talking to the Australians and others
about this. And the consensus seened to be that
it's not going to be easy to persuade any of
t hese countries to reassess any of their basic --
anything that inpacts strongly on their overall
health care costs. But there are sone areas in
whi ch some progress could probably be nade, and
one of themis on generic drugs, because a |ot of
these countries are very backwards in the use of
generic drugs. They don't have the equival ent of
a Hatch-Waxman Act, and so they're paying a | ot
nore for generics than they ought to be, and in
some cases their generics are not significantly
cheaper than the branded drugs with which they
comnpet e.

Sone of these countries also have very

i nefficient pharmacy retailing sectors, heavily
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protected pharmacies, et cetera, and so they no
incentive to conpete, they have no incentive to
m nim ze costs. So in sonme cases if you | ook at
the retail price in sone of these countries, a
surprising |large proportion of those prices go to
either generic drugs or go unnecessarily to the
retailer mar gi ns t hat are preserved by
conpetition.

On the other question about what can
be done about overall drug prices, et cetera,
there's no easy way to get around the fact that
R&D is really expensive and that it takes a | ot
of experinmentation to figure out what new
technologies work in research and devel opnent.
But like a |lot of economsts, | do think that one
thing that would help is if we reform health care
generally so that consumers were in the position
of making a lot nore decisions about their own
noney oOr nore price sensitive. Ad as long as
all health care premuns are excluded from being
t axed, the premunms that are paid by the
enpl oyers, that neans that alnost all health care
is going to run through insurance prograns and
then the patient will pay prem unms but they won't
pay nmuch directly, which neans when they buy
their Celebrex they're not paying very much for

Cel ebrex or Viagra or sonething else.
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If we noved at least just a little
ways towards Ilimting the tax exclusion for
health insurance premuns, a lot nore people
would be getting higher deductible insurance,
they'd be paying cash for nore of their drugs,
|i ke alnpost all of us used to do, they'd be nore
sensitive, and I think the phar maceuti cal
manuf acturers would find that they had to neet a
tougher market test, at least for sonme of their
drugs, and in some cases that mght nake a
significance difference.

CHAI RMAN CARMONA: Thank you. | want
to thank -- this is a very, very inportant
di scussion, and | appreciate your patience in
staying with us. | know we've gone over a little
| onger than what we expected, but | nmean this
really gets to the crux of a lot of the matters
that we're dealing wth.

As the question was br ought up
regarding trade and using the tool of our trade
negotiations, G 7 and otherwise l|large countries
of wealth and those that are poor, |I'd like to
maybe get Dr. Danzon, Lichtenberg and Cockburn
also to coment. Uilizing trade as a tool to
further equat e sone gl obal equity, maybe
elimnate sone of the free riderism if you wll,

and other benefits of using that |everage, if you
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will, that tool to try to equilibrate a gl obal
market, if there ever is going to be one. Woul d
you, any of you or all of you coment on what
your thoughts are?

DR. LI CHTENBERG | can just -- ny
understanding that in Canada there's a question
if prices are very low in Canada and conpanies
are worried about essentially that wundercutting
the U S. price, why do they bother selling in
Canada at all? It's such a small market, why not
just wite it off? Well, 1've been told that,

essentially, the reason why you would not just

decline to sell in Canada is because if you
refuse to sell your drug in Canada, they can
essentially conmpulsorily |license your patent.

And so that nmeans that there's really no
i ntell ectual property protection. It's not only

that we dictate the price to you, but if you

won't sell it to us, we'll find sonmebody who wil

sell it to us at that price even though you have
a patent. That's a very serious issue of
intell ectual property protection. So it's not

just price regulation but how that's connected to
| P protection. | think that has been the subject
of trade negotiations and no doubt wll continue
to be in the future, but | think that that's very

i mport ant .
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CHAI RMAN  CARMONA: Thank vyou. Dr .

Danzon?

DR. DANZON: Il think it's very tricky
to make drug prices an item of trade negotiations
just because there is so nmuch variation across
products in the price differentials. So for sone
of the products, say France is conparable to the
U.S. for other products, it's nuch |ower for
others, it's higher, and if one's talking about
how nuch is each country contributing to the cost
of R&D, nunmber one, you've got to |ook at over
the whole life cycle of the product and take into
account price and volume, so that's nuch nore

difficult than anythi ng anybody's nmeasured yet.

And, second, you've then got to
deci de, wel |, what are fair contributions?
Should it be proportional to inconme? |  mean

that's what people generally accept but there's
nothing really firm that says it should be that.
So aside from the practical difficulties, |
think, of getting countries to change their
health policies, | think that the underlying sort
of deciding what the appropriate contributions
woul d be and whet her t hey are currently
appropriate would be very hard to do. So | think
it's a very tricky are to go down.

CHAI RMAN  CARMONA: Okay. Dr.
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Cockburn, any final comments on that?

DR. COCKBURN: Yes. If I may offer
sone remarks as a guest in this great country. |
think there's a very great danger here that
whether it be through trade policy or through
passing inportations |egislation, you have to, |
think -- people should understand how this is
going to be perceived abroad. Canada | think is
beginning to see drug shortages com ng in. I
think it's just the tip of an iceberg. | think
how this is going to be perceived abroad is a
gquestion of can pay, won't pay. The United
States is a mssively wealth and successful
economy. Voters and governnents in other
countries are going to view efforts to bully
their prices into line with the United States
prices with very little enthusiasm

They have plenty of ways to respond.
Again, it's getting a little repetitious, but the
i mmediate tool at hand is to abrogate patent
ri ghts. If there's a contagion or a collapse of
patent rights around the world because countries
decl are health energencies and -- | nmean we saw
this with scares of bioterrorism not very 1long
ago -- | think this is one area where we can be
very confident that there will be an imrediate

and di sastrous inpact on R&D incentives.
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You know, all the evidence |'ve ever
seen suggests that the pharnmaceutical industry is
one where patent rights are absolutely essenti al

to supporting R& and devel opnent of new

pr oducts. If that starts to collapse around the
world, | think this is a very serious outcone.
CHAI RMAN  CARMONA: Thank vyou, sir.

Ot her comrents, questions? Dr. Crawford?

DR. CRAWFORD: ['"m just thinking, as
we progress through dismssing the World Trade
Organi zation and trade negotiations is a real
possibility, it sounds nore and nore |ike an OECD
kind of thing to me where perhaps -- would any of
you care to comrent on whether the rich nations
of the world, through the Organization of
Econoni ¢ Cooperation and Devel opnent , m ght
undertaken an initiative like this that wouldn't
be quite as threatening as a WIO initiative, for
exanpl e?

DR. CALFEE: There is at least a
nodest novenent, not so nuch in OECD but wthin
the European Conmi ssion itself, anongst sone
other staffers, especially the nore economcally
oriented ones. Some of them are reassessing
phar maceuti cal control s, price controls in
Europe, because they've been discouraged about

the decline of the pharma industry there, and
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they're wondering whether the short-run gains
they're getting from the price controls may not
be as great as the long-run losses they're
getting from losing such an inportant industry
and whether this is just another sector of the
Eur opean econony in which they haven't done very
well for the last ten years. | nmean the European
Union hasn't been growing very rapidly for
several years now.

So | know at least there is sone talk
anong sonme people that the menber countries, the
weal t hi er ones, ought to be thinking about the

i mpact of their price controls on the pharm

i ndustry and pharmaceuti cal R&D, and maybe
they'Il conme around. I[t's not easy. They still
have -- each nation has their own self-interest

I n doing what they do, and right now each nation
is pretty independent of the European Union as a
whol e in setting their prices.

CHAI RMAN  CARMONA: Thank vyou, sir.
Ot her questions or coments from Task Force
menbers? Dr. MC ellan?

DR. McCLELLAN: This probably is going
to be nore of a coment but naybe there's a
gquestion here at the end. You all tal ked about
some of the intuition behind, at |east the

econom c intuition behind any kind |arge-scale
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i mportation not leading to the kinds of inpacts

on prices that mny of its supporters have
prom sed. |'mnot sure that's quite so intuitive
to the public. I mean what they see today is

they walk into a drug store here, many people
especially seniors wthout coverage, and pay the
hi ghest prices in the world, and they see people
and they talk to people who order drugs over the
Internet or friends they know in Canada who are
getting much lower prices, and it isn't intuitive
to them why the price differences should be so
great or why it's not possible to set up the sanme
ki nd of safety system across our borders that we
have within each country to assure safety. And
if that's not the way they should be thinking
about it, I'mnot sure that that's conme across to
the general public. And | can tell vyou it's
definitely not intuitive to the public that that
is a fair situation, that Anericans should be
paying 50, 60 percent of the net revenues for
pharmaceuti cal s around the worl d.

You all talked about the difficulties
in addressing this problem but 1've heard sone
potentially useful steps in addressing this
beyond inportation out there, steps like trying
to encourage the dollars that we do spend,

whet her -- or the noney that we do spend around
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the world, whether it's proportional to national
income or not, but spending that nopney nore
wisely to encourage the developnent of new
medi ci nes and not pay any nore for nedicines that
have been around and whose patents have expired
than is necessary or taking steps in the United
States, help people band together nore to get
| ower prices, which many seniors can't do today,
but that is about to change, or taking steps to
reduce the cost of devel opi ng new nedicines. All
these things can potentially help.

| just encourage all of you here who
have thought very hard and very deep about this
issue to not give up. | don't think this is
goi ng away. | think it is perceived by mny
Anericans as an unfair situation. | think that's
extrenely wunderstandable given what |ook Iike
very big differences in prices that don't seemto
be justified on the basis of fairness. And |
would like us to keep working hard to try to find
ways to address this, maybe building on sone of
the ideas here as well as continuing to | ook at
the inportation issue itself.

CHAI RMAN CARMONA: Yes, please, M.
Lem eux.

MR. LEM EUX: Just very quickly, I

mean this I's t he i nevitable pressure of
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gl obalization and information, and this is part
of -- in every other product, the products where
we don't have significant safety concerns and
where there's not a |ot of government involvenent
in the marketplace, you sinply buy where you can
buy things the cheapest. And people don't
understand why it's not fair to do that in health
care or it mght not be fair to do that in
pharmaceuticals, and I think it's just a question
of having a very candid discussion about how this
is a case where globalization could lead to an
i mpact on prices in poor countries that we m ght
not want, but it would take a | ot of | eadership.

CHAI RMAN CARMONA: Thanks very nuch.
Panel, thank you so much for spending the tinme
with us. This has been a very, very illum nating
di scussion for us. | would encourage you that if
you have any afterthoughts based on our coments,
pl ease submt them to the docket. | assure you
we will scrutinize them very closely. Thank you,
once again, for all your help.

We're going to take a very short
br eak. We'll be in session in ten mnutes as we
turn over for our Ilast panel. So if anybody
needs a break, please step out now, and we'l]l
start again in ten m nutes.

(Wher eupon, the foregoing matter went
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of f

the record at 3:56 p.m and went back
on

the record at 4:05: p.m)

CHAI RMVAN CARMONA: Ladi es and
gentl enmen, we'll reconvene. Again, thank you for
your patience. I know we've run a little |ong,

but we're getting a | ot of good information anong
the deliberations that we've been having. Many
of the issues that have cone up are the econonic
ones and sonme of the very conplex issues that you

heard di scussed. So thank you for your patience.

We'll begin this afternoon's third
panel, and that wll be with Dr. Eric Sheinin,
fromthe U. S. Pharmacopeia, | believe.

DR. SHEI NI N: Yes. Thank you. Good
af t ernoon. My name is Eric Sheinin, and |I'm the
Vice President for Information and Standards
Devel opnent at the United States Pharmacopeia.
The USP wel cones the opportunity to present our
views on the inportant issue of drug inportation.

| apologize for not being able to provide ny
comments in advance of today's neeting due to the
short notice regarding our participation today.
USP will provide a nore detailed statenment to the
docket in the near future.

The United St ates Phar macopei a
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Conventi on, I ncorporated is a not-for-profit
conpany that was created in 1820 by a group of 11
physi ci ans i nterested in provi di ng public
standards for pharmaceutical products being used
in the U S at that point in tine. The First
Phar macopeia of the United States was published
in 1820 and was essentially a book of recipes for
bot ani cal products. Over the years, UPS has
evolved so that today our standards mainly are
applicable to the pharnmaceutical industry and the
Food and Drug Admi nistration.

In 1975, USP acquired the national
formul ary from the Amer i can Phar maceuti ca
Associ ation, and the two pharmacopeias, the USP
and the NF, are now published in a single volune
on an annual basis. These conpendia contain
approxi mat el y 4, 000 nmonogr aphs for dr ug
substances, drug products, excipients, dietary
suppl enments and other articles, as well as
approxi mately 220 general chapters that provide
information for the performance of many of the
anal ytical procedures that are contained in the
nmonogr aphs.

Both the USP and the NF are recognized
as official in the Federal Food, Drug and
Cosmetic Act. So pharnmaceuticals that are

marketed in the US. nust conply wth the
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st andar ds est abl i shed in t he conpendi al
nonogr aphs where a nonograph exists. And this
can be inportant in terms of drug inportation
t hen.

The devel opnent of nmonographs in
general chapters is acconplished by approxi mtely
300 to 350 volunteers from the pharnmaceutical
conmuni ty, both industry, academia and the
gover nment . The conpendial standards that are
devel oped are public standards whereas the
standards approved by FDA during the review
process are private standards between the conpany
and the agency. It is USP's intent to have the
public standard be in agreement with the private
standard to the extent possible.

USP has some concerns wth drug
i mportation for the following reasons that are
related to uncertainty regarding safety and

efficacy of the products that m ght be inported

into the United States. One, the reference
listed drug is not the sanme in every country. In
the U S., generic drugs nust be shown to be

bi oequi valent to the reference listed drug. This
generally refers to the innovator product that
was approved under the provisions of Section
505(b) (1) or (b)(2) of the Federal Food, Drug and

Cosmetic Act. Generic drugs are approved under
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the provisions of Section 505(j) of the Act.

Drugs being shipped to other countries and then
imported into the U S may or my not be
bi oequi valent to the U S. reference |listed drug.

Second, presumabl y, generic dr ug
products from other countries would be anong
t hose being inported. Unl ess data were avail abl e
in the source country for inported generic drug,
one would not know if it was bioequivalent to the
U.S. reference listed drug.

Third, as | indicated earlier, the
conpendi al standard is a public standard, while
t he FDA-approved standard is a private standard.

These are not always in agreenent. The sane
situation presumably holds in other countries
with a conpetent regulatory authority and a
phar macopei a. The United States patients and
practitioners would have to depend on the public
standard in the pharnmacopeia in the other country
since access to the private standard m ght not be
readi ly avail abl e. Wt hout scientific scrutiny,
it would be difficult to determine if the public
standard in the exporting country was equival ent
to the USP standard.

Fourth, drugs do not always have the
sane name in every country. For exanple, in the

us., the active ingredient in Tyl enol s
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acet am nophen, while in Europe it is parasetinol.

| realize this is an over-the-counter drug, but
it carries over to prescription drugs as well.
u. S phar maceuti cal users and heal t h care
providers are famliar with the USP-NF nanmes and

| abel i ng. Therefore, the use of products | abeled

per other pharmacopeias may be confusing. I n
many i nstances, t he dosage strengt hs are
different as well, which my |lead to additional

confusion on the part of the practitioner and the
patient.

Fifth, the sane dosage fornms are not
al ways available in all countries. For exanpl e,
in the US., a distinction is nade between
tabl ets and capsul es. This is not true in all
ot her countri es. A patient who has been taking
tablets m ght receive their drug in a capsule and
be concerned about taking the wong nedication.
Simlarly, the dyes wused to color solid oral
dosage forms are not the same in all countries.
Again, this could lead to confusion on the part
of the patient.

Si xth, and |ast, the situation becones
nore conplex for nmodified or delayed release
pr oducts. Dependi ng on the exact fornulation of
the product, the release characteristics my be

different. This can lead to the patient
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receiving the active ingredient at a different
rate, which may well affect the safety and the
efficacy of that product.

In conclusion, UPS feels that it wll
be difficult to guarantee the safety and efficacy
of dr ugs i nport ed from ot her countries,
regardl ess of the adequacy of the regulatory
process in those countries. There are nany
unknown vari ables and questions involved, and we
do not have the answers to all of these
guesti ons.

USP woul d be pleased to work with the
Task Force and with the FDA on the issue of
i mportation of phar maceuti cal s from ot her
countries, and | again thank you for your
attention and for this opportunity.

CHAI RMAN CARMONA: Thank vyou, Dr.
Shei ni n. Qur next speaker, Dr. Alastair Wod
from Vanderbilt. Thank you, sir.

DR.  WOOD: Thank vyou. Dr. Carnona,
| adies and gentlenmen, |I'm Alastair Wod from
Vanderbi It School of Medicine. "' m al so the Drug

Therapy Editor of the New Engl and Jour nal

Let ne begin by saying | certainly
don't envy you your task. As we've heard this
afternoon, inportation is simultaneously -- every

position on drug inportation is sinmultaneously
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wrong and right. And that makes this an
extraordinarily difficult circle to square. And
given the hour, | wll try to summarize just ny

written comrents.
But as you heard from the |ast group
of speakers, consuners will search for the | owest

price, and that search has been hel ped by better

pricing information on the Internet. Once such
price transparency exists, consuners wll not
tolerate major pricing differentials. On the

ot her hand, pharmaceutical conpanies are entitled
to a financial return that adequately reflects
the costs and risks of drug devel opnent. But
they will have to ensure that these costs of drug
devel opnent are borne equally and equitably by
all consumers, whatever their nationality. Bot h
sides are right.

Safety is another exanple where both
sides are right. Clearly, drugs sold in Canada
to Canadi ans, by Canadi an pharmacies are of high
quality and are as safe and effective as those
sold in the United States. To suggest that such
drugs are unsafe is sinply foolish. However,
when a U S. consumer orders drugs over the
Internet purporting to be from Canada, that
consumer does not know from whence these drugs

cone. In fact, these drugs may be from anywhere
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in the world, and they nmay be m slabeled,

adul terated or counterfeit and are clearly

unsaf e.

I could go through each of the
arguments you will and have heard and make the
sane point, that both sides are right, but

frankly that would not contribute nuch to your
del i berations. Therefore, |1 want to try and
focus on solutions to the current problem

In nmy view, the reinportation issue is

really a synptom of a deeper problem and it is

critical not to all ow society to becone
distracted by the illusionary quick fix of
rei mportation. Much of this controversy has

arisen because nedical treatnent has recently
changed dramatically in ways that wll forever
change the econom cs of prescription drugs.

Until very recently, patients were
treated for discrete episodes of disease usually
for a limted period of tine. Because of that,

they became accustonmed to buying drugs for

relatively short courses. Think of the wusual
ten-day course of an antibiotic. But we're now
in an age of l|ivable chronic disease, and we can

now even prevent future disease by treating
patients with drugs, so-called primary and

secondary prevention.
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Exanpl es include |owering chol esterol
or bl ood pressure. In these cases, patients wl

take nedications every day, nonth in and nonth

out for the rest of their 1lives. Al t hough the
financial inplications may appear negative, the
| ong-term heal t h i nplications are hugel y
positive.

The proportion of our health care

dollars spent on drugs wll increase in the
future. It should increase in the future. And
t hat i's good news because nmuch  of t hat

expenditure is going into prolonging our disease-
free |ives.

Let ne al so address sone of the other

| ssues. It's estimated to cost upwards of $800
mllion to develop a new drug today. That cost
Is too high. It's wunsustainable and nust be
reduced. In spite of all the scientific advances

that we have made recently, the clinical drug
devel opnent process has changed little, except
trials have become ever larger and ever nore
expensi ve. Drugs to prevent or cure nmany conmmon
di seases, such as Al zheinmer's or osteoarthritis,
are still tantalizingly out of sight. It is
therefore essential that we think creatively to
devel op new and potentially radi cal dr ug

devel opment paradi gns.
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We have |learned that the patent
extension offered by the Pediatric Rule has
encouraged drug studies in children. Per haps,
therefore, we need to have drug approvals that
can be staged. First, rapid approval for
surrogate endpoints, and hence smaller, cheaper
trials with patent extension offered for [|ater
studies that denpnstrate efficacy and clinical
rel evant meani ngful endpoints.

Perhaps we need to offer |onger patent
life for truly novel therapies, such as the first
drug to prevent Al zheimer's di sease. The
I ntroduction of market-based financial incentives
t hat reward the nost risky and innovative
research is nost |likely to be successful.

Therefore, in conclusion, our future
health, your and my future health, is wutterly
dependent on the devel opment and marketing of new
drugs to treat the many common di seases for which
we currently have no effective therapy. We need
to make sure that we do not allow ourselves to
beconme distracted by reinportation as a solution
rather than recognizing the true issue, which is
reducing the cost of drug devel opnent and
spreadi ng that cost evenly across all consuners.

Thanks for the opportunity to present

nmy views.
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CHAI RMAN CARMONA: Thank vyou, Dr.

Wbod. Qur next speaker, Dr. Reidenberg.

DR. REI DENBERG. Thank vyou, M.
Chai r man. l'm Marcus Reidenberg. I['"'m an
internist and a pharmacol ogist at Cornell, and

|"m going to address the nedical concerns about
drug inportation, focusing on the risk to
patients inporting substandard products.

A substandard drug product can be
uni ntentional or intentional. Uni ntentionally,
it's due to either inconpetence or human error
wher eas an i ntenti onal one, a counterfeit
product, is due to crimnal activity.

Counterfeiting i's an activity
i nvol ving production and distribution by people
who know what they are doing. Wile this is part
of the illegal drug trade, the lesser intensity
of enf or cenent and the smaller degree  of
puni shment for being caught makes this a |ess
dangerous part of the illegal drug trade for the

crimnal than selling opiates or other hard

dr ugs.

The medi cal consequences of
counterfeit drugs can be illustrated by published
exanpl es of counterfeit anti biotics bei ng
marketed with no antibiotic <content in the

t abl et. These are described in my paper
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submtted for your briefing material. G ven the
potentially fatal consequences for sick people
who take these, the <crimnals who nake and
distribute counterfeit drugs wthout 1Iife-saving
medi cine in them should be considered as if they
have attempted nurder or even commtted nmurder,
and enf or cenent and puni shnent shoul d be
appropriate for the enormty of the crine.

In considering counterfeit drugs, we
usually ignore the second victim of these crines,
the legitimte mnufacturers whose products are
counterfeited. Manuf acturers usually keep secret

the information they have about counterfeiting

because t hey f ear correctly t hat public
i nformation t hat a parti cul ar pr oduct i's
counterfeited will lead to a loss of sales of
their product. Hence, public ignorance about a
counterfeit pr oduct i's benefi ci al to t he
| egiti mte manufacturer. Informing the public

about a counterfeit to protect patients hurts the
manuf acturer that fulfills this civic duty. This
problem of the other victim the manufacturer,
must be addressed because secrecy protects the
crimnals and shoul d not continue.

The nor e gener al probl em of
substandard drug products is a worldw de probl ens

that's been considered at Ilength by the Wrld
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Heal th Organi zati on. My experience with the WHO

has been as a menber of the WHO Expert Panel on
Drug Eval uation since 19809. I've served on six
expert committees and as a tenporary advisors to
several WHO programs concerned with nedications.
The WHO has various activities designed to
i nform the purchaser of the sources in regulatory
procedures of specific drugs products to help the
purchaser assess the quality of the products, and
this is all on a WHO web site in ny witten
mat eri al .

The procedure described leads to a
certificate of pharmaceutical product. These
certificates are only as good as the national
authority wunder which they're issued, and the
quality of the product nust be evaluated from
this point of view The nedical issues around
reinmportation relate to the quality of the
pr oducts. Products nade by conpanies for the
U.S. market and shipped also to countries wth
| egal and regulatory environments equivalent to
ours and then reinported into the United States
meet the U. S. standards of satisfactory quality.

Finally, the problenms that concern
doctors the nost are that the product does not
contain the |abeled anmpunt of the drug or the

product is not bioequivalent or the product
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differs in some other way from the FDA-approved
product, such as wth different excipients or
contam nants so that unexpected bad effects
occur.

One can generalize that drug product
testing | aboratories can be established to test
sanples from batch product to batch to see that
it meets all the USP or European pharmacopeia
specifications for the product. Or gani zati ons
like state Medi cai d or enpl oyee pr ogr ans,
purchasi ng cooperatives and so on wanting to
purchase nedication from sources not wunder FDA
regul ation have the responsibility to determ ne
that the product is so |abeled. They al so have
the resources to arrange for |aboratory testing
of the products.

The potenti al probl ens of bi o-
availability and of different excipients or
contam nants can only be addressed by being sure
that the products were made by nmanufacturers in
countries with strong regulatory authorities that
are part of honest governnments that do not
tolerate corrupt officials. Drug products nust
be made by manufacturers in countries with | aws,
policies and inplenentation equivalent to those
of the United States for one to be sure the

products wll be equivalent to those in the
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United States. And |I'd be happy to expand on any

of these points in the discussion.
CHAI RVAN CARMONA: Thank you, Doctor
Qur next speaker, Dr. Peck.

DR. PECK: Thank you, Adm ral Carnona
and nenbers of the panel. Thank you for the
opportunity to present ny views on safety and
effectiveness of inported drugs.

I'"'m Professor of Phar macol ogy and
Director of the Center for Drug Devel opnent
Sci ence at Georgetown University. | trained in
medi cine and clinical pharnmacology and have had
nore than 30 years experience in testing drugs,
research and regulation, including six years at
Food and Drug Adm nistration as head of the
Center for Drugs.

I think | can best contribute to your
task by explaining, or rem nding, as the case my
be, of the high standards that FDA applies to
dr ugs manuf act ur ed and di stributed in our
country, and I'Il follow that with three points
to consider with respect to safety, quality and
effectiveness of drugs that woul d be inported.

We have confidence in FDA-approved
drugs that are manufactured here because of these
hi gh standards and extensive testing, even if

they're manufactured in a foreign country that we
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have approved the manufacture of. As expl ai ned
in nmore detail in ny witten statenment, these
standards and procedures apply to both active and
i nactive ingredients in the product as well as to
t he particul ar form of t he product, t he
formul ati on, whether it be a tablet, a capsule or
a sol ution.

Very often the fornmulation itself, the
capsule of the tablet, and the storage conditions
of t he pr oduct i nfluence the saf ety and
effectiveness of the drug product. They key
safeqguard that FDA affords is the conduct of
field inspections and audits for manufacturing
facilities and periodic rei nspections and
anal yses of the sanpled products in the supply
chain.

The test procedures enployed include
chem cal anal yses, evaluations of the performance
of the drug formulations thenselves and hunman
bi oequi val ence tests. The chem cal qual ity
standards, as you would imgine, related to
identifying the active ingredients in the product
and affirmng that the dose |abeled is exactly or
in the nei ghborhood of what is purported, as wel
as an evaluation of the inpurity profile. These
tests require advanced nonitoring and anal ytical

technologies and are applied routinely during
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manuf acturing, distribution and storage.

The fornulation, the capsule or the
tablet, is tested for size, hardness, dissolution
profiles in sinmulated gastric juice and so forth.

These storage tests sonetinmes involve many
nonths of storage under extrene conditions to
confirm that the product would wthstand those
ki nds of variations in tenperature and hum dity.

The human bi oequi val ence testing is an
approach to confirm ng the near identical profile
of the blood concentrations of the drug once it's
i ngested by a human. The bi oequi val ence test, as
you may know, is the basis for confirmng the
expected safety and effectiveness of generic
drugs and is often applied also to new drugs
under devel opnent.

Safety and effectiveness is affirnmed
in a particular disease by extensive human
clinical trials. But a key elenent in all of the
trials that are done is a know edge of the
manuf acturer and the product qualities of these
test acceptances. And once that's settled, it
inplies then that -- once the safety and
effectiveness of a new drug has been adequately
proven, the continued safety and effectiveness is
assured by closely adhering to the just described

strict chemcal mnufacturing fornulation and
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manuf act uri ng and bi oequi val ence qual ity
st andar ds.

Thus, as a result of the conpliance
with these requirenments, Anmericans have |ong
enjoyed reliable safety and effectiveness in the
approved drugs that they obtain in their

hospital s and pharnmaci es.

Now, a few points about inported
drugs, their safety and effectiveness. Wth
respect to the current dial ogue, | proposed in ny

witten testinony two categories. Category one |
wi || cal | FDA- approved pr oduct s. They're
manufactured in the United States or in an
approved facility for which there is full
conpliance, that approved could be in another
country. But that has been inspected and fully
conpliance records are available. These may
reenter the United States as an inport.

The second category would be drug
product s, possi bly with t he sane active
i ngredient of an already approved drug in the
United States but the product itself would not be
approved by the FDA. It could enter the United
States if permtted from foreign manufacturing
sites, but it would not have records of quality
and performance testing or of regulation by

conpetent regulatory authorities or one m ght not
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even know the transportation and st or age
condi tions.

My points: The category one and two
drugs differ significantly on the potentially
available information about their quality and
performance and therefore vary in the burden and
cost of assuring safety and effectiveness.
Assunmi ng that the full pedigree and history could
be confirmed for the category one drugs, the
questions raised minly would be due to any
deviations in the specifications for storage and
transportation. So if Lipitor, for exanple, were
transported to Canada and it sat in a warehouse
in New Jersey in August w thout air conditioning
for two weeks, one could wonder whether the
hardness of that tablet had firned up and that
woul d not dissolve properly and would not enter
the body at the same rate or extent, thereby
depriving the patient of a sufficient amount of
lipid-lowering action to be effective. Per haps
the physician mght increase the dose on another
batch comng through that had not had those
storage conditions, mght be getting a higher
dose, and then the patient would be at risk to
the toxicity of Lipitor, which could involve
muscl e breakdown and kidney damage or hepatic

damage. So there well may be sone strategies for
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dealing with these category one drugs that we
could affirmto be safe.

The category two drugs, however,
present the greatest challenge for assurance of
safety and effectiveness. Confi dence enjoyed by
Americans with our donmestically manufactured and

approved drugs would be possible were we to

require t he foreign source mar ket i ng
or gani zati ons to meet al | of t he basi c
requi rements - - fornmul ati on, chem stry,
bi oequi val ence - - but , of course, that's

requiring a br and new drug application.
Indirectly, conceivably, we could enter into
arrangenents with conpetent foreign regulatory
aut horities. In any case, inplenmentation of such
an expansion of FDA involvenent for collaboration
with a foreign regulatory agency would be
daunting, massive and conpl ex and expensi ve.

I end with two inplications for your
consideration that m ght acconpany rel axing these
I mport restrictions. The first concerns an
uni ntended potenti al increase in counterfeit
drugs. This problem of counterfeit drugs has
al r eady been nment i oned by Drs. Wbod and
Rei denber g. Permtting category one drugs to be
reinported freely nmay quickly result in a huge

seller's market across U.S. borders, strongly
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| uring counterfeiters to join the bonanza narket
that is created. Conpliance efforts to counter
this threat would be costly and possibly
i nperfect, leading to the risk of entry of unsafe
or ineffective products.

The second concern relates to the
effect on FDA resources but with respect to the
manpower drain if tasked to provide increased
enforcement activities. The full financi al
forecast is advised along with consideration of
per haps col | ecting user f ees from foreign
di stributors and manufacturers who becone part of
the drug inportation process to support the
i ncreased FDA resource requirenments. Thank you.

CHAI RVAN CARMONA: Thanks, Dr. Peck.
And our | ast speaker, Dr. Elena Rios. Dr. Rios,
wel conme, thank you

DR. RICs: Thank you. Sirs, General
Carmona and Task Force nmenbers, it's an honor to
be here today representing the National Hi spanic
Medi cal Association and the Hispanic-Serving
Heal t h Pr of essi on School s, bot h non-profit
associ ations dedicated to inproving the health of
Hi spani cs and ot her underserved in the U. S

According to the census, we're now the
| argest group in the country, ethnic group, and

exist in nearly all mjor areas of the country.
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Besi des being the group with the |east access to
health insurance and access to health care by
many paraneters, we also face many barriers to
health care services based on |anguage, culture
and the severe lack of Hispanics in all |evels of
the health workforce. | ndeed, in the 10OM 2002
Unequal Treatnent report, this report discussed
specific recommendat i ons to facilitate t he
i nclusion of nore populations wth cultura
backgr ounds. Furt her nore, t he IOM report
reported on quality, have pointed to the need for
a patient-centered approach in health policy in
2004.

Bot h Senator Frist and Senator Daschle
have introduced | egislation that show us various
pat hways to elimnate health disparities in our
health system and they i nclude enhancing
mnority research and data collection, pronoting
pr ogr ans to I ncrease mnority heal t h
prof essionals and strengthening the |eadership of
the Ofice of Mnority Health and cultura
conpet ence and curriculum devel opnment. I
recommend that your deliberations include these
recomrendat i ons.

Drug inportation discussions, we feel,
require a review of the public safety and

feasibility as well as the cost-benefit analysis
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for the pharmaceutical distribution chain, as you
are doing. However, we are interested in
educating physicians and health providers about
the inclusion of cultural principles into any new
public health activities. You can provide an
imported drug to a regional wholesaler, but the
eventual distribution to the |ocal pharmacy in
the Hispanic neighborhood and noreover t he
awar eness of that new service to the community
requires its own protocols of outreach and
education and information sharing.

As t he Unequal Tr eat ment report
denonstrates, a mpjor effort is needed on the
part of both private and public partners to
develop linguistically and culturally appropriate
services in a drug inportation process. At the
federal level, we feel that the FDA should
partner with the O fice of Mnority Health and
its regional mnority health consultants to
develop those <culturally appropriate nmessages,
mar keti ng and product protocols.

We recognize the inportance of the
Center for Linguistic and Cultural Conpetence at
the OWH, which has devel oped class standards and
ot her projects. Just to nention, NCQA, Kaiser
Permanente, JCAHO, lots of institutions in the

country have adopted these principles on their
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own and voluntarily. There's a nonmentum that
this Task Force cannot ignore on the recognition
that quality care is needed for our diverse
conmmunities in order to inmprove the health of al
Anmeri ca.

And we feel strongly that there should
be denonstration projects and research done by
Hi spanics with the community that they live in
that denonstrates the effectiveness of any new
i nterventions t hat i npact on heal t h care
delivery. Lastly, you nust consider including
nore diversity in the |eadership bodies created
as critical to making any new program a success.

Just a few exanples of |ooking through
t he literature on prescription dr ugs and
Hi spanics, and of course these conme from the
ot her  border, the U S -Mexico border. For
exanple, there was a study done in Los Angeles
140 mles from the U. S. -Mxico border. Fourt een
percent of the respondents had crossed the border
to seek nedical car e, 80 percent of these

respondents were uninsured, 23 percent reported

purchasi ng nedi cations, antibiotics and pain
medi cations being the highest. Ot her studies
have shown in Texas, in El Paso, a study on

purchasing prescription nmedications in Mexico

that nore than 80 percent of the patients had
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purchased drugs available in the US. as
prescription drugs wi thout a prescription.

In Los Angeles, in ternms of issues of
| i censure, in our Hispanic comunities right now,
the Departnment of Health, Accounting Departnent
of Health created a new office that increased
| aw enforcement to curb sale of -- illegal sale
of pharnmaceuticals by unlicensed vendors, which
i ncluded clinics run by foreign doctors wthout
| i censes as wel | as phar maci es provi di ng
medi cations without prescription. They found 280
i nvestigations, 121 arrests and $4.5 mllion of
drugs in the first 20 nonths of its operation.
The Department has also started an educational
program in those comunities nost affected by
t hi s behavi or.

And sone of the answers to sone of
your questions include in ternms of scope and
volume of inported drugs, we really feel that
products need to be subject to the same |evel of
| abel ing, research and critical debate as was
mentioned here, and that we don't feel there
should be drugs divided in two groups, one that
has |esser risk and could be nore acceptable to
the public. The fear 1is that the |esser
regul ated product will be faster to be given to

the poor and mnority groups.
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Just a couple nore points. For ei gn
health agencies' role, | think, again, just to
consider for the Hi spanic community that PAHO
needs to be involved for this heni sphere. And
the limtations that may inhibit the Secretary's
ability to certify the safety of inported drugs,
I think that there is a definite inability to
limt what we consider an underground trade in
our Hispanic communities that would devel op even
faster when new distribution patterns are started
by the inportation of these drugs. Better to
have checks and balances in the registration and
i nspection and recordkeeping and redundancies
with oversight linked to the federal governnment
infrastructure and its contracting institutions.

And, of course, there needs to be a
rapid feedback system linked to the CDC with new
i nformation systens to relay information back to
our providers in our conmunities on a tinely
basis as well as to connect wth international
poi nts of contact.

In terms of new costs, we just --
again, just to enphasize that we would need to
see | anguage and culturally appropriate services.

And in ternms of inpact on drug research and
devel opnent, there really is a need to continue

R&D in the United States and to increase the
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focus not only on drug devel opnent but the inpact
on Hispanics and Hispanic research subjects and
al so the need to develop nore physician practice
networks in Hispanic comunities working wth

phar maci es. Thank you.

CHAI RMAN  CARMONA: Thank you, Dr.

Ri os. Panel nmenbers, questions, coments? Dr.
Crawf ord?

DR. CRAWFORD: | appreciate all the

testi nony. It was very helpful to the Commttee.

I'"'d like to propose sort of an alternative

scenario. | believe everyone here and all of you

and all the respondents we've heard from so far
assunme that there wll be sone sort of
accommodation at some point. We have drugs
conmng in from Canada, we have a lot of political
i nterest, we have the tenplates for solving those
problens laid forth in the form of at |east two
bills and perhaps several nmore in the making, all
of which would make us believe that there will be
some kind of acconmodat i on, some kind of
facilitation of exportation from Canada.

What if the opposite happened? \What
if there was a bill or there was sone sort of
action within the admnistration that absolutely
prohi bited any nore inportation from Canada, if

the borders were seal ed? What harm or what good
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woul d accrue from that? Wuld it be necessarily
a bad thing or is it sonet hing that is
unt hi nkabl e or what ?

DR.  SHEI NI N: Are you saying that
there would be no inportation even if it was an
approved product by the FDA?

DR. CRAWFORD: Yes. Ri ght now

products allegedly go to Canada and then --

DR.  SHEI NI N: No, no. "' m saying
right now we m ght approve a -- sorry, | used to
be -- | still say we -- FDA mght approve a

product by a Canadi an conpany for inportation to
the U S

DR. CRAWFORD: Yes, yes.

DR. SHEI NI N: That woul d be excl uded
fromyour plan?

DR. CRAWFORD: Yes.

DR. SHEI NIN: Ckay.

DR. CRAWFORD: I'"m tal king about the
current package while we're here.

DR. SHEI NI' N: | f al | the other
i mportation was excluded, | don't see from a
safety and efficacy or quality standpoint that
that would be a problem | think it would go a
|l ong way towards assuring that the products that
patients were receiving were of the highest

quality and were safe and effective.
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DR. WOOD: Well, | think one of the

issues is that we've failed to explain to the
Anmerican people why the amount of noney they're
spending of drugs has increased. And we've
al l owed people to denmonize the FDA, to denonize
phar maceuti cal conpanies, and sone of them have
done a pretty good job of helping that, and we've
failed to really grapple with the issues, which,
as | tried to illustrate to you, are that the
amount of nmoney we spend out of our pocket on
drugs is going to increase in the future. You
know, if you were designing the ideal nmedical
nodel today, you wouldn't have surgeons, you
woul dn't have all these things going on, you'd
have pills that treated people. If you watch
Star Trek, people didn't have surgery, they had
pills that they got to treat what ailed them

So | nean the future nodel is going to
shift hopefully towards nore and nore nedications
and less and less of nore primtive forms of
t her apy. W need to do a better job of
articulating that to both the public and to

| egi sl at ors.

Now, |I'm originally from Scotl and. I
don't like to spend nmoney anynore than the next
guy, but, clearly, patients wll not tolerate

vast differences in prices of any product.
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Ferragano shoes cost about the same in Florence
as they do in New York City, and the reason for
that is that they long ago recognized that they
if didn't, people would buy them there and not in
New Yor K. So we cannot, | think, sustain a
system that has vast differences in drug prices.
Now, what are we going to do about it?
Well, one of the groups that control this that
have not been tal ked about very nuch are the drug
conpani es who do allow their products to be sold
at less than they're being sold for in this
country. And, of course, drugs are unique
amongst all products practically that we sell
because the increnmental cost of making one nore
pill is almost trivial. Most of the cost of drug
production cones from devel opment and research
and regulatory issues. That's hard to explain to
people. They think of a car being built of steel
and chairs and so on and engines. Drugs are
different, and we're going to have to explain
that better to people, 1 think. | don't think
sonething terrible will befall if people have to
get all their nmedications fromwithin the United
States borders, | nmean that's clearly what npst
of us do right now.
DR. REI DENBERG. Basi cal |y, what

you're describing is theoretically the status
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quo, and that's fine.

DR. CRAWFORD: Vell, no. The status
quo -- we do have a reinportation problem now.

DR. REI DENBERG: Well, a ~certain
anmpunt, yes. But you're saying that drug

products actually nade in a plant in Switzerl and
by Ciba CGeigy that are designed for the American
mar ket and who've been approved, that would
continue to be inported. W don't say it can

only be nmade wthin the continental United

St at es.

DR. CRAWFORD: That's right.

DR. REI DENBERG. So t hat,
conceptually, that's fine. l"d like to comrent

that when we talk about the prices that people
know, we're talking about the list prices, not
the discounted prices. And that if one really
wanted to say that the total revenue for a drug
from the United States market should be stable,
then if one reduced the list prices and raised
the di scounted prices, one could even the playing
field within this country and with t he
circunmstances of just having it here. ' ve
witten a paper on this, and I'lIl submt it for
t he docket when | get hone.

CHAI RMAN CARMONA: Thank vyou. O her

comrent s? Questions from panel ? Any ot hers?
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No? Yes, please, Dr. O G ady?

DR. O GRADY: | guess I'd just like to
-- because of Dr. Crawford's question, |I'd just
like to flip it around to a certain degree what
happens if Congress does pass a bill that says we
wi || al | ow rei nportation under certain
circunmst ances, and what would be your position in
terms of just -- | mean | think that Dr. Rios did
tal k about sort of some of the things that would
be involved in inplenmentation, but to the other
menmbers of the panel in terns of thinking about
what that suddenly mean in terns of reality.
There is a bill passed, it's to be inplenented,
it's to be done so while maxim zing safety and
efficacy or safety anyway in this case, and can
you talk a little bit about the inplications of
t hat and what woul d be necessary steps?

DR.  WOOD: Well, | actually address
some of that in ny witten comments. Clearly,
one of the first things we need to know is the
provi dence of the drug that's being inported, so
there needs to be sonme kind of system to track
the nedication from manufacturer to final point
of sale by smart tags or radiofrequency and
taggi ng or sonething. And sone of these could
al so track the storage conditions, as Carl talked

about earlier on. So, clearly, know ng that



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

138
you're getting what you think you're getting is

critical.

Now, is that enough? | don't Kknow
It depends on how innovative people who try to
gane the system could be. And so it's hard to
i mgi ne, perhaps with the exception of aircraft
or sonething like that, sonmething in which it's
nore i nportant to be able to track the

medi cations that are coming into this country.

Now, nobody today that |'ve heard has actually
tal ked about inporting controlled substances,
opi ates and drugs of abuse and so on. It seens

to nme that that's a different issue and one that
shoul d not be on the table.

DR. SHEI NI N: As | indicated, | still
woul d feel there would be a problem of
denonstration that the product being inported is
bi oequi val ent . Does the sanme anpunt get into the
bl ood over the sanme period of tinme? There's
ot her issues as well. The synthetic route for

the active ingredient may be different, which in

nost cases then would i ntroduce different
impurity profiles, as | believe it was nentioned
earlier. You don't know what the safety of those

impurities are, and you would not have any
procedure for the control of those inpurities if

there was a problem with the drug. Unl ess you
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knew what the inpurities were, it would be very
difficult to develop an analytical procedure to
test that product that caused a problem that may
or may not be due to a trace inpurity.

Now, granted, the probability of a
very low level of an inpurity causing a safety
problem is small, but there are well known
exanpl es of cases where it was an inpurity at a
very, very low level that did cause a safety
probl em t hat had not been seen prior to sonething
being introduced into the U S. market.

DR.  WOOD: Sorry. | thought vyour
question related to identical product -- the sane
product produced by the same manufacturer on the
same machi ne.

DR. O GRADY: Well, | think that we
don't know is what a particular piece of
| egi slation m ght or m ght not have in it. And I
think you' ve brought up the problens here, but in
terms of the reality of inplenmentation, i f
sonething came in and you are faced wth that
sort of thing and you were the Comm ssioner of
the FDA or the Secretary of HHS and you had to
i mpl enent, | nean the inplications of what you're
saying are, are we talking about a doubling of
t he resources of the Food and Drug Adni nistration

to be able to do that sort of testing, to be able
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to check for those sort of inpurities to all of a
sudden -- | nmean how would you -- | nmean |I'm
trying to think through the reality.

| mean you' ve been persuasive in terns
of you're not thrilled with this idea, but at the
sane time the reality is is that often Congress
will do what it thinks is the right thing to do
for the American people, and if they nove
forward, part of what we have to think about is,
well, then what are the inplications of that?
Are we tal king massive anounts of resources? Are
we tal king about large sets of |abs at the border
and at mjor, sort of, airport hubs and things
like that? And that's what | was hoping for to
get in ternms of your response.

DR.  WOOD: I don't think we can
possi bly put enough resources in to do what
you're tal king about. If you're talking about
drugs that are made that we know nothing about,
they're com ng from XYZ Pharnaceutical Conpany in
God knows where, then neasuring the content of
the active conpound in the pill at the border is
al nrost val ueless. So we cannot determ ne whet her
that pill is equivalent to the pill on the market
in the US. fromsinplistic tests |ike that.

If we're tal king about drugs that are

mde on the sanme machine, that's a different
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i ssue, and that's what | was tal king about.

DR. SHEI NI N: | agree. It would be a
nonumental task to try and control the quality of
all those products. One aspect that could go a
ways towards helping with that, you could have
reduced amount of testing of some type if there
was a USP nonograph for that product, in which
case you would have at |east a standard that you
know that the product has to neet. The problem
is there is sonmewhere on the order of 1,200 to
1,300 that are marketed in the U S. that do not
have a USP nonograph today. This is because we
rely on conpanies to provide wus wth that
i nformation. It's not releasable from FDA as to
how a conpany controls the product, and in nost
cases a conpany will not provide that information
until it gets close to patent expiring. So there
are no nmonographs for many of the newer, quote,
unquote, "mracle drugs,"” that are on the market
today that are so expensive. But there could be
at l|least sonme sort of screening if there was a
USP nonograph, and anybody inporting those drugs
knew that it had to neet the quality set forth in
t he nonograph.

CHAl RMVAN CARMONA: Dr. Reidenberg?

DR.  RElI DENBERG Yes. If | can

coment on the world that | live in. My son is
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an academ c, he's on sabbatical |eave in France.

His famly is with him When they've gotten
sick this year, they've bought nedicines in
French pharmacies, and |'ve had no concerns about
their quality.

I think there are very clearly a
nunber of countries that one could nanme that have
regul at ory procedur es and i npl enment ati ons
essentially equival ent to ours. And drug
products that are acceptable for their market
that can be tracked so we know what conmes into
this country are those drugs products and not a
counterfeiters that got into the distribution
system | would have no worries about because if
ny famly's abroad or |I'm abroad 1in these
countries, we buy them we take them we're
content. And | think that to nme the biggest
i ssue here is making sure that the origin of the
product is froma jurisdiction that is equival ent
to the United States and that it's this
particul ar pr oduct t hat gets into our
di stribution system so t hat it's not a
counterfeit.

And then from a nedical standpoint, |
don't perceive a problem when ny patients
purchase their nedicine when they' re abroad in

these places, when ny famly does, and | don't
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perceive a problem if | were to purchase this
medi ci ne here.

CHAI RMAN CARMONA: Dr. Peck?

DR. PECK: I'"m not quite as confident
as my friend Marcus is with regards to any other
regul atory agency. We have standards here, for
exanple, for the dyes in tablets and capsules
that are not shared by virtually any other even
Western advances regulatory agency. I n other
words, dyes are included in their tablets that

are on the carcinogenicity list in the NCTR So

it's not so sinple. Per haps casual use of a
French drug mght not be so bad, but | don't
think 1 would actually be confortable with ny

famly wusing any drug other than a generic or
brand name U.S. -approved manuf act ured drug.

On the other hand, I think as
hi ghlighted in ny testinony, | think the category
one drugs offer an opportunity, assum ng that the
econom ¢ chall enges can be overcone. Those are
drugs that are approved by FDA, manufactured in
t he Uni ted St at es or in an FDA- appr oved
manuf acturing source in another country and are
either reinported or they cone across the border
from the manufacturing. So for all intents and
purposes they are the same drugs that we

di stribute and approve for distribution in this
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country.

The conditions for full confidence in
those would include having an absolutely bullet-
proof record of the pedigree and transportation
and storage conditions of that. And I think that
woul d do it. If there were deviations from the
specs, then in vitro, on- human  di ssol ution
testing m ght be a pass-through test, an
occasi onal random sanpling wth mass spec
evaluations to see if there are any inpurities
out of sync. So I think we could limt ourselves
to a particular reliable sourcing of FDA-approved
drugs that could run around the world, actually,
and cone back to wus. That doesn't solve the
econom ¢ challenges that acconpany this, but I
think from a safety and effectiveness point of

view, if one limted it.

And | think the resource requirenents
for that are attractable. | don't think it would
require doubling of the FDA resources. FDA

regul ates 25 cents on every consuner dollar, and
that includes foods and nedical devices and
ani mal drugs and a lot of other things, and so it
would require an increase in the field and
conpliance resources, and it should be npdel ed.
Qur opinions, | think, are worthless. There

should be sonme econonetricians actually getting
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out their spreadsheets and checking this out to
see what the resource inplications are.

CHAI RMAN CARMONA: Thank vyou, Dr.
Peck. Dr. Reidenberg, regarding your coment, |
guess we've all had the experience of being stuck
soneplace where it was not hone, in another
country and had to purchase a nedication for sone
reason or other. And | think we have found
our sel ves, and those of us who have been
di scussing this before the panel and after, as
Dr . O G ady ment i oned Wit h t he Medi care
transformation or nodernization and the new
pharmacy guidelines for our seniors, we had the
anecdotes all the tinme. But | went to Canada and
not hi ng happened to ne. M friend went to Mexico
and bought it and nothing happened. W've heard
it froma dozen countries. But yet, as you know,
t he absence of a conplication doesn't necessarily
dictate a good system one that's robust and wl|
protect the Anerican public. And so we're
obviously trying to get beyond the anecdote of
survival for any of us to one of how do we dea
with this as a national policy issue?

Prior to this panel and previous
panel, we've had experts in security from sone of
the large drug manufacturers, others who canme and

suggested that if inportation was considered,
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there would be really no way to ensure safety and
efficacy. And in fact the state of technol ogy
today is -- they could not guarantee that we
woul d be safe from subpotent or knock-offs or any
of the other classifications of drug that may get
into our pipeline. So although we don't have the
exact cost, | think that the experts who talked
to us said they'd be hard pressed even giving
alnost an unlimted budget with the technol ogy
t hey have to be able to guarantee.

So | want to throw that out to all of
you, but, also, Dr. Reidenberg, | understand your
comment regarding your son in Paris, but | guess
l"m trying to go beyond the anecdote really and
| ook at national policy.

DR.  RElI DENBERG: Sur e. If | can
respond to that. A couple of qualifications |
had in the witten testinony is that the drugs
being mnufactured in countries that have the
sane |laws and regulatory inplenentation as we do,
and | think that we can identify some advanced
i ndustrialized countries that one would have to
acknowl edge that they're as careful and as
conscientious as we are. | don't know anything
about the technol ogy of assuring security so that
the product that is in the pharmacy in New York

City is the specific product that was made in
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England or in Australia and brought in. If that
can't be done, then there's no way to assure
safety. But if we're dealing with products that
are pr epar ed under t hese particul ar
jurisdictions, then if would be very difficult
for  me to argue that there is a greater
i kel i hood that they wll ei t her be nore
hazardous or |less effective than products nade
under FDA jurisdiction where these others
essentially are equivalent to ours.

CHAI RMAN CARMONA: Anot her just brief
comment on that, and then |I'Il ask all of you to
comment al so. Assumi ng that we could identify a
dozen countries internationally that had the sane
requirements that we do, let's say an equival ent
FDA that was regulating and we felt safe, the
ot her question then bespeaks what we've heard
with the |ast panel of econom sts and what are
the long-term inplications of the health policy
t hat has us shopping worl dwi de as far as research
and developnment as well as many other factors
t hat we've spoken about? And is that sonething
that we would recommend as policy, either short
term or long term considering the significant
I nput we've had already from econom sts and what
we know fromthe literature?

DR.  REI DENBERG Il think that the
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econom c issues that were raised and discussed
are very inportant ones. | was addressing
specifically the clinical issue of efficacy and
safety, and | think that it will be difficult to
argue efficacy and safety when we're really
t hi nki ng about support for Ilong-term research.
They're two different subplots.

CHAI RMAN  CARMONA: Thank vyou, sir.
Ot her coments? Okay. Dr. Peck?

DR. PECK: What you've just chall enged
us with stinmulates me to think about a different
world that | think we're actually seeing begin to
evol ve in Europe. If you |ook at the history of
drug regulation in Europe over the last 20 years,
you wi Il understand that 20 years ago there was a
separate regulatory agency in each country that
did not recognize a drug approval in the
nei ghboring country. And in the course of the
| ast two decades that has shifted now to a conmon
regul at ory agency surrounded by i ndi vi dual
country regul atory agencies and two pathways for
approval of a new drug in Europe. I ncreasingly,
manufacturers are taking the route of going
t hrough the EMEA, the European Medications
Eval uati on Agency, which when they neet the
standards of testing and safety and effectiveness

for that, they get all at once approval for
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marketing in all 18 or 40 countries, depending
upon what the current status is.

So that has obviously huge economc
i npl i cations. As far as | know, the individua
countries still determne the pricing policies
for those, so it's not perfected in terns of a
gl obal econom c solution, but the prospect of
havi ng rmutual recognition or common drug approval
across countries would relax much in the area of
safety and effectiveness, and then the economc
thing has still got to be solved, but that could
become an incentive to drug conpani es.

CHAI RMAN  CARMONA: Thank vyou, sir.
Let's see, Dr. Sheinin and then Dr. Wbod.

DR. SHEI NI N: Let me preface what |'m
going to say by saying if you don't have good
quality and you don't know what the quality is,
you can't really say anything about safety and
efficacy. You nmust know the quality of the
products. And we've been talking -- | was
talking earlier about doing testing to |ook at
the quality, but you cannot test quality into a
pr oduct . Quality is part of the overall schene.

There al so has to be know edge that the products
are made under good manufacturing practices.

Several years ago there was an effort

to put into place a nutual recognition agreenent
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with Europe, with the European Union in terns of
i nspections, FDA and the European Union. And as
far as | know, that has never come to fruition
because of the fact that in the opinion of FDA
not every country in the European Union was
equivalent in terns of how they inspected to
GVPs. So that would have to play into any sort
of a scheme that was put into place to allow
mut ual recognition of the review and approval of
a product from another country. What country
actually did the inspection? Is it the country
where it's manufactured or was it an investigator
from another country within the European Union,
and that would just conplicate the whole picture
all together.

In my opinion, and a conclusion, |
don't believe that there is a better regulatory
authority in the world than FDA. | worked there
for 30 years, I'm proud it, and |I think they are
the best that there is anywhere in the world.
G ven that, to do what we're asking, they would
have to trenmendously increase their resources.
They don't have the resources today to inspect
every facility wevery tw vyears as the |aw
requires, and if you added additional sources of
drugs coming in, not only is it the testing, it's

al so the inspection of the facilities.
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DR. CRAWFORD: Wuld you consider

com ng back to the Food and Drug Adm nistration?

DR. SHEI NI N: No. ' m enjoyi ng what
" m doing at USP, but | really did enjoy it, and
| thought it was a very worthwhile part of ny
career, a mpjor part of ny career.

CHAI RMAN CARMONA: Thank you, Dr.
Sheinin. Dr. Wod, did you have a coment ?

THE W TNESS: Yes. I think it's
i mportant that we renenmber what we're talking
about here. The only drugs that people are going
to be tenpted to inport are ones that are
currently wunder patent for protection. So the
i dea that people are going to be out formulating
their own drugs sonmewhere else neans either that
we're going to abrogate patents, which | think
nobody is proposing, or that we're going to all ow
counterfeit drugs in, which we're certainly
agai nst .

So the wuniverse of drugs that we're
tal ki ng about that people are going to be tenpted
to inport are those that are currently expensive
and alnost by definition are ones that are
currently under patent protection. These drugs
are currently being produced by nultinational
phar maceuti cal conpanies, frequently on the sane

machines and in the same factory for wuse in
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multiple different countries. So controlling the

quality there is less of a problem than we ni ght

like to think.

But | want to pick up your second
point, which was what wll the effect be on
i nnovation, and | think that's really inportant.

You know, we don't have treatnments for sone of
the major diseases in this country and anywhere,
| mean not just in this country. If we don't
encourage innovation, we're not going to have
treatments for nmost of these diseases in ny
lifetime, given the lifetine it takes to devel op
a drug.

And l"'m not tal king about rare
di seases or orphan diseases, we're tal king about
things like osteoarthritis. W have nothing that
prevents osteoarthritis. We have nothing that
prevents Al zheimer's which is going to be a huge
problem by the time | reach that age. These are
hi gh-ri sk, hi gh- cost research endeavors, and
those who invest in that need to be confident
that their investnent is going to be protected
for a tinme that allows them to recover their
costs with sonme legitimate |evel of profit. So |
think that's an issue that we can't -- a circle
we can't square.

CHAI RMAN CARMONA: | think that, and |
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don't know the magnitude, but | think we've heard
of cases -- first, let ne preface ny statenent
with | agree with the premse that it's nostly

t he patented drugs and the expensive drugs, but |
think we've heard of cases of generics being
i nport ed, maybe because the public doesn't
understand, for instance, in Canada that our
generics generally are cheaper and also from
Mexico as well as other countries. So | don't

know that it's just only the expensive. That nay

be t he driver, but I t hi nk there's an
under current t here al so of maybe j ust
m sunderstanding that people still 1ook outside

the borders to get some of the |ess expensive
drugs and those that are not controlled on
pat ent .

DR. CRAWFORD: I was just in Chicago
yesterday at the nmmil detention facility, and |
spent all day |ooking through what's comng in.
And Dr. Wbod is generally correct, but there are
also controlled substances, marijuana and al
that kind of stuff, right there before you. But
then you go from the sublinme to the infinitely
bi zarre, because iif it's anything that night
i ncrease even the nuscle in your small finger,
it's there, and it's always injectable because

it's better if it's injectable. And the syringes
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come with them And they conme from Central
America and all over the world. And |'m not
tal king about a small volume, |'m tal king about

4,000 pieces a day comng right in there. But
you're right.

And the point | was going to nmake
before | got waxed so ineloquent is that there
were al nbost no generics there, that we would cal
generics.

CHAI RVAN  CARMONA: Thanks, Doctor.
Ot her questions? Yes, Dr. O Grady?

DR. O GRADY: | guess in terns of
trying to parse through exactly where these
different parameters when we try to think about
this, it's a tough one in terns of as we continue
here, because | think it was very conpelling
testinony that we heard about counterfeiting. At
the sane tinme, while the security folks from the
di fferent manufacturers were laying that out, |
was thinking reinmportation or no reinportation
you've got a counterfeiting problem here, guys,
and you've got an Internet problem here, guys,
and this all could go away tonorrow, and there's
still going to be draw on resources, Kkind of
public and private, to do that.

So sort of trying to parse through

what part of this challenge goes into -- | know
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I"m struggling with it right now | mean the
doubling of FDA, | nmean it seens to nme that when
we |ook at that testinony, and luckily it's
sonething that Les has to worry about, not ne,
but | nmean counterfeiting, Internet, that's here,
that's not going away.

Now, I can certainly see how

i mportation-reinportation conplicates that matter

even nore, but | keep trying to keep in mnd
we've got this layer there that only |ooks I|ike
it's going to expand. So whatever we do wth
i mportation is -- you know, you want to be

careful not to make matters worse, but it's stil
there for sure.

CHAI RMAN CARMONA: Thank vyou. Any
ot her conmment s?

DR. DUKE: | just have one.

CHAI RMAN CARMONA: Dr. Duke, yes.

DR.  DUKE: Just to build on two
gquestions earlier, one Les proposed, Les and M ke
took the opposite on the issue of no inportation
or open the doors wi de. And |'d sort of like to
go at, all afternoon we've been sort of going
back and forth wi thout sort of precisely defining
that we're talking about two polar opposite
approaches to inportation. One is sort of the

i ndi vidual inportation by the Internet or a bus
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trip across the border. That's one form of
i mportation. And the second form of inportation
I s whol esal e purchases which |lend thenselves to
the possibility for regulation and testing, and
I'"d sort of |ike your comments on how we wrap our
m nds around a problem that presents itself with
both of those extremes?

DR. WOOD: Can | respond?

CHAl RMVAN CARMONA: Pl ease, Doctor?

DR. WOOD: | don't see that there's a
fundanental difference between the FDA approving
anot her generic drug with all of the requirenents
that Eric tal ked about that are demanded of that
and inporting a drug. Wat | nmean by that is the
| dea that we should allow sonebody to bring in a
drug that's not been approved because it's,
quote, "equivalent" to another drug but the
|l egitimate nmanufacturer who tried to sell a
generic equivalent and through the stream of
commerce in the US. has to go through all the
requirements to get approval by the FDA seens to
me just inpossible to deal with. | mean you
cannot have a parallel track where legitimte
people are going through the FDA to get approval
for a generic equivalent and sinultaneously | can
bri ng whol esale inports of a drug in from Canada

wi t hout going through that approval process.
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That wi | | j ust destroy our excel | ent dr ug
approval process that we have in this country.
So | think that's untenable. | just can't see
how t hat can possibly be done, unless we abolish
drug regulation, which | don't think anyone
seriously is proposing.

CHAI RVAN CARMONA: Thanks, Dr. Wbod.
Any ot her comments, questions? Yes, Dr. Peck?

DR. PECK: Dr. Crawford can probably
give nore precision on this situation, but for
many years FDA and | think the Custons Depart nment
have been relaxed about individual inportation,
so to speak, perhaps partly because it would be
sort of a mnessy problem to control but also
because it has less comercial and |arge-scale
safety and effectiveness and may even have
sonething to do with individual freedons and a
ri ght to purchase.

But it does seem to ne that at |east
sone of the irrationality of that when that
that's the case could be affected by education
and prograns to inform | remenber when | was at
FDA | think the individual inmportation issue cane
to a head when groups of AIDS patients and their
caregivers wished to inport in larger quantities,
and what they wanted to inmport was sonetines

pretty irrational, but it was a desperate effort
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and it was a nessage of desperation. But many of
t hose groups | recall engaging wth began
advising their constituencies not to go forward
when they becane infornmed about the situation.
So I think that part of it could be anenable to
educati on and information.

DR. DUKE: | think that's what Les was
tal ki ng about, though, with the 4,000 itens a day
at several mpjor inport sites in the country.
And so | often find in these discussions that the
conversation waxes back and forth between the
sort of system c i ssues around whol esal e
i mportation and the issues of the economc
concerns, the «clinical concerns, and then we
switch sort of -- or sort of slide into the next
di scussion of grandma who knows that Aunt Besse
up in Canada's getting her nedicine cheaper.

And | think when we face the public,
we are faced with both sets of argunments, and |
think that's one of those where | think we need
sone intellectual rigor as we try to sort through
it, because | think you're getting into -- and I
t hought, Dr. Peck, you made the good point --
that we then find ourselves faced with the issues
of privacy and an assertion of rights and so
forth, despite the fact that we have |aws on

these matters. But this is a distinction | think
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we need to articulate nmore clearly in order to be
able to nore clearly identify the problem so that
we can put the resolutions with the right pieces
of the problem

CHAI RMAN CARMONA: | couldn't agree
with you nore. That's well said. I really
appreciate Dr. O Grady bringing up earlier today
the practicalness of those of us who have to
speak in public about this, that all of these
very academ c discussions fall by the wayside

when it's that one senior citizen in front of you

saying, "I want ny nedication. Don't confuse ne
with all of that stuff.” But | think it's
i mport ant, and hence the purpose of t hese
hearings to get out all of the contributing

factors so that we can sonehow synthesize that
body of information, as Dr. Duke says, to cone
out with a reasonable approach to policy for our
country as it relates to inportation and anything
el se that comes of this that we would put in the
report, because, certainly, we're not restricted
but we need to neet those m nimum requirenments as
Congress has outlined for us.

Any other comments or questions from
any of us? If not, let nme just say I1'd like to
thank all of our presenters for comng here

t oday. We had some very good and valuable
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di scussi on. On that not e, it's becom ng
especially cl ear t hat t he United St at es
governnment would need international cooperation
in order to devise a structure to legally, safely
and effectively inport prescription drugs from
foreign nations. To encourage that discussion
the Task Force invited representatives from
Health Canada and the European Association of

Eur opharmaceutical conpanies to participate in

t oday' s i stening sessi on. However, bot h
or gani zati ons wer e unabl e to accept our
i nvitation. So with the consent of the rest of
the Task Force, | would like to publicly invite

these two organizations to present at either of
our two remaining listening sessions on May 5 or
May 14. And even the primary focus of those
i stening sessions may be slightly different than
today's, the Task Force mssion is the same no
matter what the date, and | believe that these
two organi zations are vital to hear from

W are also encouraging nore input
froma wi de diversity of econom sts. W've heard
sone today, but we know there's nore out there
t hat have opinions, and we'd like to get themto
the table also. So | would ask the Task Force to
pl ease | et Health Canada and the European

Associ ation of Europharmaceutical Conpanies have
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open invitations as well as any econom sts that
have diverse input and opinions on these conplex
I ssues and any ot her stakehol ders who we may have
m ssed inadvertently, because | assure you we
have done our due diligence to find everybody
that has an opinion on this issue. If we've
m ssed the boat on any of those, please, any of
you |let us know, and thank you so nuch for vyour
time and helping us through this very difficult
dil emma. Good night.

(Wher eupon, at 5:19 p. m, t he

St akehol der neeting was concl uded.)
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