
I resiLlent Obama hacl not evcn signecl the FDA bill when

lJ ttt. filst criticlt voices were raisecl Public health aclvo-

I cxtcs were clisappointect and claimecl the bill in its pre-

sent form wolllcl perpetuate the m''th that there are "safer" ci-

garettes while , at the same time, it bans new smoke-free alter-

iotirr.r, sr.tch as Sweclish-stylc snus, aucl will mislead con-

sllmers into belicving that they are as hazardous as cigarettes'

ctcspite proof that they are not A filrther criticism was that'

.rn.i.r the new law, tobacco-free prodtlcts' srtch as electlonic

cigarettes, will be prohibited, too'

t>ih.r gr.r,rps went flrrther' T'he Association of National Ad-

vertiserc, together with, amongst others' the American Civil

Liberties tjnion, callecl the FDA bill "unconstituti()nal" FDA

oversight of tt>bacco will also incluclc rcstrictions on market-

ing arxl sales to youth; a ban on ail otltcloor tobacco adveftis-

ini within 1,00o feet of schools ancl playgror'rncls; a ban on all

relaining tobacco-brancl sponsorships of spoft aud ente rtain-

me nt events, as well as on giveaways of non-tobacco procluctli

with the pttrchasc of a tobacco proclttct: It will linit advefiis-

ing in pr.rblications with significant teen readership' as well as

n.r',Anul: anct point-of-saie aclveltising, except in acltllt-only fa-

cilitics, to black-ancl-white text only Advertiset's ancl other en-

tities claim that these restrictions violate the First Arnencl-

mentt()tlreUSconstitutioll,therightoffiecspeeclr,arrcl
threaten to tile a l:rwsttit.

Sr.rpporters of the legislation, however, say they clraftecl the

law careftrlly to cornply with the First Amendment; and ac-

or..fi"g a f;gnf ""p.ttt, 
commercial free speech is not an ab-

solute right. There are clcar limits' lbr instauce' on false actvcr-

tising ancl on promotioll of illegal activity However' the issue

g.,r-. tonr. complicatecl if the aclvetising is both truthftil

in.l .unc.rns a legal activity, likc smoking by adttlts'

Outsicle the Unitecl States, it was the Inclotlesian kretek inclus-

try that was not exactly happy with the rcw IJS tobacco legis-

laiion. With the exemption of menthol ancl tobacco' the FDA

bill will ban thc ttse of flavottrs in tobacco proch"rcts' which

mcansthatlncklnesiankrctckstrrclovecigarettesarealtnost
certaintobebatrnecl.Inrecentyears,clcrvccigaletteslravebe-
come increasingly popular: in the Unitecl States; about 20 per

cent of Inclolcsia's [lSD 500 rnillion kretek exports go to the

LIS each year. Guclang Garam, Inckrnesia's second{argest ciga-

rette maker ancl thc coLll1t1y's biggest kfetek exporter' conld

beparticularlvaffccted-ithasafactoryinSoutlrAtnet.icafor
thecorrtinentalmarket'Indonesiantlaclc<lflicialshave
pointecl otlt that a ban o1t cloves bttt not menthol was clis-

criminatory;tlrcynowthfeatentoc<;mplainttlthe.Wtlrlcl

ln essence

Waxman/Kennedy bill was signed into law on 22 June 2009

Critics argue that the bill violates cigarette manufacturers'

right to freedom of sPeech

lndonesian kretek manufacturers see their export business

endangered
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Trade Organisation.

Larger warning labels

The bill, HR 1256/3 982, also known as the Waxman/Ken-
nedy bill, experienced strong opposition even before it went
to the House and Senate. It was supported strongly by philip
Morris USA, raising concerns among competitors and critics
that it might cement PM USA's market leader position. Others
thought the FDA was not the right body to oversee tobacco
product regulation, favouring the Department of Health and
Human Services (DHHS) for the task.
On 11June 2009, the US Senate approved a slightly amended
version of the Waxman/Kennedy bill in a clear 79_L7 vote.
The following day, the House of Representatives vored 307 to
97 to approve the bill, and on ZZ June, president Obama
signed it into law.
The most significant change to the original draft was the size
and nature of the cigarette health warnings. Being-btrrently
relatively small by global standards, under the FDA bill they
will be required to cover the top fifty per cent of the front and
rear panels of the pack. In addition, within three years a com-
ponent of the warning label must include ,,colour graphics de.
picting the negative health consequences of smoking,,.
Tobacco analysts said they did not believe that the FDA to-
bacco regulation would have an adverse impact on the US to-
bacco industry's overall operating results.

Stefanie Rossel

special

The FDA tobacco Uill at Jglance r
The Family Smoking Prevention and Tobacco Control Act (HR

1256/5 982), also known as the FDA bill, will:
) Require tobacco companies and importers to revealall product
ingredients

) Subject new tobacco products to pre-market review, similar to
a new pharmaceutical product

) Allow the FDA to severely restrict advertising. including a ban

on magazine and point-of-sale advertisements
) Allow the FDA to create product standards for cigarettes, such

as tar and nicotine levels, but it cannot reduce the nicotine level

to zero
) Allow the FDA to change tobacco product content to protect
public health
) Allow the FDAto issue public warnings, or even recalls of ciga-

rettes
) Sets standards for so-called modified risk tobacco products
) Create larger, more "informative" health warnings
) Ban all flavouring other than tobacco and menthol
) Ban labelling cigarettes "light", "mild", and "low-taf
) Establish a tobacco products scientific advisory commiftee
) Charge tobacco companies annual per.pack user fees, based

on sales, to pay for the oversight.

Threat to American-blend cigarettes
When it comes to organisational infrastructure, with its FDA

regulation of tobacco, the US is now approaching a scale not far
short of that already in place in Canada. But Canada is still a step

ahead of the US; and its latest move in tobacco regulation re-

cently annoyed its southern neighbours. On 17 June 2009, Bill

C-32, an amendment to the Tobacco Act, passed the House of
Commons in Ottawa. Canada, on its way to becoming law. The

bill is a burning fuse as far as trade relations between the US and

Canada go. lt bans the addition of certain flavours and additives
marketed largely to "vulnerable" children and juveniles, As such,

the basic idea is in line with the thinking behind the US FDA to-
bacco bill and both bills also exempt mentholfrom the ban. How-
ever, a look at the ffvg list of banned flavours and additives in

the Canadian amendment came as a massive shock to US tobacco

growers in Virginia, Kentucky and Tennessee,

Nearly all the additives used in American-blend cigarettes to
cofer the harsh taste of Burley are on the list, virtually banning
the great majority of US cigarette exports into Canada. Although
Canada is a Virginia-dominated market, with American blends

troldlng less than one per cent market share, US farmers are wor-
rfbfabout the effect the ban would have on other countries, es-

pecially at a time when US growers are trying hard to increase

exports, because of lower domestic demand. lt is worth bearing

in mind here that 85 per cent of the 91 million kilograms of US

Burley are already being exported. Feelings in the US are that the

Canadian amendment has gone too far and contravenes both
WTO and NAFTA trade agreements. (wmc)
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"Benef icial
fewer than

effects will be

anticipated"
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Dr Adrian Payne is managing

director of Tobacco Horizons,

an independent company that
offers consultancy services on

tobacco and nicotine regu-

lation. Previously, he was
head of international public
health and scientific affairs at
British American Tobacco, and
prior to that, head of corpor-
ate, social and regulatory af-
fairs. Before joining BAT, Dr

Payne held various senior
management positions in the
pharmaceutical industry,
namely at GlaxoWellcome in
the UK, ltalfarmaco in ltaly
and Jouveinal/ Parke - Davis

in France, where he was direc-

tor of pharmacology.

While at BAT, Dr Payne played

a key role in the development
and initial test marketing in
2005 of Swedish-style snus in
Sweden and South Africa as a

response to suggestions from
some involved in public health
that snus might be a useful
tool in tobacco harm reduc-

tion.

TJI interview with Dr Adrian PaYne

TJI: Dr Payne, can You Please comment

on the FDA bill regulating tobacco pro'
ducts, or Family Smoking Prevention
and Tobacco Control Act, as signed into

,law by President Obama on 22 June?

Dr Adrian Payne: This event represellts
thc culmination of tcn years of lcgis-

Iativc clkxts by individuals and public
l-rcalth grot4rs t() gct such a bill on the
strrtutc b(x)k, so 1,ou have to givc thcm
clcrlit firl their perseverance, even if
1'(}tr rnight not agfce with thc final out-
cornc. What the bill ckres, is givc the
Itl)A rcg,ul:ltory authority over thc
munulactuling ancl marketing <lf to-
bacco 1;roclucts in the US. So, in es-

sencr, it t'olls back the clock to the as-

se ftion ol irrriscliction over tobacco ptr-
rlucts that the FI)A inirially claimecl in
1996. Whcrr cl-rallcngccl by thc tobacc<r
incltrstrl,, this asscrtion was invalidatccl
b1' thc courts in 2(XX), on the basis that
thc Fl)A hacl ovcr.stcpped its rcgulatory
authoritl,.
(iivcn thc F-l)i\ ltill's long gestation peri-
ocl, it's not reJlll' sr-u:prising that man1, of
its provisitxrs, in par.ticular those relat-
ing to bans antl r.rstrictions on aclvertis-
ing ancl youth acccss, ck>sel_v replicate
thc oliginal I;l),\ r.ulc that was issuecl
back in 199(r. I k rq'e vcr, there ar.e many
inlpoftnnt ncw provisklrs in the bill.
'I'hesc incluclc the 1;rohibition of the usc
of clcscril'rtors such as ,,light.', .,milcl"

a1lc[ "krw tar'", an<l the trse of fir-rit or
sweet tlavourings, iqlcluding cloves, but
c()ntrovcfsially, rtot menthol. .fhere is
also provisiorr firr biggcr waming labcls,
inclucling pictor.ials. 'I'he FDA will have
thc powcr to recluir.e changcs to pf()-
cltrcts that rcrluce thc lcvels Of nicotine
ancl othcl constitucllts that ar.e poten_
tially hantlful. Having said that, thc FDA
canllot rerFrire that [icotinc levels be re_

clucccl to zero, llor c:rn it ban thc sale ot
tobacco proclucts entirelv. Fur-
thermolc, there is a key lecluilement
that cornpanics that clevelop potcntially
less harmful t<lbacco products provc
any clairns that thcy might make about
thcse proclucts bctore obtaining author-
ity to market them. Taken at face value,
this rccluirement might seent to be com-
nlon scllse. tsut there has bcen, ancl still
is, a krt of controversy about exact[],
how anv such claims rnight be provecl to
thc satisl:tction of tlrc cxarniners con-
ccLncd. Certainl)', the bar seerns to havc
bcen set very high lirr companies to bc
ablc to approach this requirement with
any real c<xrfklence of ultimatc success,

an<l I dor-r't think this sen/es thc best in-

tefcsts of cither crtrfcnt or hrture to-
bacc<l consunrers.

How will it shape the future of the to-
bacco industry in the US?

Even more controversial is that the pass-

agc of this latest FDA bill through the LIS

C<lngress hacl tl-re cndorsement and sup-

1'rort of thc largcst tobat'co company in
thc US; Philip Morris. rVhilst Philip Mor-
ris rcportedly says it supports the bill be-

causc it woulrl rcntovc ullccrtaillt)' rc-
garcling tobacc<; regulation, othcrs
qucstioll this motive, with some com-
mentators going so far as to call thc bill
the "Marlboro Mon<rpoly Act". It's in-

fbrmative thnt somc rival LIS tobacc<r

companics have opcnll' acknowleclgcd
that the reducccl ability to communicatc
with l>otential customers may givc Phil-

ip Morris a competitive eclgc by locking
thc rnarket in favour of the ckrminant
player. Based on what has happenecl in
othcr markets where advcrtising restric-
tions have been intfoclucecl, I think this
is a iustifiatrle concern. But much will

;
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depend on the specifics of detailed
regulations on retail sale that the FDA

now has the job to establish, and it will
be some time before these regulations
are finally published. Also, it can't be

guaranteed that some ofthe bans and re-

strictions on marketing and advertising
in the bill will survive likely court chal-

lenges on First Amendment grounds.

industry, I think the mindset requirect to
sign off on whether new meclicittes are

safe and effective is very diilerent from
that required to evaluate the public
heath impact of products that, whilst
being potentially less harmful than
those cuffently on the market, would
nevertheless likely still pose a signifi-
cant hazard. Also, there are some who

noriry belibve that if will result in a pub-

lic health clisaster because of an frnplicit
stamp of approval'that tobacco com-

panies might gain by operating under

the oversight of FDA regulation. My be-

lief is that the claimed beneficial effects

will be fewer than anticiPated, but
could have been very much greater if a

more rational approach had been taken

But irrespective of the eventual out-

come on this score, I wouldn't be sur-

prised if there is further consolidation in

the US tobacco industry, particlllady
when it comes the to smaller players,

simply owing to the increased cost and

complexity of doing business under the

provisions of the FDA bill,

What do you think are the bill's short'
comings?
lVell, I have already mentioned the con-

tentious issue of how companies might
prove any claims they might want to

make about less harmftil products. I
think the provisions in the bill that re-

late to this will uncloubtedly make it
more difficult, if not imPossible, to

bring less harmful tobacco products to
market. This to me is a, f not tbe, major

shortcoming, and I'd like to come back

to this point later. Also, whilst I respect

the view of those who believe that the

FDA is the appropriate agency to have

the authority over tobacco regulation,
I'm not so sure they're right. Based on

my experience in the pharmaceutical

believe the FDA is already overstretched
with its existing commitments and so

would not be able to handle being given

responsibility for another area. So, on
balance, I think that maybe a better sol-

ution might have been, as was proposed

by an altemative bill, to set up a separate

agency within the US Department of
Health and Human Services @HHS)'
But that's a bit of a moot point now and

I hope that the not insignificant ttser

fees the industry will have to pay to sup-

port the new ftlnction within the-FDA

afe put to good use.

How efficient can the bill be?

As for whether the bill will be effective
in ils' 'statect objectives of reducing
youth uptake and death and disease

caused by tobacco products - well it's

been clear for so'me time that there are

basically two schools of thought on this.

One, to which the overwhelming major'
ity ofpublic health groups that backed

the bill not surprisingly subscribe, is
that it will have a major beneficial im-

pact. ln contrast, a small, but vocal, mi-

when cralting the harm reduction ele-

ments of the bill.

lf you rank the tJS in a world tobacco

regulatory ovenriew, where will FDA

regulation of tobacco produds put it?

It depends on whether you assess the
situation in terms of the scope and im-

pact of regulation or in terms of the size

of the organisational infrastructure that
underpins the development of regula-

tory policy. In some areas, notably ad-

vertising, the regulatory measures that
the FDA bill mandates undershoot those

measures recommended by the IVHO
Framework Convention on Tobacco
Confol (FCTC). In this context, the
provisions of the FDA bill also fall short
of more extreme initiatives, like the ban

on retail displays that have been im-

posed in some countries. I'm not con-

vinced by the evidence that such bans

have any impact, far from it, but it's an il-

lustration of where the leading edge of
tobacco regulation is currently perceiv-

ed to be by the tobacco control com-

munity.
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rMren it cofiies to organisational infra-

stftlcture, by giving authority to the

FDA, the US has ioined the same league

as countries like Canada and Brazil,

which through Health Canada and AN-

VISA, respectively, have similar execu-

tive structures for informing tobacco

regulation. Despite my misgivings as to

the FDA being the appropriate agency

within the US DHHS for regulatory over-

sight of tobacco, I think this is a good

step, in that it would imply a more trans-

parent and rigororts approach than

might otherwise have been the case if
the bill hadn't been passed. Bttt there is

no liuarantee of this and tlntil the new
FDArftrnction is up and nrnning, it will
be hard to iuclge if this is true or not.

Quite often developments in the US set

the pace lor many other countries - in
howfar do you exped FDA regulation of
tobacco products to affect other tobacco
legislation?
I think the passing of the FDA bill might
well spur other countries into accelerat-
ing their own progralnmes of tobacco
regulation. But I'm llot sure it will in-
fluence the actual content ofthese pro
grammes. It's the FCTC that is currently
driving national tobacco regulatory
agendas, rather than anlthing that is

happening in the US, other than per-
haps tobacco litigation. So I think any
external impact will be somewhat li-
nrited and I'd inclucle arry influence on
the EU Tobacco Product Directive in
this assessment. However, the situation
could change if the FDA bill results in
the development of clearguidelines and
realistic benchrnarks for the devel-
opmeflt of less harnftll products. lf this
were to be the case, I woulcl hope that
other countries might consider adopt-
ing them. There is a precedent in the in-
ternational harmonisation of testing
requirements for novel phannaceuticals
and there is a lot to be learnt from that
particular process.

What does FDA regulation mean for to-
bacco harm reduction and product inno-
vation?
Specifically, an application for the ap-
proval of any claims that a newly devel-
oped product might be less harmful

would have to take into accornt the
risks and benefits to the population as a

whole, inclucling users and nonusers of
the tobacco product. This includes (a)

the increased or clecreased likelihood
that existing users of tobacco prodncts
will stop using such products, together
with (b) the increased or decreased li-
kelihood that those who do not use to-

special r

ancl scientilic knowfedge. From a,pro
duct standpoint, ex4mples are th€ re-

cent US launch of low-nitrosamine
smokeless-.tobacco products, such as

Swedish-style snus, othernovel forms of
more user-friendly smokeless tobacco
products and the increasing popularity
of non-tobacco nicotine-containing pro-
ducts like e-cigarettes. I think most pub-

bacco products will start using such
products. Fair enougdr, you might say,

given the undeniable negative impact of
tobacco use on public health. Con-
versely, it's very hard to see how this
kind of information can be derived be-
fore putting a new product on the mar-
ket, because a lot will depend on con-
sumer reaction. However, I do agree

with the requirement for post-market-
ing surveillance following the launch of
new products. This might assuage the.
understandable fears of those in public
health who are concemed that the
launch of a new lessharm-fill product
might open some kind of Pandora's box
that wotrld. be almost impossible to
close thbi'eafter.
But another, and more immediate, prob-
lem here is that it's not iqst less harm,fr.rl

products that might be'developed in the
future that are affected by the harm re-
duction provisions of the FDA bill. It's
quite clear that, for reasons best known
by the bill's sponsors, the drafting of the
legislation failed to take into account re-
cent advances in product innovation

lic health professionals would agree

that by not exposing consumers to the
harm-fuI effects of inhaled tobacco
smoke, these types of products, whilst
not being completely safe, are nonethe-
less likely to be vastly less harmful than
cigarettes. In the case of snus, the epi-
demiological evidence from Sweden
that this is incleed the case is incontro-
vertible. Yet, by the bill's enactment,
these very same products now run the
risk of being banned from the US mar-

ket, whilst cigarettes are guaranteed a

grand-fathered future alongside more
traditional smokeless products.
It's hard to understand the logic behind
this eventuality, especially given that,
during the passage of the bill, poten-
tially life-saving amendments that
would have established a much more
preactive stance on product innovation
and consumer information were put fof-
ward. These included arguably more
realistic crit€ria for new prodttcts to
meet, the ranking of existing tobacco
products in terms of risk, and warning
labels that reflected this ranking. Yet >
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these amendments were dismissed al-

most out of hand, for reasons of which I
can only presume was political expedi-
ency. I very much hope that this particu-

lar aspect can be re<xamined when the

dust has settl€d. And I don't think I'm
alone here. Surely, if ever there was an

area in which the public interest should
trump political interest, tobacco harm

reduction should be it. But if the sig-

ning-off of the bill puts an end to politi-
cal hyperbole and ushers in a new era of
scientific discourse on harm reduction,
that's no bad thing.

The IJS has not ratified the FCTC yet. Do

VQu think it is more likely that this will
happen nowT lf so, whatwill happen to
harm reduction elements?
The US doesn't seem to have a partictt-

larly good record on rati-rying inter-
national cofiventions that it has signed

up to. \il[hen it does, it's often the result
ofa very slow and deliberate evaluation.
Indeed, the US is one of only two coun-

tries in the world that have not yet rati-

fied the Intemational Convention on
the Rights of the Child, even though this
convention entered into force almost

fwo decades ago. As for the FCTC, I tend
to think that now the FDA bill has been
passed, it is more likely that the US will
ratify the FCTC. I say this because it's
noticeable that some of the most promi-

nent public health organisations that
supported the bill are also members of
the Framework Convention Alliance
(FCA). Apart from performing a watch-
dog function for the FCTC, one of the

objectives of the FCA is to support the

development, ratification, accession,

implementation and monitoring of the

FCTC. So it would seem strange if those

US FCA member organisations did not
now lobby more strongly for FCTC ra-

tification. But it doesn't mean that ratifi-
cation will necessarily happen in the im-

mediate future; digestion of the ramifi-

cations of what the FDA bill will mean in
practice is bound to take time and re-

sources away from considering such a

measure.
If the US does eventually ratiS the
FCTC, I would hope that some of the

harm reduction e_lements of the FDA

bill, problematic though they might be,

wotrld have a positive influence on
WHO thinking, which currently is more
focused on harm elimination rather
than harm reduction. But at least the
ttr9TIO Study Group on Tobacco Product
Regulation (IobReg) does acknowledge
that there is a continunm of risk when it
comes to tobacco products, and with
ceftain caveats, that smokeless tobacco
products may have a role to play in harm
re<luction. This could be a platform to
build on via crosetalk between the FDA
and TobReg, many of whose members
are based in the US and hence may also

be involved in FDA nrle-making.

The establishment of a tobacco products

scientific advisory committee is one as'
pecf of the FDA bill. What will it look
like, how much say will the tobacco in-
dustry have in it?
Speaking from personal experience of
the difficulty of finding a forum in
which representatives of the tobacco in-

dustry can sit down wfth public health
prolesio.rils, I think this is potentially a

very positive aspect of the bill. uflhat the

bill actually callq for is the establishment
of a rwelve-merfib'br advisory commit-

tee composed of seven individuals who
are physicians, dentists, scientists, or
health care professionals practising in
th€ area of oncology, pulmonology, car-

diology, toxicology, pharmacology, ad-

diction, or any other relevant speciality;

,,i one indii'idual wtfo is an officer or em-

ployee ofa state or local goventnent or
of the federal govertrment; one individ-
ual as a. representative of the general

public; one individual as a represen-

tative of the tobacco manufacturing in-

dustry; one individual as a represen-

tative of the interests of the small busi
ness tobacco industry (on a rotating
basis) and one individual as a represen-

tative of the interests of the tobacco
gfowers. However, not all members will
have equal status; those repfesenting
the tobacco industry and tobacco
growers are expected to serve as con-

sultants to the other committee
members and will be non-voting repre-

sentatives. But at least the industry will
have the chance to share its expertise
and put forwarcl a point of view in such

a multi-disciplinary committee. This
will not be'the case in countries that fol-
low the guidelines on FCTC Article 5.3

to the effect that "parties to the conven-

tion should not allow any person em-

ployed by the tobacco industry or any

entity working to ftirther its interests to
be a member of any government body,
committee or advisory group that sets

or implements tobacco control or pub-

lic health policy". $Thilst some might
argue that this stance is entirely appro-
priate, I think it represents a very blin-
kered approach to formulating regula-

tory policy on such'an imponant issue
as tobacco.
Some of the topics the FDA tobacco pro-
ducts scientific advisory committee will
consider includes the effects of the al-

teration of the nicotine yields from to-

bacco products, whether there is a

threshold level below which nicotine
yields do not produce dependence on
the tobacco product involved; and the

review of other safety, dependence or
health issues relating to tobacco pro
ducts. This latter responsibiliry includes
reviewing the impact of the use of men-

thol in cigarettes and data on potentially
less harmftrl tobacco products. I think
that this fontm cotrld provide an invalu-

able opportunity to make regulatory
clecisions based on science rather than
prejudice and politics. As a scientist my-

self, I cenainly hope so.

lnterview: Stefanie Rossel
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