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PROCEEDI NGS

MR. LEVY: Good norning to everybody and wel cone to our
debate on ads for reduced-risk tobacco. |'m Bob Levy and seni or
fellowin Constitution studies here at the Cato Institute, and
before introducing our panel, let nme briefly set the stage.

The key policy question that we'll be addressing today
is this: Do ads for reduced-risk tobacco products save lives in
the [ ong run?

Advocates for those ads point to research show ng that
snokel ess tobacco, for exanple, is 98 percent safer than
cigarettes. Therefore, the nore advertising, the better, as |ong
as the ads are truthful

Opponents begin by disputing the data on harm
reduction, but nore inportant, they argue that the benefits are
out wei ghed by the costs. First, people stay addicted to nicotine
when they ot herwi se m ght have quit. Second, sone consuners take
up tobacco when they m ght otherw se have abstai ned. And third,
sone consuners conpensate for reduced risk by increasing their
consunption. The concl usion, say the opponents, health clains in
t obacco ads ought to be banned.

The First Anendnent issues are quite different. Here

are the constitutional ground rules. 1In 1980, the Suprene Court
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hel d that non-deceptive comrerci al speech about a lawful activity
can be regulated but only if, first, the governnent has a
substantial interest in doing so; second, the regulation directly
and materially serves that interest; and third, the regulation is
no nore extensive than necessary.

Now, that said conmmercial speech restrictions are |ess
rigorously scrutinized by the courts than are restrictions on
noncomrer ci al speech. Advertising is protected for its
i nformati onal content, and accordingly, ads can be prohibited
when they're false or msleading. That's not the case you m ght
have observed with political speech.

Furthernore, the requirenent that regul ation of
commer ci al speech be no nore extensive than necessary to advance
a substantial government interest is nuch |ess confining than the
requirenment in the political speech arena where a regul ati on nust
be the | east restrictive neans of advancing a conpelling State
interest. So, that's the constitutional franmework.

Now, very briefly, let nme bring you up to date and tel
you why we're holding this forumat this tinme. UST manufactures
snokel ess tobacco products |i ke Skol and Copenhagen. The
conpany has asked the Federal Trade Conm ssion for perm ssion to
make the following statenent in its ad. The Surgeon Ceneral has
found t hat snokel ess tobacco "is not a not a safe substitute" for

cigarettes, but "many researchers have expressed the opinion that

ARTI Transcripts
(225) 389-0016 and wwwe.artitranscripts.com



t he use of snopkel ess tobacco involves significantly |ess risk of
adverse health effects than snmoking cigarettes.”

Now, Senator Richard Durbin, who is a Republican from
Illinois, and Henry Waxman, who is a Denocrat from California,
have asked the FTC to reject UST' s request. They say any nove to
make conparative risk clains in ads wi thout the involvenent of a
sci ence-savvy agency |ike the Food and Drug Adm ni stration woul d
do nore harmthan good. But it's the Federal Trade Commi ssion
and not the Food and Drug Admi ni stration which oversees tobacco
advertising. There are several bills before Congress which would
gi ve FDA nore authority over tobacco and tobacco ads, but their
prospects are unknown.

Meanwhi |l e, Star Scientific, a manufacturer of
purportedly lower risk cigarettes, would also |ike the Federal
Trade Conmi ssion to make way for health clains. And |ike UST,
Star argues that such information in those ads would hel p adult
consuners nmake better educated choices. W haven't yet heard
fromthe Federal Trade Comm ssion.

So, with that background, let's get on with the debate.
First, we're going to consider the constitutional issues. Carlos
Angul o is going to speak first, followed by Erik Jaffe. Then
we're going to turn to the public policy questions with Matt
Myers |l eading off, followed by Jack Calfee. Each speaker is

going to have eight mnutes, rigorously enforced, and then in the
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sanme order, each speaker will have up to 3 mnutes for rebuttal
after which we'll open the floor for questions fromthe audi ence.
"' mgoing to introduce Carl os Angul o now and the ot her speakers
when they present their opening remarks.

Since 1999, Carlos Angul o has been an attorney at
Zucker man Spaeder where he works on |egislative and policy
matters and represents the Canpai gn for Tobacco-Free Kids, as
wel | as a nunber of other clients, before the Food and Drug
Adm ni stration.

He received his undergraduate degree magna cum |l aude in
1986 from Haverford Col |l ege, Phi Beta Kappa, and his | aw degree
three years later from Yale.

After |aw school he served in the Justice Departnent's
Civil Division and clerked on the 11th Circuit Court of Appeals
for Judge Phyllis Kravitch. From 1994 to 1996, Carlos was on the
staff of the Senate Judiciary Commttee, advised Illinois Senator
Paul Sinon on a variety of constitutional issues, and then becane
| egi sl ative counsel to Maryl and Senate Paul Sarbanes.

Anmong his papers are a publication on who shoul d
participate in presidential debates and a report on raci al
di sparities in the Arerican crimnal justice system

Pl ease join ne in welcom ng Carlos Angul o.

(Appl ause.)
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CARLCS T. ANGULQO, ASSOCI ATE,

ZUCKERVAN SPAEDER, LLP

MR. ANGULO. Thank you very nuch.

The First Anendnent issues | think are interesting and
conplicated regarding reduced-risk products and are not quite as
stark, | think, as mght be initially thought, in the sense that
you don't necessarily have to take the position that advertising
of this nature should be absolutely banned or absolutely
permtted.

The position that oftentines is taken by advocates of
regulation is that these clains need to be scrutinized by an
agency before they are determned to be truthful and not
m sl eadi ng and before they are allowed to be dissem nated in the
mar ket pl ace. Now, that's not an absol ute determ nation on how to
deal with this advertising, but it is an approach that tries to
bal ance the interests of the public in receiving truthful
information with the interests of the governnent in assuring that
this information is truthful and is also safe and that the public
health is preserved by virtue of this information.

| think we've got two | egal contexts, one of which is
constitutional and the other of which is statutory, that we need

t o address.
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The first is the statutory context, which is you' ve got
the federal Food, Drug and Cosnetic Act, which has been around
for several decades now and which has as one of its centerpieces
a drug approval process that addresses products for which there
are health clainms made. A drug is defined under federal |aw as a
product that is intended to cure, mtigate, or prevent or treat a
di sease or one which is intended to affect the structure or
function of the body. |If a product is intended for that purpose,
it becones a drug under federal law, and it has to be approved by
FDA for safety and effectiveness.

Clains that a product is intended to mtigate a disease
or prevent a disease or is good for you oftentines will lead to
the conclusion by FDA that it is a drug and that it is subject to
regul ati on or approval before it can be advertised in the
mar ket pl ace. If a drug is advertised in the marketplace w thout
such approval, it is msbranded and its marketing is illegal.

So, we're dealing with commercial speech in the context
of products that claimto be better for you or claimto mtigate
or prevent disease, and reduced-ri sk products are oftentines
anong those types of products. They claimthat if you use this
product, as opposed to traditional tobacco products, you wll
have |l ess |ikelihood of getting cancer or getting heart disease

or getting enphysenma or those types of diseases. And a |ot of
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the reduced-risk products that we're dealing with have explicitly
made those types of clains in the marketpl ace.

So, the question is, how does the First Anmendnent deal
with those types of clainms or with FDA's effort to ensure that
these products are safe and that these clains are accurate before
they allow themto be nmade in the marketpl ace?

Until the 1970's, you really had no commerci al speech
protections under the First Anendnent. The Suprene Court had
held that there was no conmmercial speech protected by the First
Amendnent. That changed in the 1970's with a couple of different
cases, the Bigelow case and the Virginia Pharmacy case, which did
establish that conmercial speech is protected by the First
Amendnent, but there are sone inportant Iimtations on that type
of protection.

The first Iimtation is that if speech pronotes an

unl awful activity, it's not protected under the First Anendnent.

So, if you say, buy our illegal drugs, buy cocaine, that's

obvi ously speech. It's conmercial speech, but it's not protected
under the First Amendnent because it's pronoting the illegal sale
of illegal drugs.

Anot her inportant limtation on the First Amendnent
protections for commercial speech is that the greatest anount of
protection is entitled to speech that is truthful and

non-m sl eading. Otentinmes what we're tal king about really are
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sinply factual statenents that can't be sort of disputed or
require no scrutiny by an agency or by anyone el se to determ ne
whet her they're truthful.

In other words, oftentinmes the governnent has tried to
say you can't advertise alcohol content because that m ght
encour age behavior that we don't want as the governnment, or
you're not allowed to advertise drug prices. Now, these are
factual statenents that policy nakers have determ ned the public
shouldn't really be exposed to, and the courts have said when you
have those types of factual statenents, you're basically acting
paternalistically in telling people that they're not entitled to
know sonething that is true. And those are the types of cases
t he Suprenme Court has focused on in dealing with conmmerci al
speech. They've basically said it's not up to the governnent to
determ ne what truthful information the public is entitled to and
what truthful information it's not entitled to.

VWhat we're dealing with here I think in these
reduced-ri sk cases addresses both these issues. The first issue
was unlawful activity and whether conmerci al speech that's
pronmotes unlawful activity is protected under the First
Amendment. Remenber what | said earlier which is that the
federal Food, Drug and Cosnetic Act says that if you nmarket a
drug that is unapproved by FDA, you're acting illegally.

Therefore, if you advertise a drug that is unapproved by FDA
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you're pronoting illegal activity and you' re speech is not
entitled to First Amendnent protection.

The second point is dealing wwth the issue of truthful
speech. We're not tal king here, with reduced-risk products, in
terms of al cohol content or prices of drugs or sonething factua
that is unobjectionably factual and unobjectionably true. W're
dealing with clains that a particular product has a particul ar
effect on one's body or will assist an individual in avoiding
certain types of diseases. And those types of clains are a
little different fromclains about prices of a product or about
the content of a product that are straightforward and factual.

These types of clains are clains that really do require
sonme scrutiny by an agency, in particular under our law, to
determ ne whether they're true. Wen you' re dealing with clains
of that sort, there's no real problemwth themas |ong as they
are proven to be true and not msleading. And that's what the
agency's role is in these types of situations.

In reduced-risk situations, oftentinmes the clains have
not been tested for accuracy. The governnment clearly has an
interest in ensuring that the clains are truthful and not
m sl eadi ng because the public safety is very nmuch at issue with
respect to drugs that claimto have certain effects. And by
subjecting themto review, you're sinply ensuring that truthfu

informati on be dissem nated in the marketpl ace.
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Now, are there other ways of dealing with these types
of clainms? Can you require a disclainer instead of an approval
by FDA? You could, but the effect of that would be to totally
evi scerate the current statutory reginme for drug approval. |
mean, if you were allowed to put a disclainmer on your product
that said "not approved by FDA" and then to nmake all the clains,
there would really be no possibility of FDA ever review ng drugs
for safety and efficacy if one could sinply circunvent that
review by putting sonething on the | abel that says "not approved
by FDA" and that woul d be deened enough.

In conclusion, | just want to point out again that no
one is really saying that reduced-ri sk products are inherently
bad or that clains for reduced-risk products should automatically
be banned, but rather that these clains should be subjected to
scrutiny by an agency that determ nes whether there is safety and
efficacy for this product, and that that type of review,
advanci ng a very substantial governnment interest, is not
inconsistent with the First Amendnent.

Thank you.

(Appl ause.)

MR. LEVY: CQur next speaker is Eric Jaffe. FErik is a
private attorney in DC. In 1986, he received his B. A cum |l aude
from Dartnouth, majoring in nolecular genetics and wi nning a

nunber of debating awards. Four years later, he got his J.D.,
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graduating first in his class at Colunmbia University. He was
articles editor of the Law Review

After | aw school, Erik clerked for Judge Dougl as
G nsberg on the U.S. Court of Appeals for the D.C. Circuit. Then
he spent five years at WIllians and Connolly, followed by another
clerkship, this tinme on the Suprene Court for Justice C arence
Thonas.

Erik currently serves as chairman of the Federali st
Soci ety Subcomm ttee on Advertising Law and Regul ati on. He has
publ i shed articles on organ transplants, due process, the Takings
Clause. His nost inportant contribution to the literature wll,
no doubt, appear in the next issue of Cato's Regul ati on magazi ne
in an article that he and | co-authored, recommendi ng the
whol esal e repeal of nobst of the canpaign finance regul ation.

Pl ease extend a warm wel cone to Erik Jaffe.

(Appl ause.)

ERI K S. JAFFE, CHAI R, FEDERALI ST SOCI ETY

SUBCOW TTEE ON ADVERTI SI NG LAW AND REGULATI ON

MR. JAFFE: Thanks, Bob.
Well, I'lI'l nostly focus on the First Anendnent and only

at the end sort of touch upon the Food and Drug Admi nistration's
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authority in this area because |, quite frankly, find it somewhat
incidental and irrelevant to the First Anmendnent issue.

| think it is an interesting question. | don't think
it's a conplicated question. | think it's a remarkably sinple
question if we assune for a nonent that the information is
truthful. And | don't take Carlos to disagree with nme on that.
| think what we will ultimtely be disputing is the nechanisns
for ensuring truthful ness, not necessarily the consequences once
truthful ness is established.

| f you assune at the front end that it's truthful,
think the First Amendnent question is a slamdunk. The
government has no interest, and | don't nean a little and | don't
mean sone. | mean no interest whatsoever in suppressing truthful
i nformati on about a | awful product. Zero. And that's true
whet her or not that product kills you.

If it kills you nore or it kills you less, it doesn't
make a di fference, because as |long as the governnent lets it be
sold, the initial calculus -- is the cost outwei ghed by the
benefit -- has been nade at a political |evel and that cal cul us
necessarily assunes the answer is yes. Oherwi se, we ban it.

So, having not banned it, the governnment doesn't have an interest

in stopping its use by |awful uses.
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It has an interest in stopping kids fromusing it.

"1l concede that. It's not lawmful to sell to kids. That's
fine.

So, the question then is how do we go about deci ding
whet her the information is truthful. The traditional First

Amendnent answer on deci di ng whether information in the

mar ket pl ace is truthful is to |let the marketplace handl e that al
by itself. The governnent, particularly as a prior matter
doesn't usually step in and regul ate the truthful ness or
non-trut hful ness of clains, and that's generally the case on
nonconmer ci al speech, and there's no good reason why it should
not be the case for comercial speech as well.

If I say ny Mercedes Benz is safer than your Geo Metro,
| don't think really think that I need to run that through NHTSA
to get that checked out. | think we can give Mercedes the
benefit of the doubt on that one, and if it turns out they're
l yi ng, sonebody will sue them particularly if somebody who
bought a Mercedes got into an accident and died. W'Ill sue them
and the market correct itself. That's the normal nechanismfor
dealing with fal se clains that cause consequences.

Just so with reduced-risk tobacco. |If it turns out
that these clains of reduced risk aren't true, sonebody who
switched from snoking cigarettes to chew ng tobacco or to one of

t hese new tobacco products, sucking on nicotine | ozenges,
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whatever it is, will turn around and sue them for having been
exposed to a greater risk. And the courts will take care of that
under appropriate burdens of proof.

The notion, however, that the governnent can inpose a
prior restraint on the statenent of an otherw se presunptively
trut hful anmount of speech, factual speech for that matter, seens
alittle odd in the First Amendnent context, but | actually think
it'"s not viable. That's really, quite frankly, the end of the
First Amendnent analysis as a practical matter.

To overcone, to allow you to get a prior restraint, you
have to come up with sone remarkabl e governnental interest to
justify that, and | don't think it can happen in this case. The
only argunent is that m ght not be true, not that it is
i nherently false, and the consequence of it perhaps not being
true is that sonebody m ght die.

Vell, but that's the consequence of saying that ny
| adder won't slip. That's the consequence of saying these are
no-skid shoes that you're going to wear on your notorcycle.
That's the consequence of saying driving a car is safer than
driving a bike. 1It's the consequence of a lots of things. It's
not unique to cigarettes. [It's not unique to anything, quite
frankly, and it's never before been held to overcone this.

So, the only answer that | see, therefore, that would

get us out of this dilemma is the answer Carlos gives, which is
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the exception to the First Anendnent doctrine about whether or
not you pronote an unlawful activity. The truthful,
non-msleading |'ve dealt with. That's true if it's false, but
usually that's taken care of after the fact.

So, the question is, does this pronote an unl awf ul
activity? Assuming that you're not marketing this on
Ni ckel odeon, | think the answer would be it's lawful to sell it
to adults and it's lawful to sell the product to adults
i ndependent of what clains you nmake about it. That would be the
basic argunent | have to answer this FDA Act thing.

G ven that you can sell it making no clains, the fact
that you turn around and make a statenment regarding its effects
shoul d have zero inpact, and if the Food, Drug and Cosnetic Act
says otherw se, the Food, Drug and Cosnetic Act is
unconstitutional. You cannot get into this little circular dance
of saying it's unlawful because you spoke, therefore you can't
speak, when it would be lawful if you kept your nmouth shut. The
speech itself cannot convert sonething that is otherw se a
protected activity into an unprotected activity.

And | understand that there are lots of instances where
the FDA takes the contrary position. | think those instances,
when they're finally challenged, will fall. The FDA wll not be
able to do that. And the notion that sonethi ng beconmes a drug

merely by a function of your speech rather than by a function of
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its intrinsic qualities strikes ne as a First Amendnent violation
in and of itself.

That being said, | think even as a statutory matter,
there's no question that this is not a drug. There's no claim
that this will inprove your health. The claimis that it is not
as bad as sonething else. So, saying that this will not kill you
as nmuch as the conpeting alternative nakes it a health claim
that it will inprove your health, that it will affect your
health -- they're not saying it gets you high. They're not
saying it makes you feel dandy. They're saying it has less of a
consequence than the alternative product.

If that is enough to make something into a health claim
and therefore make it a drug, it seens to ne that there's no
reason why Mercedes aren't drugs, why any car that advertises we
have an air bag or antilock brakes is not a drug because
certainly those ads say you will have less traunmatic inpact with
ot her vehicles if you have our antilock brakes. You will have
|l ess traumatic inpact with windshield if you have our air bag.

Al'l of those things are health clains that say they wll
alleviate the otherwise fatal or traumatic consequence of using
t he conpeting product.

| don't think any of that stuff even renotely nakes

sonmething into a drug, much like I don't think good hel nets,

advertising that we are DOT approved for safety, nmakes notor

ARTI Transcripts
(225) 389-0016 and wwwe.artitranscripts.com



18

cycle helmets into a drug as conpared to the little egg shells

t hat you see sone Harl ey guys wearing.

So, that's just as an incidental FDA matter. | don't
purport to be an FDA |lawer. | couldn't really care what the FDA
Act says, quite frankly. I'ma First Anendnent guy. And at the

end of the day, as a First Amendnent guy, the FDA Act does not

supersede the Constitution. Wat it clains to do is very nice,
but it's probably unconstitutional if it in fact has the inpact
of regulating sonmething strictly as a function of its speech.

Now, as a final basic problem in terns of why it is
that we don't |ike governnent prior restraints, why the First
Amendnment is opposed to governnment prior restraints, the answer
why we don't |let the governnent suppress information before it
gets out as opposed to penalize it if it turns out to be false
after the fact is that we don't trust the governnment and we have
every reason not to trust the governnent.

The governnment is notoriously inclined to suppress
evidence that violates its little world view, and when evi dence
comes out, what the First Amendnment says is that we give the
public the ability to judge that evidence and let the public
indirectly alter the governnent's world view by voting in people
who share the public's world view, not the other way around by

havi ng t he governnent control information relating to its world
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view and thus suppress that information to the public when it
doesn't like it.

Because we know this is a nassive risk, we don't let it

happen, we shouldn't let it happen here. [If it turns out that
t hese conpanies are lying in their health clainms, they' Il get it
in the end. They'll get it through lawsuits, as it should be.
That's all.
(Appl ause.)

MR LEVY: Qur third speaker is Matthew Myers. Matt
has been with the Canpai gn for Tobacco-Free Kids since its
inception in 1996. He's now President and CEO

Earlier he was a partner as Asbill, Junkin & Myers in
D.C. responsible for tobacco-related matters before the FTC s
Di vision of Advertising Practices, and over the |ast 20 years or
so, Matt has participated in virtually every major national
t obacco-related legislative effort, one of which, the historic
1997 agreenent between the industry and the Attorneys General,
led to the nmaster settlenment agreenent the follow ng year, 1998.

Matt has received nunmerous awards for his contributions
to public health, including the prestigious Surgeon General's
Medal lion fromDr. C. Everett Koop. He has published widely in
heal t h and nedi cal publications, often appears on national news

progr ans.
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He has a B.A from Tufts, a J.D. fromthe University of
M chi gan, where he was awarded the Order of the Cross and served
on the Journal of Law Reform

In 1973, he clerked for Chief Judge of the U S
District Court in Rhode Island.

Pl ease join ne in wel com ng Matt hew Myers.

(Appl ause.)

MATHEW MYERS, PRESI DENT,

CAMPAI GN FOR TOBACCO- FREE KI DS

MR. MYERS: Thank you. 1It's a pleasure to be here.

This is an unusual debate in terns of the fact that the
positions being taken purport to agree on sone |levels, but there
are sone really radical positions that have been offered here.
Let ne try to set the public policy record straight.

No one in the public health comunity believes that
trut hful, non-deceptive, conplete clains should be banned. And
in fact, nothing in the law currently prohibits any tobacco
conpany from maki ng such clains. The tobacco industry is not
governed by the Food and Drug Adm nistration except in the narrow
circunstances today. So, the debate that is currently going on

is not about banning those sorts of clains.
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But what it is about -- and inportantly, what it's
about froma public health perspective -- is ensuring that clains
that are nade are, in fact, truthful, non-m sl eading, that they
provi de sufficient informati on so that a consuner can nmake a
truly infornmed choice, and that the scientific clains are
verified independently. In many respects what this is about is
ensuring that the marketplace is provided adequate information to
wor k and not that tobacco conpani es, because they are essentially
unregul ated, are permtted to nake clains that the consuner has
no way, no conceivabl e way, of independently verifying or
j udgi ng, determ ning what was |left out, what critically was |eft
out, and because unli ke the conparison between the Mercedes and
the Geo, you don't die instantly with tobacco. It takes years
and years and years and years to do so.

Let me cite another nyth. This is not a debate about
whet her reduced-ri sk products that actually reduce the harmfrom
t obacco use are sonething that the public health community favors
or opposes because, with very few exceptions, the public health
community has been at the forefront of trying to encourage the
devel opnent of reduced-risk products, but under a system whereby
t he public can be assured that those products in fact will reduce
the risk of consuners here.

In essence, what it does amobunt to is that the public

health community, for the sanme reasons that we have rul es and
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regul ations clai mng what can be said about food and drugs and

ot her products we consune, believes that there needs to be a
regul atory structure so that the information isn't totally
controll ed by manufacturers whose sole interest is profit-making,
so that there is an i ndependent verification of any scientific
clainms that are nmade by peopl e whose public health interests

out wei gh other interests, where that agency has the right to al
of the informati on needed to make an assessnment about those
clains, and where an agency has sonme control over what is said
not for the purpose of controlling speech, but for the purpose of
ensuring that the marketplace can work.

Just |like we have rul es governing food adverti sing
where one can technically nake a clai mabout chol esterol that
woul d truly be m sl eadi ng about the product's overall risk of
heart, in those circunstances Congress has given the FDA
authority to regulate those clains so that a public that is not
in a position to have the kind of scientific know edge, doesn't
have access to the |aboratory research will, in fact, not be
msled so we won't return to the days of snake oil sal esnen.

Now, there's a very good reason for the application of
those rules and for the skepticismof trusting the tobacco
corporations to make those judgnents for us because we've been
there before. W' ve done this already. Advertising for |low tar

products made bold clains to consunmers about reduction in
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exposure, about you have a choice between quitting or swtching
and how switching was a wi ser choice. It did so with only a

st andar di zed machi ne test about reduced tar and nicotine that had
nothing to do with the actual levels of tar and nicotine the
consuners were receiving.

What was the net result? Well, consunmers believed
those ads and it took decades of epidem ol ogical study before the
Nati onal Cancer Institute was able to say, after 40 years of
study, we now know that the products that have been marketed
under those clainms, in fact, don't reduce the risk of disease.

So, for the tens of mllions of consuners who sw tched, who
didn't have the benefit of any independent scientific agency
reviewing the clains, controlling how that product was

manuf actured to ensure that the product wasn't changed in a way
t hat woul d mean those clains had no real neaning, the net result
was, froma public health standpoint, one of the nost serious

| ost opportunities and tragi c decisions we've ever nade,
literally mllions of people, who mght have quit, sw tching

fal sely believing the ads.

Now, we see an epidemc of it today every bit as
serious as the one we saw under low tar, and it's not just United
St ates Tobacco. Let ne give you several exanples.

Here is a perfectly good one, and you can't read the

print. It's for a product called Omi C garettes. |In the print
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down here, what Omi Ci garettes says is that it's the first
premumcigarette created to significantly reduce -- and it lists
four carcinogens, which it then says are the major causes of |ung
cancer in snokers. Now, there was no |aw that former Liggett &
Myers and now Vect or thought that would prohibit it from nmaking
those clains, and there is no prior approval process despite what
you' ve heard up to this point now.

Now, what is the problemwith this? Wll, the reality
is there are 69 known carci nogens in snoking tobacco products
today. Nobody, not Vector, not Liggett & Myers, not anyone knows
what the health inpact of renoving those four carcinogens are.

But a consuner has no way to know that, no way to know t hat
what soever. There are currently no rules that required Vector
Tobacco fromdoi ng any biological testing. They have no idea
what the consuner is actually going to receive in this product.

There's sonething else that this ad wasn't required to
say. In order to reduce those carcinogens, they added a netal,
magnesium Do we know what the health effect of snoking
magnesi umis? The answer i s no.

Now, U.S. Tobacco's request, seem ngly sinple request,
to the FTC falls into the exact sane category, unproven cl ai ns.
UST takes the position, contrary to all of the governnental
scientific conclusions, that its products cause no harm

what soever. It wants to be able to run ads, allegedly designed
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to di scourage people fromusing tobacco products in any of its
ads for any of its products, including ads |like these, which are
clearly not ads designed to encourage commtted adult snokers to
actually reduce the risk of disease. |Instead, they're clearly
desi gned to expand the narketpl ace.

In short, what we see in this debate is not a debate
about whet her reduced-risk products ought to be encouraged or
whet her the public health community opposes cl ai ns about products
that purportedly reduce risk, but sinply that the standard
governmental rules to ensure the veracity of the clains, to
ensure that they're independently verified, to ensure that other
changes in the product that would increase the risk have been
assessed so that the consuner is given the full range of
i nformation, just as we do for food and drugs so that they can
make that kind of infornmed choice.

If U S. Tobacco wants to nake a claimtoday, there's no
governnental authority that prevents themfromdoing so. Erik is
absolutely right. |If U'S. Tobacco is sure that its claimis
true, it ought to make it and then take the consequences in the
courts, or risk, contrary to Erik's conclusion, that the FDA w |
find that to be a health clai mand nake UST produce the kind of
scientific evidence in this kind of scientific forumthat al
ot her manufacturers have to make in this country today.

(Appl ause.)
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MR. LEVY: «Qur final speaker, John "Jack" Calfee,
earned his Ph.D. in economcs at Berkeley. From 1980 to 1986, he
served at the Federal Trade Comm ssion, worked on consuner
protection policy, including the regulation of cigarette ads.
Later he taught at Maryland University and at Boston University
and spent a year at the Brookings Institution. Jack is a
frequent author of op eds, as well as scholarly articles.

He joined the Anerican Enterprise Institute in January
of 1995. As resident scholar at AElI, he conducts research on
advertising, tort liability and regulation. His 1997 book, Fear
of Persuasion, analyzes issues in advertising, particularly the
effects of cigarette ads. His articles include the CGhost of
Cigarette Advertising Past, which was reprinted in Cato's
Regul ati on nagazi ne, and the Hi storical Significance of Joe
Canel , published in the Journal of Public Policy and Marketing.
Hi s | atest book on rethinking tobacco is going to be published
just as soon as he gets around to finishing it.

Pl ease extend a warm wel comre to Jack Calfee.

(Appl ause.)
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JOHN E. CALFEE, RESI DENT SCHOLAR,

AMERI CAN ENTERPRI SE | NSTI TUTE

DR. CALFEE: Thank you, Bob. It is a pleasure to be
here, an interesting formt.

So, I'Il tell you why | think we need ads for safer
tobacco use, and it's arelatively sinple story | think.

First of all, safer tobacco ads, | guess you would say,
woul d bridge the gap in information about safer ways to use
tobacco to obtain nicotine. Essentially the narket has sone
severe gaps in what people know about the effects of these
products. Essentially what consunmers know is very different from
what researchers know, and advertising would tend to bridge this
gap and bring consuners closer to what the research community has
found out about snokel ess tobacco, reduced carci nogen tobaccos,
snokel ess cigarettes, and of course, filtered cigarettes.

Advertising would tend to overconme what | think is
probably the biggest information gap right now which is about the
health effects of nicotine. | strongly suspect -- and | think
|'ve seen a few surveys on this -- that snokers know very little
about the dangers of nicotine versus snoke itself, and that's a
severe information gap. And advertising as a way to overcone
these gaps is superior to any other nechanism as far as | can

tell, that has ever been devised. Advertising is faster. |It's
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better targeted. |It's nore efficient. |It's easily the best way
to get this kind of information to consuners.

A second reason why we need this kind of advertising is
to i nprove what | guess you would call the information
envi ronnent nore generally, not just specifically information
about the products that are being sold. Conpetitive advertising
woul d tend to focus on the dangers of snoking because that's
where these products have their conpetitive advantage. That
woul d make snokers even nore aware than they are now that there
are problens with the snoke that they are ingesting.

We see this kind of advertising, that is, advertising
t hat focuses on the down side of a product in order to steal
mar ket share, in lots of other markets, insurance, even anong
stock brokers. Shortly after the revel ations about Merrill Lynch
and sone other firnms that appeared to have sone seriously
conprom sed i ncentives, underlying the statenments of their stock
anal ysts, other stock brokerage firms that did not have those
conflicts of interest ran full -page ads pointing out that they
don't have that kind of conflict of interest.

This kind of advertising used to take place in the
cigarette market. It happened especially in the 1950's. It was
al ways in response to new i nformati on about the risks of snoking.
And it has been essentially regulation that tends to danpen and

al nost conpletely exclude this kind of advertising. Basically we
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need nore of this kind of advertising, the fear advertising, the
advertising that calls attention to the dangers of snoking, and
t hat happens naturally in conpetitive markets unless it's

i nhi bited by regul ati on.

Anot her reason why we need this advertising is because
of what you might think of as a second order or downstream
effects of advertising. |[If you can nake a claimthat your
product is safer, you have a greater incentive to devel op a safer
product. This is pretty straightforward. |It's pretty obvious.
We see this in lots of other markets. W see it in
phar maceuti cal s where the FDA regul ates adverti sing.

But | woul d enphasi ze here that this is not just a
matter of better technology. |It's really a matter of better
mar keti ng generally because what's at stake here is not literally
t he ki nds of substances that a person ingests as a result of
usi ng these products, but such things as the ease of use, the
kind of ventilation process that takes place, whether you breathe
deeply or not breathe deeply, taste, convenience, all those kinds
of things are very inportant characteristics. And good
mar keti ng, supported by good advertising, would tend to produce
products that are superior in these other attributes, in addition
to technol ogy, which would greatly facilitate and ease the
process of noving snokers towards | ess dangerous products or even

towar ds products that have no snoke what soever
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advertising could do, that it would do if it were permtted in
these markets. The natural question is, if advertising doesn't
do these things, if it doesn't call attention to the dangers of
snoking, if it doesn't tell people about the relative dangers of
ni coti ne versus tobacco, if it doesn't do all the other things
that marketing would normally do if it were allowed to do so, is
there a replacenent? |Is there soneone else who will do this
thing? And | think the answer is, no, there is not.

A prinme exanple is the information on nicotine and
health. |If you look at the nedical literature, we' ve |earned a
lot inthe last 10 or 15 or 20 years, and essentially what we've
| earned is that whereas nicotine was once thought to be the prine
culprit in snoking, the nain source of danger, we now know t hat
nicotine is fairly close to being harmess. Certainly its harns
are nothing conpared to the harnms that arise fromcigarette snoke
itself. That information has not been dissem nated to the public
even though it's very well known to the public health conmunity,
it's very well known to the Federal Governnent, the NIH and
ot her agenci es.

The informati on about the relative health effects of
snokel ess tobacco versus cigarettes of the radically redesigned
cigarettes, including the cigarettes that do burn tobacco but

they don't produce snoke that's ingested, again has not been
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di sseni nated by the governnent. [It's not been dissemn nated by
nonprofit organizations. So, | think it's safe to assune at this
point that the only people who ever dissem nate that information
in an effective manner woul d be peopl e who are doi ng adverti sing.

Even if you | ook at non-controversial topics, nothing
to do with snoking and health, for exanple, the relationship
bet ween chol esterol and heart disease, once again nost of the
information that's being dissem nated these days is not com ng
fromthe public health comunity, and it's not com ng fromNH or
ot her federal authorities. |It's comng from advertising for
products that reduce chol esterol and therefore prevent heart
di sease.

Then a final point or question that arises, when one
t hi nks about this, is why have we been in this situation? Wy
are we in a situation in which anti-snoking groups are not
telling people nore about the essential infornmation about the
relative risks of different products? And |I think the reasons
are pretty straightforward.

One, their assunption has been that marketing causes
snoki ng, and therefore, the main solution to snoking is sinply to
el i m nate marketing.

The public health community has ganbl ed heavily on
cessation rather than harmreduction. |It's a ganble that so far

has not paid off and probably will not pay off.
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And then, as Matt explained at great length, there is
this instinctive insistence upon conprehensive regul ation and
conpr ehensive controls, the effect of which inevitably is to
freeze technology in place and to freeze information in place and
to forestall the inprovenents that would otherw se arrive.

Thank you.

(Appl ause.)

MR. LEVY: W're next going to give each speaker up to
three mnutes for rebuttal, and to save a little bit of tine, 1'd
like to ask the speakers to remain in their seats and use the
table mkes. W'IIl hear first from Carl os Angul o.

MR. ANGULO Just a few brief points. | think Erik's
overall view of howto deal with these type of products is to |et
t he mar ket pl ace decide what's truthful and what's not truthful.
That really would argue for virtually no regul ati on what soever of
any comrerci al speech, and that's clearly not what the Suprene
Court has determned is the way to handl e commerci al speech.

| f anyt hing, commercial speech has | ess protection than
nost types of speech under our constitutional system and under
the Suprene Court's interpretation of that system And that
woul d be true even if the speech is uninpeachably true. Even
under those circunstances, the courts will ask what is the
governnent's interest in regulating it, is there narrow

tailoring, et cetera. So, that analysis applies even if the
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speech is absolutely and uni npeachably true. It certainly
applies in a situation where you don't really know whet her speech
is truthful or not, as in the context of what we're tal ki ng about
here.

The second point is that the whole prior restraint
theory is one that really doesn't apply in comrercial speech
cases, and the Suprene Court has suggested that and other courts
have held that. A prior restraint is basically an effort by the
governnment to restrict speech before it's even been nmade. In
general, that type of prior restraint is frowed on by the
courts.

However, in conmercial speech cases, the courts have
said the prior restraint doctrine really doesn't apply because
there's no chilling effect on the speaker. |f sonmeone restricts
your speech before you make it, generally you' re going to be
di ssuaded from maki ng that speech in the future. But the profit
notive for commercial speech, the desire of conpanies to nmake the
speech in order to advertise their product, is great enough that
there will be no chilling effect by prior restraint. So, that
whol e anal ysis really doesn't apply in the comercial speech
case.

The third point | think I"'mmaking is to tal k about
speech as truthful neglects the fact that courts have al so | ooked

as to whether the speech is msleading. As Matt was pointing
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out, the fact that sonething is truthful doesn't necessarily nean
that it's not m sl eading because you can say sonething that's
true and | eave out a |ot of other stuff that nmakes the nessage as
a whol e m sleading, and the courts have | ooked at whether speech
is not only truthful, but also whether it's msleading. | think
it's sort of sinplistic to say that truthfulness is a black and
white matter that really courts and regulators don't need to be
i nvol ved in.

The final point I want to nake is just the question of
whet her drugs are different. The first point to make is that a
car is not a drug, even under the definition in the statute,
because a car nakes no clains as to treatnent or mtigation or
prevention of a disease. An accident is not a disease. So, when
you' re tal king about drugs, you're dealing with di seases and not
bad things that will happen to you generally.

The other point with respect to drugs and the points
that Erik nade are that it is not the speech that is illegal in
t he context of whether a drug can be marketed based on certain
claims. The clainms reflect the intent of the manufacturer as to
how it wll be marketed. You can use speech as evidence of
intent without running afoul of the First Amendnent.

| f sonmeone says, |I'mgoing to kill soneone, you can use
t hat speech against them |It's not saying that there's anything

wong wth the speech necessarily. It’'s just saying that it’'s
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evi dence of your intent to do sonething illegal. And, here
again, the speech is evidence of marketing a product as a drug.
And if you intend to market the product as a drug, you are

subj ect to FDA approval. And that is the illegality; it is the
intent to market the drug and not the speech itself.

And | will finish with that.

MR LEVY: Al right. Erik Jaffe, three mnutes for
rebuttal please.

MR. JAFFE: The only real issue that like | said, |
think we're disagreeing on is the procedural nechanismfor
dealing with falsity or m sleadingness. | don't think it nakes
much of a difference there for the constitutional analysis, and
it strikes me that why is it that we have such a grave concern
about falsity in comrercial speech, yet we vigorously protect
supposed falsity, even outright m sl eadingness, in political and
ot her forns of speech.

| actually think that in terns of the consequences of

falsity, the consequences of false comercial speech are

trivial -- trivial -- conpared to the consequences of false
political speech. 1In false political speech, you el ect soneone
who is a philanderer or a crook or a corporate toady. 1'IIl be

evenhanded on the political sides. And you have a disastrous

governnent for four years.
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You buy a product and start using a product, and after
a few years it cones out that that product has effects 40 years
out, you can stop. At the end of the day, even if you drop
dead -- even if you drop dead -- from having used that product --
quite frankly, lots of people die frombad political decisions.
W go to war. W have economic crises. W build dans. W build
bridges. W have |ousy roads. W don't inpose certain
restrictions. W inpose other restrictions. People die from bad
choi ces, and the fact that those choices are comercial doesn't
make a whit of difference.

The First Anmendnent says those risks, the risks of
maki ng poor choices on inconplete i nformation, are worth taking
in a paradigmwhere we get as nuch information out as quickly as
we can, rather than | et the governnent suppress the infornation
until it is satisfied that it has reached a certain critical mass
that it's now bal anced and not m sl eading. That is not the
governnent's task.

As for whether or not the governnment can do that on
food and drugs, like | said, it's nmy opinion, as yet unconfirnmed,
that that won't survive constitutional scrutiny. As to whether
the Supreme Court differs fromnme, | note that | think there's
only been one case in the last 15 years where they've actually
uphel d a restriction on comrerci al speech. They are consistently

getting nore and nore rigorous. | strongly doubt whether the
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comer ci al speech doctrine will survive another 10 years, but
we'll see.

But at the end of the day, it's doubtful that they
woul d ever strike down truthful advertising, a restriction on
truthful advertising, unless it was truthful advertising for an
illegal product. So, it may be true that marijuana makes you
feel good, but no one is going to let that ad run because you
can't sell it. But the nmonent you can sell it, it seens to ne
you can speak the truth about it, and I would be shocked if the
Supreme Court said ot herw se.

That's really all | have to say in rebuttal. At the
end of the day, this just conmes down to who do you trust. |
don't trust conpanies, but | trust the governnent even |ess, and
there are plenty of people to answer the conpanies. There is no
one to answer the governnent when it tells you you nmake not
speak.

MR LEVY: Thank you, Erik. And now we'll hear from
Matt Myers.

MR. MYERS: Let me be quick.

First of all, the governnent isn't telling themit
cannot speak. So, that's a m snoner about what this debate is
about. This debate is, in large part, the difference between
theory and facts. There are real public health inplications

here. W've heard lots of glib statenments about advertising for
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safer products. The only difference is we don't know if those

products are safer, and consuners don't have the opportunity to
find out until literally tens of thousands, if not mllions, of
t hem are dead.

Now, Erik may disagree that the governnent has a role
in actually protecting consunmers and that it can control what is
sai d about a product or, nore inportantly, that it can force a
manuf acturer to disclose information that only it has about the
actual ingredients, conponents of the product that increase the
risk, that it can control how that product is manufactured and
the clains that are made so that the people who have to nmake the
decision are actually provided with conplete informtion, not
i nconplete information. So, in a very real way, despite all the
debating rhetoric -- and that's what this comes down to -- this
cones down to a debate about how do you provide consuners wth
i nformati on so that when they choose a product based on safety
concerns, they are provided the full range of information that
t hey need.

Now, this is a debate that Bob says is, in part,
pronmpted by U S. Tobacco's filing with the FTC. They're a
perfect exanple of a conpany that discloses what they want the
consuner to know and what they don't want the consuner to know.
They canme out with a great deal of hoopla about | ower

nitrosam ne, safer product, only to find that when a State
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i ndependently tested their products, there were a host of very
danger ous conponents in that product that they didn't tell the
consuner about.

VWhat this is about, very frankly, is how does the
governnent step in to ensure that that nmarketplace of ideas is,
in fact, conplete so that consuners can nake choices, so that
when we hold consuners responsible for them they aren't basing
it on the fact that a conpany has chosen not to tell them
sonething that was very inportant for themto know but which
wasn't in the conpany's econom c interest.

So, when Erik says he doesn't trust corporations or
government, but he trusts governnent even less, the reality is
here for tobacco we have solid evidence that when it's only the
manuf act urers who have the information, consuners die and never
have the opportunity to make a truly free and i ndependent and
i nformed choi ce.

MR. LEVY: Thank you, Matt.

For our final rebuttal, Jack Calfee.

DR. CALFEE: So, the crux gets down to the nature of
regul ation. | would suggest that whatever there is you don't
I i ke about the content of advertising clains for cigarettes in
the last 50 years or so, alnobst every objection that anyone can

make can be attributed to the way those clains were regul at ed
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rat her than the way those clains woul d have energed and soneti nes
did enmerge fromconpetitive markets.

The nmeasurenent of tar and nicotine was not invented by
the industry. It was adopted by the Federal Trade Conm ssion.

We had conpeting neasurenent standards until the FTC specified
there would be only one neasurenent system That system wth

m nor changes, has remained fixed for roughly 40 years now. The
systemitself has been used for nore than 50 years. That gives
an idea, | think, of how dynam c regulation of information is
likely to be, if it's regulated strictly by the governnment. If
the FDA were to regulate this, we can assune the regul ati on woul d
be nore stringent and it would go nore sl owy.

Ri ght now, we are faced with the bizarre situation that
public health people are claimng that snoke is inherently
dangerous, that there's nothing you can do to nmake snoke
appreci ably | ess dangerous, or it's very difficult to make it
appreci ably | ess dangerous. But on the other hand, if a product
emits no snoke whatsoever, there's no reason to assume that that
product is probably safer. | think that kind of m nd thing gives
you an idea of how regulation is likely to work.

When | | ooked at the Institute of Medicine report that
cane out recently on how we coul d encourage harmreduction in
this market, if you read through the descriptions of the kind of

regul ation they have in mnd, it's perfectly obvious that the
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regul ati on that people are advocating would theoretically permt
truthful clains, but in fact it would sinply freeze the

i nformati on we have right now because the regul atory standards
are sinply too high.

The specific exanple was a specific proposal that if a
new product wants to enter in the market, it has to do bi ol ogical
testing to showthat it is | ess dangerous than any existing
product. The problemis there are many things other than
bi ol ogi cal testing that woul d determ ne whether or not a new
product is superior, whether it's safer. It mght taste better.
It mght be easier to use, et cetera. The way this nmechani sm
woul d work woul d be new products, better products woul d be
forestalled if there's one product out there that does well in
bi ol ogical testing no matter how badly it does in other respects.
| think that's an exanple of how regulation is being m sconceived
ri ght now and why di strust of conpetitive forces is forestalling
the inprovenments that this market would ot herw se generate.

MR. LEVY: Thanks very nuch to all of our speakers.

We've reserved tine for questions fromthe audi ence.

We have a m crophone. Please wait until the m crophone is
brought to you, and then identify yourself please by nane and
affiliation. Please keep your questions short, no speeches, so
that we can accomobdate as nmany questions as possible. Do we

have any questions fromthe audi ence? Yes.
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QUESTION. Hi. M questionis for M. Mers. | agree
with you that the problemis that it's difficult to determ ne how
safe sonething is wthout a long-term study that could take 40 or
50 years. Now, if there was a product devel oped that turned out
to be nore safe, after all this testing was done, would you
advocate withholding the information that it mght possibly be
safe and thus killing the people who m ght have switched to it
before the study is finished?

MR, MYERS: (Qbviously not. The reality is the public
heal th conmunity has encouraged the manufacture of products that
woul d actual ly reduce risk. What we have said, however, is that
we don't trust the tobacco industry to be the sole arbiter of
that fact and to be the sole determ ner of what tests need to be
done.

The public health conmmunity doesn't advocate waiting 40
or 50 years. It has encouraged the devel opnment of alternate
standards that could be used to neasure whether a particul ar
product woul d actually, based on the best science, reduce the
ri sk of di sease caused by tobacco products. Under those
circunstances, it has always been the public healthy conmunity's
recommendation that, in addition to both activity designed to
di scourage people fromusing tobacco and help themquit, that for
t hose peopl e who continue to snoke, there ought to be

reduced-ri sk products. Oddly enough, it's been the manufacture
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of those products that has prevented the putting in place the
kind of health and safety regul ati ons, separate fromthe speech

i ssues, that would provide the governnent with the ability to
acconplish those goals. Thus, consuners are left in a real snake
oil market. Trust a tobacco conpany that a product is actually
safer wi thout any proof.

MR LEVY: Matt, could we take the UST specific exanple
and ask whether or not you would ban this statenent? They've
asked the FTC for perm ssion to say that snokel ess tobacco is not
a safe substitute for cigarettes, but nmany researchers have
expressed the opinion that the use of snokel ess tobacco invol ves
significantly less risk of adverse health effects than snoking
cigarettes. |Is that a permssible claimin an ad or not?

MR MYERS: | think it's a nore conpl ex question than
that. Sadly UST is the one snokel ess tobacco conpany that has
failed to acknowl edge what all the scientific evidence shows and
that is that its products cause serious disease.

Second, the point of conparison the UST uses in its
petition are to a Swedi sh product that is totally unrelated to
its own product, and when its own product was tested in the
United States, it was found to have far higher |evels of
ni trosam ne and ot her problens that increased the risk.

What the UST petition shows, however, is that we need

t he kind of broader governnent regulation so that broad clains
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can be nade. Snokel ess tobacco products are not safer. There's
no evi dence that snokel ess tobacco products are safer if they're
used as an adjunct to sonebody who continues to snoke. And we
know that in large part that's what happens.

Snokel ess tobacco products aren't safer if what they do
is not discourage adults fromquitting but encourage children to
start, and the data shows that a child who uses snokel ess tobacco
products is three tines as likely to go on to snoke cigarettes.
Even an adult who uses snokel ess tobacco products, there's
virtually no evidence that they use it to either significantly
reduce their snoking or to quit snoking. So, under those
ci rcunst ances, a sinpl e-soundi ng question requires a broader
anal ysis to determ ne whether, in fact a statenment, when nade to
the public, provides truthful informtion.

MR. LEVY: Do you have a comment ?

DR. CALFEE: That's quite a regul atory standard, Matt,
as | understand it, that if you denonstrate your product is safer
in the sense that it causes |less harm that that would not
satisfy you and presumably it would not satisfy the FDA. You
woul d have to prove that the dynam cs of the marketpl ace are such
that after your product enters the market, goes through all the
mar keti ng conpetition and so on, the net result is that the

peopl e who m ght have used sonething el se are not being harnmed as
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a result of nmoving to this product as opposed to quitting or
sonething Iike that.

It would be a little bit like if you were to adverti se
that antilock brakes are safer, but you would not be permtted to
make that claimuntil you have proved that can rule out the
possibility that people will conpensate for that by driving nore
dangerously, know ng that the brakes are safer. | suggest that
is an inpossibly high standard. You woul d never be able to neet
it until such tine as the FDA woul d decide for policy reasons
that they thought the product was a useful one to have marketed.

MR. MYERS: Actually, Jack, we have a coupl e things.
As you know, FDA makes these kinds of determi nations for products
all the tine.

DR. CALFEE: That's good news or bad news?

MR. MYERS: Well, you and | would differ on that,
obvi ously.

First, there's a critically inportant question, and
that is the evaluation of the relative safety of snokel ess
t obacco products depends on the product itself. The Federal
Trade Conm ssion sinply doesn't have the capability or frankly
the informati on because UST hasn't provided themw th all of the
i nformati on.

Second, it does make a difference in how that product

is going to be marketed as to whether or not the governnent
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should give its stanp of approval for the claim That's what UST
is asking. If UST believes that's scientifically truthful and
that it can verify that and defend it in court, as Erik
suggested, there is nothing to prevent them from maki ng that
claimtoday. Wat they want is to do just what you said the
governnment shouldn't do, as it did with the tar and nicotine
testing, and that is put a governnent stanp of approval so that
t he consuner believes the governnent has made an i ndependent
verification. |If UST wants to nake the claimtoday, go trust the
mar ket pl ace, go trust the courts, and we'll see what happens.

MR. LEVY: Should the governnent put a stanp of

approval on needl e exchange prograns or should it restrain from

doing so on the grounds that, after all, if you nake it safer to
consunme heroin, people will consunme nore of it?
MR. MYERS: | have no expertise on needl e exchange

programs. The types of standards that we're tal king about here
for tobacco products are the types of standards that the FDA
applies routinely to other products that are consuned by
Americans today and they take place in an environnment within

i ndustry that has a proven track record of sinply not telling the
whole truth to the American public. The Anerican public

shoul dn't be left defensel ess and shouldn't have to turn to
product liability defense attorneys as its sole nmechani smfor

finding out what the industry knows and has w thheld fromthem
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MR, LEVY: FErik.

MR. JAFFE: Just to be clear about this, it's not |ike
the Federal Governnent has a spotless record of telling people
the truth. 1It's the Federal Governnent that suppressed
i nformation about low tar/high nicotine cigarettes, so the
earlier exanple about |low tar/low nic causing conpensation and
equal harmis an ironic exanple of the real answer being
suppressed, which is people spoke to a constant |evel of nicotine
and shoul d be given low tar/high nicotine cigarettes, which was
squashed by the governnent.

So, the notion that, yes, tobacco conpani es have every
incentive on the planet to lie to you, absolutely, with the one
check being that if you catch them you' re going to sue them
until their heads spin. That's fine. That's the way every
product is. In fact, that's a bigger check than the check that
you have agai nst politicians who have a nuch greater inpact on
your life and a nmuch nore devastating inpact on the country
because you can't sue politicians for lying to you at the end of
t he day.

So, the question is, do we trust tobacco? No. But
there is no consuner on the planet that doesn't now know t hat.

If they didn't know it in the 1950's because they thought
Ameri can business was pure, well, great. Let the folks in the

1950's tal k about that, but today we all have a healthy
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skeptici smand what we don't have is a healthy skepticismof the
governnment. So, what the government has suppressed fromthe
public, which is that nicotine is not anywhere near has harnful
which is the answer that snokel ess tobacco, while killing you and
whi | e havi ng carcinogens, is still |ess harnful than snoking,
which is all anybody really wants to say at the end of the day,
that is just incontestable, yet we won't let it out because we
haven't satisfied sone ridiculously high burden of proof.

MR. MYERS: Let's be perfectly clear here. Facts do

matter.

MR. JAFFE: Yes, they do.

MR. MYERS: Wit just one second. The Federa
Governnment is not the sole possessor that information. [|f UST

wants to put out it's information, it's free to try to do so, and
the sane thing was an argunment with regard to the relative risk
of low tar/high nicotine cigarettes. The Federal Governnent
didn't suppress that information.

MR. JAFFE: |t suppressed the product.

MR. MYERS: [|f a tobacco conpany had information that
that was true --

MR. JAFFE: |t suppressed the product.

MR. MYERS: It did not suppress the product. |If the
t obacco conpany wanted to produce the product, it could have

produced it.
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MR. JAFFE: They couldn't have sold it. They could
have put it in a warehouse.

MR. MYERS: No, that's absolutely not true.

MR. JAFFE: It is true.

MR. MYERS: That's sinply a factually inaccurate
statenment, just like --

MR, JAFFE: You're w ong.

MR. MYERS: Just like the statenent that Jack said that
the only reason the tobacco conpanies didn't conpete on safety
was the federal governnent. 1In fact, the tobacco conpani es own
docunents show they didn't conpete on safety because they agreed
not to conpete on safety. There was nothing in the federa
governnment that woul d have prevented them from doi ng so.

MR. LEVY: That story does not hold up --

MR. CALFEE: There's one point | think nmaybe we can al
agree on. The real issue is who's going to regul ate these
clainms. Right now the FTC regulates them and |I too |like Matt am
curious as to why UST is going through petitioning the FTC rat her
than sinply making the claim but | suspect the notivation has to
do with the issue of who's going to regulate the claim WII it
be the FTC or will it be the FDA? | think we need to bear in
mnd there are lots of risky products that are regul ated by the
FTC and these are products that involve a great deal of technica

informati on. Hospital advertising is regulated by the FTC
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Doctor advertising, |aser surgery is regulated. Al that
advertising is regulated by the FTC. The idea that if it's
risky, the FTC can't handle the advertising | think is totally
i naccurate.

MR. LEVY: Let's see if there are any other questions
fromthe audience. |In order to conserve tine, we may have to
di spense with the answers.

(Laughter.)

MR. LEVY: The second row.

QUESTION:. | have a question for M. Angulo. You had
mentioned during your presentation on if sonething is a drug, it
woul d be a chilling effect on the marketplace if you could nake a
claimand then just say "not verified by the FDA." Wen you go
to health food products, there are tons of herbal suppl enents,
things that purport to help you |l ose weight, be nore nentally
alert, ward off cancer, all of these clains, and they all have
this claim"not evaluated by the FDA." Are these products not
under the sane regul ation you're tal king about? Wy is it any
different froma tobacco conpany saying here's a product, it's
i nherently harnful, but we think it mght be safer, this claim
not eval uated by the FDA?

MR. ANGULO. There are sort of several answers to that.
The first is that dietary supplenents are under a separate

statutory schene.
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The second is if a dietary supplenment, though, does
make a health claim it is regulated as a drug. It can say
certain things, but it can't say, you know, helpful in treating X
di sease or Y disease or hel ping curing or preventing these
di seases. So, to that degree, any statenent that a dietary
suppl enment makes, it would be regulated as a drug and | think for
the very reason that we don't want these products to be nmaking
cl ai rs about di seases w thout soneone scrutinizing those
i ndependently.

The idea that the public can assess whether a statenent
of that sort is not msleading is sort of odd in the sense that
they're the ones who are going to be msled by it. Mybe after
decades of evidence that sonething is bad for you, you determ ne
that, yes, it was msleading, but at what cost do you reach that
concl usion? The whol e point of having sonmeone scrutinize it
i ndependently prior to those statenments being dissem nated in the
mar ket pl ace is a critical feature | think of the current regine
and is one that makes a | ot of sense under the circunstances, and
is certainly not inconsistent with the First Amendnent.

MR. LEVY: In the back row of the front section.

MR. VERHI : Richard Verhi, U S. Snokel ess Tobacco
Conpany.

Matt has mi sstated our position on a nunber of itens,

and | agree with Matt that facts are inportant. For those people
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who want the facts, our request to the FTC is avail able on the
front desk, and | urge you to read it.

But | do have one question for Matt. Assum ng that the
manuf acturers, either voluntarily or otherw se precluded from
maki ng these conparisons, as you know, a nunber of your
coll eagues in the public health community do agree that snokel ess
tobacco is significantly reduced-risk. Do you think the public
heal th community has an obligation to dissem nate the
i nformation?

MR. MYERS: | think the public health community
currently does its very best to provide those who cone to it for
information in its literature, the nobst accurate scientific
i nformati on about all tobacco products that it has in its
possession. So, the answer to you is we do our very best to tel
the truth about what we know.

DR. CALFEE: What does that mean, Matt? You |ost ne
there. Hi s question is whether or not you are di ssem nating
i nformation. For exanple, does your organization nake it easy
for children to understand that if they're thinking about
snoking, that they'd be a lot safer if they used a snokel ess
pr oduct ?

MR, MYERS: Wiat it does nean is that we provide, both
on our web site and in separate information, the nost accurate

scientific informati on based on what the CDC, the National Cancer
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Institute, the Surgeon General, and the other recognized
organi zati ons have said about the relative safety of different
t obacco products. And we do that for snokel ess tobacco. W do
it for cigarettes, and we take people straight to the best
governnental information that's available, including for these
products.

MR. LEVY: Al the way in the back.

MR. SWANSON: Janes Swanson fromthe Cato Institute. |
have a question for Carl os.

To get back to the Constitution, you said that the
Supreme Court disfavors conmerci al speech, but you al so said that
"our constitutional systent disfavors comercial speech. G ven
that the First Amendnent says "freedom of speech," period, and
doesn't make any qualification, | wonder what you neant when you
said that separately fromthe Suprene Court, our constitutiona
system di sfavors free speech?

MR. ANGULG | think | just nmeant that the Suprene
Court has held that comrercial speech is disfavored. | don't
think I neant to draw any earthshaki ng concl usi on between our
system and the Constitution.

MR, LEVY: Wuld you agree with the Suprene Court in

that respect, that commercial speech should be subjected to a

di fferent standard than, say, political speech?
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MR. ANGULO | think there are some very significant
differences. | think the distinction that has been suggested, if
not drawn, by the Suprene Court regarding prior restraint
doctrine, for exanple, makes a |ot of sense. |If you are
subjected to a prior restraint, in a lot of different contexts
you are clearly going to be chilled from nmaking the statenent
that has been restrained. |If you are a conpany that stands to
make millions of dollars off of a product based on its
advertising and soneone says, well, first you have to go through
certain hoops before you can nake those clains, | don't think
there will be any chilling effect or very little chilling effect
on those conpani es given what's at stake. So, | think there are
certainly significant distinctions to be drawn between comercia
speech and ot her types of speech.

MR LEVY: Is it comercial or political if you
advertise a political book, or if you advertise an event for a
political purpose for which there's sone adm ssion or a political
fund raiser? |If you broadcast information about a political fund
raiser, is that conmmercial speech in the sense that there's going
to be sone econom c transactions taking place or is it political
speech in the sense that its purpose is to advance the el ectoral
prospects of one candi date?

MR. ANGULOG |'d probably have to think about that. |

don't know. It has el enents of both.
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MR. MYERS: Fortunately, Bob, that's not the subject of
t oday' s debate.

MR LEVY: Well, no, the separation between comrercia
speech and political speech and the different standards that are
applied to both are certainly a part of today's --

MR. MYERS: | nean, the notion, the sort of continued
drawi ng of the parallel between comrercial and political speech |
think is alittle tricky in the sense that the political system
t hat has been very wi sely drawn up by the Foundi ng Fat hers
creates a |ot of checks and bal ances within the systemthat would
prevent any individual's nmaybe deceptive speech to cause too nmuch
damage perhaps. Certainly there are not quite that many checks
bet ween an advertiser and a consuner necessarily.

MR. LEVY: FErik.

MR. JAFFE: The two distinctions between conmercial and
political speech are curious, particularly in this context in
that they don't hold up. Health clains about tobacco products
have been chilled. They've been radically chilled because no one
iswlling to take the risk that the government will decide it's
i nproper speech and ban their product entirely. So, the owner is
willing to take the risk that the speech will suddenly convert
theminto a drug, which is what Carl os suggests it m ght do, and
get their product flat out banned rather than really the speech

banned.
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And also it doesn't chill the speech. It suppresses it
flat out if you never grant approval. The glory about a prior
restraint of this sort is it's not nerely pass it through and it
gets a pro forma stanp of, okay, we've seen it. It never gets a
stanp of okay. It doesn't get a stanp of okay until the studies,
as many as we want and for as long as we want, get done, and that
obvi ously suppresses the speech that is being previously
restrained.

As for whether there are secondary checks on the
truthfulness, | think the check is in the room M. Mers has
every incentive on the planet to tell people that these conpanies
are full of it, as do lots of other public health advocates, and
they do at every opportunity. And that's a good thing. [|'m not
saying that's a bad thing. | think you should get up and | think
you shoul d say these guys have their science comng out of their
ears, and this is all nonsense, and the governnment frequently
runs its own studies to do that as well.

So, the check is there, and in some ways it's far nore
effective because a lot of noney is at stake and conpeting
products wll check each other. So, snokeless tobacco will tell
you that cigarettes are terrible, and there's the check right on
its own side. And the guys who nake Nicorette will tell you it
all sucks. Use Nicorette instead. There are plenty of checks in

t he mar ket pl ace.
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MR. ANGULG | just want to add that the FDA s approval
regine, as far as | know, has not been chal |l enged under the First
Amendnent, and has certainly not been rejected under the First
Amendnent .

MR. JAFFE: That's true. Not yet.

MR. MYERS: There's another inportant correction too
and that is if a cigarette nmaker makes a health cl ai mand FDA
steps in and says you can't nmake that claim it doesn't ban the
product. It bans the claim Now, there are sone kinds of
products that are not traditional tobacco products, for which a
di fferent conclusion may be reached. But, for exanple, Omi
Cigarettes, the ad | showed you during the debate. |If the FDA
were to decide that was a health claimand was forbidden as a
health claim the net result would not be a prohibition on the
sal e of the product, but a prohibition on the claim

MR. JAFFE: The sanme thing with nicotine water?

MR. MYERS: N cotine water is not a traditional tobacco
product, as you know, Jack.

MR. JAFFE: Okay, but in that case it's because they
banned it --

MR. MYERS: A totally different debate because nicotine
is not approved as a food additive. Therefore, to the extent
that water is regul ated, under those laws it wouldn't be there

and because there is no tobacco in it. It is not a traditional
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t obacco product. And nicotine is a regulated drug in all other
forms in all other circunstances. So, the sane is true as if
they try to put nicotine in your chocolate bar, that it would be
regul ated by the FDA. It has nothing to do with the debate we're
havi ng t oday.

MR. JAFFE: Ckay, but if UST goes ahead with their
clains, as you suggested they should, and if in response to that
you were to petition the FDA to assert jurisdiction, and if your
petition were granted, are you suggesting that all that would
happen is that UST woul d be asked to end their clainms? The FDA
woul d not attenpt to regul ate the product --

MR. MYERS: |f they nade the clains surroundi ng one of
their traditional snokel ess tobacco products, that's all that
woul d happen, and you know that as well as I.

MR. JAFFE: OCh, no. Actually it was a serious question
because | thought the FDA at that point would say that this is a
m sbranded drug and you need to take it off the market and file a
new drug approval .

MR. MYERS: No. They would say that that claimturns
it into a drug, and you can't that claim But just as UST is
currently marketing its products w thout those clains, they'd be
al l owed to do so.

MR. JAFFE: So, in the case of cigarettes, when the FDA

sought regulation a few years ago, if all clainms had ceased, then
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t hey woul d have abandoned their attenpt to regul ate the product?
That was not ny under st andi ng.

MR. MYERS:. The assertion of regulatory authority at
that tinme was not based purely on clains, but that's different
than the current circunstances. There they nade a concl usi on
with which the Suprenme Court ultimtely disagreed, which is that
gi ven what we then knew about the intent of the industry with
regard to nicotine, that it fell within the category of drug and
medi cal device. The Suprene Court said that's not what Congress
had i ntended, and so it's a quite different situation than you
have today.

MR. LEVY: For those of you who didn't follow quite all
of that, the Suprene Court did say in Lorillard v. Reilly in June
2001 that the FDA could not regul ate tobacco products as a drug.

We have tine for one nore question.

MR. KAZMAN. My nane is Sam Kazman. | work with
Conpetitive Enterprise Institute. | have a question for both
Matt and/or Carl os.

I f you take the UST proposed claimthat Bob Levy read,
whi ch you find unacceptable, is there any governnent discl ai ner
what soever which, if it acconpanied that claim would render the
ad acceptable to you? And don't you, under the Suprene Court's

decision this past May in Western Medical actually have an
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obligation to test out disclainmers in order to find whether
they're effective or not before you reject that possibility?

MR. MYERS: | assune you're not asking ne that question
as a private citizen. And the answer | would give to you is it's
not a decision that | as a private citizen have adequate
informati on to nmake precisely because you would, as you correctly
said, want to test out disclainmers in a format to find out how
consuners were interpreting the information in order to arrive at
a conclusion that was both truthful and pronoted the public
heal t h.

MR. ANGULO. Yes, | agree. | think the idea of
di sclaimers has certainly been bandi ed about in a nunber of
different cases as a way of dealing with comrercial speech,

i ncludi ng the case you nentioned. At |east one court, the D.C
Circuit, in one case suggested that while disclainmers mght be an
appropriate neans of dealing with this issue, in the dietary
suppl ement context, for exanple, the drug context was different,
and it sort of exenpted the drug context fromthat analysis.
Nonet hel ess, the idea of disclainers is certainly one that should
be consi dered, but obviously any disclainmer that is included

i nstead of sonme other kind of regulation needs to be subjected to
a great deal of reviewin order to determ ne whether it would be

effective as a neans of protecting the public health.
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MR LEVY: I'msorry. W are out of tine. | want to
make one very quick correction. | gave you the wong nane of a
case. It was not Lorillard v. Reilly. It was FDA v. Brown and

W lianmson Tobacco Conpany in which it was determ ned that the
FDA woul d not have jurisdiction over tobacco as a drug.
We hope that you will be able to join us for further
di scussion and a buffet lunch upstairs in our w nter garden.
Bef ore we adjourn, please let's thank Matt Myers, Carlos Angul o,
Erik Jaffe, Jack Calfee for a lively and informative debate.
(Appl ause.)
(Whereupon, the Cato Institute Policy Forum was

concl uded.)
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