DEPARTMENT OF THE TREASURY
27 CFR Parts 4, 5, and 7

Bur eau of Al cohol, Tobacco and Firearns
[ Noti ce No. 884]
RI N 1512- AB97

Health dainms and Other Health-Related Statenents in the Labeling
and Advertising of Al cohol Beverages (99R-199P)

AGENCY: Bureau of Al cohol, Tobacco and Firearns (ATF), Departnent of
the Treasury.

ACTI ON: Notice of proposed rul enaking.

SUMVARY: ATF is proposing to anend the regul ations to prohibit the
appearance on |abels or in advertisenments of any statenment that nakes a
substantive claimregarding health benefits associated with the
consunpti on of al cohol beverages unless such claimis properly
qualified, balanced, sufficiently detail ed and specific, and outlines
the categories of individuals for whom any positive health effects
woul d be outwei ghed by nunerous negative health effects. ATF is al so
proposing to prohibit any advertisenments that attribute health benefits
to the consunpti on of al cohol beverages unless such statement is
appropriately qualified in a manner that is not likely to result in any
consumner confusion or deception. This notice seeks coments on whet her
t he negative consequences of al cohol consunption or abuse disqualify,
as m sl eading, these products entirely fromentitlenent to any health-
rel ated statenments. This notice al so seeks comments on whet her heal t h-
rel ated statenents on al cohol beverage | abels and advertising directing
consuners to sources, such as the U S. CGovernnment Dietary CGuidelines,
of information are m sl eadi ng and whet her ATF should continue to
approve such statenents.

The proposed regul ations are intended to ensure that |abels and
advertisenments do not contain statenents or clains that would tend to
m sl ead the consunmer about the significant health consequences of
al cohol consunpti on.

DATES: Comments must be received on or before February 22, 2000.

ADDRESSES: Send written conments to: Chief, Regulations Division

Bureau of Al cohol, Tobacco and Firearns; P.O Box 50221; Washi ngton, DC
20091- 0221; ATTN: Notice No. 884. Submit e-mail comments to:

nprm noti ce. 884@tfhq.atf.treas.gov. E-mail coments nust contain your
nane, mailing address, and e-mmil address. They nmust al so reference
this notice nunber and be | egi ble when printed on not nore than three
pages 8\1/2\'" x 11'' in size. W will treat e-mail as originals and
we will not acknow edge receipt of e-nail

FOR FURTHER | NFORVATI ON CONTACT: Janmes P. Ficaretta, Regul ations
Di vi si on, Bureau of Al cohol, Tobacco and Firearns, 650 Massachusetts
Avenue, NW, Washi ngton, DC 20226 (202-927-8230).



SUPPLEMENTARY | NFORVATI ON:
| . Background

Under the Federal Al cohol Adm nistration Act (FAA Act), 27 U S.C
205(e) and (f), we are authorized to issue regul ations on the
packagi ng, |abeling, and advertising of al cohol beverages in order to
prohi bit deception of the consuner and, without regard to their truth
or falsity, statenents relating to anal yses, guarantees, and scientific
or irrelevant matters that are likely to mslead the consumner.

Regul ati ons that inplenment the provisions of section 205(e) and
(f), as they relate to the |abeling and advertising of wine, distilled
spirits, and malt beverages, are set forth in Title 27, Code of Federa
Regul ations (CFR), parts 4, 5, and 7, respectively. Under these
regul ati ons, | abels and advertisenents are prohibited from containing
any statenent, design, representation, pictorial representation, or
device representing that the use of wine, distilled spirits, or nalt
beverages has curative or therapeutic effects if such representation is
untrue in any particular or tends to create a m sl eading inpression
This prohibition originated nore than 60 years ago with the initial
| abel i ng and advertising regul ati ons i ssued under the FAA Act.

ATF and our predecessor agencies have historically taken a very
strict view of the regulatory prohibition on curative or therapeutic
cl ai ns about al cohol beverages. This strict interpretation is based on
the view that ““distilled spirits, wines and nalt beverages are, in
reality, alcoholic beverages and not nedicines of any sort, * * *'
(FA-129, dated January 5, 1938).

In view of the undi sputed health risks associated w th al coho
consunption, it has always been our position that statenents
attributing positive health effects to the consunption of al coho
beverages are m sl eadi ng unl ess such statenents are appropriately
qualified and properly bal anced.

I1. Qur Existing Policy Regarding Health C ains and O her Health-
Rel at ed St at enent s-- Summary

The following is a summary of our existing policy with respect to
health clainms and other health-related statenents in the | abeling and
advertising of al cohol beverages.

W view statenents that make substantive clains regarding health
benefits associated with al cohol beverage consunpti on as naking
t herapeutic or curative clainms. Cains which set forth only a parti al
picture or representation mght be as likely to mslead the consuner as
those that are actually false. A claimwhich is supported by scientific
evidence may still mslead the consuner without appropriate
qualification and detail. Any such claimis considered m sl eading
unless it is properly qualified, balanced, sufficiently detailed and
specific, and outlines the categories of individuals for whom any
positive health effects woul d be outwei ghed by nunerous negative health
effects.

I1l1. Negative Consequences of Al cohol Consunption
The risks associated with al cohol consunption are well -docunent ed.

In an article entitled “" Al cohol and Ri sk of Coronary Events,'' \1\
Charles H Hennekens, MD. outlines these risks as follows:



* Endnotes to preanbl e appear at end of article.

The hazards of heavy al cohol consunption are clear and
substantial and have far-reaching health and social consequences.
Al cohol is the second | eadi ng cause of preventable deaths in the
United States as well as nost industrialized countries, second only
to cigarette snoking. Drinking increases the risk of cancer of the
liver, nouth, tongue, and esophagus and has been inplicated as a
cause of 3 to 5 percent of all cancer deaths. Heavy al coho
consunption is al so associated with increased risks of henorrhagic
stroke and cardi onyopat hy, and it predi sposes to hepatic cirrhosis,
the ninth nost common cause of death in the United States. In
pregnant women, heavy al cohol consunption is associated with feta
al cohol syndrone. Al cohol drinking is also inplicated in over 40
percent of all fatal traffic crashes, which are a chief cause of
premat ure deat hs in younger people, and it is associated with
sui cides, industrial accidents, sex crinmes, robberies, and nurders.
It is estimated that 14 million U S
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resi dents suffer from al cohol abuse and dependence, and 76 mllion

are affected by its presence in a famly nenber.

It is true that many of these health risks are caused by heavy
| evel s of al cohol consunption. It is also true that there are nmllions
of Anericans with al cohol dependency problens who find thensel ves
unable or unwilling to control their consunption of alcohol. Gven the
serious health risks associated with higher |levels of alcoho
consunption, and given the fact that nost nedical studies agree that
the effects of noderate consunption differ fromindividual to
i ndi vidual, any cl ai massociating health benefits with noderate al coho
consunption nust be carefully evaluated to ensure that it does not
m sl ead the consumer about the various health consequences related to
t he consunpti on of al cohol beverages.

W recogni ze that there are several scientific studies suggesting a
i nk between noderate al cohol consunption and a |ower risk of coronary
artery disease (""CAD ').\2\ However, at this tinme, we do not believe
there is significant scientific evidence to support an unqualified
concl usi on that noderate wi ne (al cohol) consunption has health benefits
for all or even nost individual consuners. Sone studies have suggested
that only ol der drinkers will accrue any health benefits from noderate
al cohol consunption.\3\ This is because younger individuals have such a
low risk for coronary artery di sease and are nmuch nore likely to be at
ri sk from al cohol consunption even at lower levels. This difference in
ri sk factors has been expl ained as follows: \4\

The net contents of all-cause nortality associated with a
certain al cohol consunption |evel therefore al so depends on the
drinker's absolute risk of dying fromthese vari ous causes.

Accordi ngly, ol der people--who are at high absolute risk of coronary
heart di sease and ischem c stroke and at low risk for injury,
cirrhosis, and other alcohol-rel ated di seases--are nost likely to
benefit fromlow |l evels of al cohol consunption. In contrast, for nen
and wonen under age 40, who have relatively | ow absolute risk of
dyi ng from strokes, heart di sease, and al cohol -rel ated di seases but



a high absolute risk of dying frominjury, all-cause nortality wll
i ncrease even at relatively | ow al cohol -consunption rates * * *,
Finally, the absolute risk of death frominjury or coronary heart
di sease is lower in young wonen than in young nen, |eading to an
increase in all-cause nortality even in young wonmen who are |ight
drinkers (less than two drinks every 3 days) conmpared with
abst ai ners.

Overall, the available scientific literature suggests that there
may be serious health risks associated with heavy as well as noderate
al cohol consunption, depending on the individual.\5\ In |light of the
negative health consequences of al cohol consunption or abuse, it is
possi bl e that these products may not be entitled to any health-rel ated
statenent. As noted below in section VII, the Federal Trade Conm ssion
has adopted a policy that unqualified health clains on products that
pose increased health risks are deceptive. Accordingly, we are
soliciting comments on whet her al cohol beverages should not be entitled
to health-rel ated statenents.

I'V. [Industry Gircular 93-8 |

On August 2, 1993, we published Industry Circular 93-8. The
circular generally restated our existing position regarding m sl eading
curative and therapeutic clains, i.e., we view statenments that make
substantive clains regarding health benefits associated w th al coho
bever age consunption as meking therapeutic or curative clains. Any
claimthat sets forth only a partial picture or representation mght be
as likely to mslead the consuner as those that are actually false.
Thus, a statenent which attributes health benefits to the noderate
consunpti on of al cohol beverages, even if supported by nedica
evi dence, mght have an overall msleading effect if such statement is
not properly qualified, does not give all sides of the issue, and does
not outline the categories of individuals for whom any such positive
ef fect woul d be outwei ghed by numerous negative health effects.

W al so expl ained that our existing policy regarding health clains
on | abel s had been reinforced by the 1988 enactnent of the Al coholic
Beverage Labeling Act (ABLA), 27 U S.C. 213 et seq. The ABLA contains a
decl aration of policy and purpose that states that the Congress finds
that ~“the American public should be inforned about the health hazards
that may result fromthe consunpti on or abuse of al coholic beverages,
and has determined that it would be beneficial to provide a clear
nonconfusi ng rem nder of such hazards, and that there is a need for
nati onal uniformty in such remnders in order to avoid the
promul gation of incorrect or msleading information and to m nim ze
burdens on interstate conmerce.'' 27 U S.C. 213. As a result of this
concern, the ABLA requires that any al cohol beverage container held for
sale or distribution in the United States nust bear the foll ow ng
statenent on the | abel

GOVERNMENT WARNI NG (1) According to the Surgeon General, women
shoul d not drink al coholic beverages during pregnancy because of the
risk of birth defects. (2) Consunption of al coholic beverages
impairs your ability to drive a car or operate machinery, and may
cause heal th probl ens.

It is clear that one of the purposes of the ABLA was to avoid
confusing the American public about the health hazards associated with



t he consunpti on of al cohol beverages. In order to acconplish this goal
Congress prescribed specific |anguage that nust appear on the | abels of
al cohol beverage products. It is our position that to the extent that
the overall message of any health claimis inconsistent with the
message of the health warning statenment, it may result in | abe
information that is msleading and confusing to the consuner and woul d
be prohibited under the FAA Act.

In Industry Grcular 93-8, we further noted that other Federa
agenci es, such as the Food and Drug Administration and the Federa
Trade Comnmi ssion, may have jurisdiction over certain aspects of
| abel i ng and advertising issues involving health clainms. W will
address this issue further in section VI (Role of O her Federa
Agencies Wth Respect to Health Clainms and O her Health-Rel ated
St at ement s) .

W also stated that the distribution of advertising materials which
included the full text of the April 1992 edition of "~ "Al cohol Aert,"'
publ i shed by the National Institute on Al cohol Abuse and Al coholism
(NI AAA), would not be in violation of current regul ations. This N AAA
publication provides a conprehensive di scussion of the health
consequences of noderate al cohol consunption. If such adverti sing
materials also contain editorializing, advertising slogans, or
exhortations to consunme the product, we would eval uate such additiona
text to determ ne whether or not the advertisement presents a bal anced
picture of the risks associated with al cohol consunption. In addition
we stated that the use of buttons, shelf talkers, table tents, and
simlar itens that excerpt any portion of the N AAA publication, that
contain health slogans or other inferential statenents drawn fromthis
publication, or that are based upon any other publication or article
citing the health benefits of al cohol consunption, will be closely
scrutinized to determne if they present a bal anced picture of the
ri sks associated with al cohol consunption

In addition, we rem nded industry nenbers in Industry G rcular 93-8
that substantive health clainms on | abels are considered to be
m sl eadi ng unl ess they are properly qualified, present all sides of the
i ssue, and outline the categories of individuals for whom any positive
ef fects woul d be outwei ghed by
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nunerous negative health effects. W concluded that it would be
extremely unlikely that any such bal anced claimwould fit on a normnal
al cohol beverage | abel. Qur policy with respect to substantive health
cl ai ns has not changed since the issuance of the industry circular
Finally, we stated that it was our intent to initiate rul emaki ng on
this issue; however, pending rul emaki ng, we would continue to eval uate
clains in | abeling and advertising on a case-by-case basis.

V. Conpetitive Enterprise Institute Petition

On May 9, 1995, the Conpetitive Enterprise Institute (CEl)
submitted a petition asking us to issue a rule allow ng al coho
beverage | abel s and advertisements to carry statenents regarding the
purported benefits of noderate al cohol consunption of al coho
beverages. More specifically, CEl proposed that the foll owi ng | anguage
be permitted on labels and in advertisenents: "~ There is significant
evi dence that noderate consunption of al coholic beverages may reduce
the risk of heart disease.'' W would consider this statenent to be an



exanpl e of a substantive health claim By letter dated January 13,
1997, we denied this rul emaking petition stating that the specific
heal th cl ai m proposed by CEl was not appropriately qualified, was not
bal anced regardi ng the health consequences of al cohol consunption and,
as such, its use on |abels could mslead consuners.

VlI. Dietary Quidelines

The Fourth Edition (1995) of the “~"D etary Guidelines for
Americans'' was published by the U S. Department of Agriculture and the
U S. Department of Health and Human Services in 1996. The Guidelines
contain a detailed discussion concerning the consequences and effects
of al cohol beverage consunption. There have been suggestions that the
Federal governnent itself, in its issuance of the D etary uidelines,
has officially recognized the health benefits of noderate al coho
consunption. It is true that the Quidelines acknow edge that
““[clurrent evidence suggests that noderate drinking is associated with
a lower risk for coronary heart disease in sonme individuals.'' However,
this is not a statenent of a health benefit; it is merely a conclusion
that in sonme individuals, noderate drinking may be associated with a
lower risk of coronary heart disease. The Dietary Quidelines then go on
to discuss the "“serious health problens'' caused by al coho
consunption as foll ows:

However, higher |evels of alcohol intake raise the risk for high
bl ood pressure, stroke, heart disease, certain cancers, accidents,
vi ol ence, suicides, birth defects, and overall nortality (deaths).
Too much al cohol may cause cirrhosis of the liver, inflanmation of
t he pancreas, and damage to the brain and heart. Heavy drinkers al so
are at risk of malnutrition because al cohol contains calories that
may substitute for those in nore nutritious foods.

The Dietary Quidelines reconmend that if adults choose to drink
al cohol beverages, they should consune themonly in noderation. The
term " noderation'' is defined as no nore than one drink per day for
worren and no nore than two drinks per day for nmen. However, the Dietary
Qui del i nes al so conclude that for some people, even noderate drinking
is not recoomended. Thus, many people should not drink al coho

beverages at all, including children and adol escents, wonen who are
trying to conceive or who are pregnant, individuals who plan to drive
or take part in activities that require attention or skill, and

i ndi vidual s using prescription and over-the-counter nedications.
Finally, the Dietary Quidelines al so suggest that individuals of any
age who cannot restrict their drinking to noderate |evels shoul d not
drink at all. This last category is obviously hard to define, and may
i ncl ude many individuals who do not even realize that they fall within
this category.

It is clear that the Dietary Cuidelines explicitly recogni ze that
noder at e al cohol consunption is not an activity that has only
beneficial effects to the health of the consunmer. MIlions of adult
consuners fall within the categories of people who should not drink
al cohol beverages at all. The Dietary CGuidelines do not represent an
unqual i fi ed endorsenment of the health benefits of noderate al coho
consunption. Thus, wi thout appropriate qualifications and expl anations,
any such statenent to that effect would tend to m sl ead consuners.
However, we have no objections to the dissemnation of the entire
Dietary Quidelines as advertising materials by industry nmenbers or to



the di ssenmination of the two pages fromthe Cuidelines dealing with
al cohol beverages (pages 40 and 41).

VII. Role of Other Federal Agencies Wth Respect to Health O ains
and O her Health-Related Statenents

VWil e ATF has primary jurisdiction over the |abeling and
advertising of al cohol beverages, under certain circunstances the
| abel i ng and advertising of al cohol beverages may al so be subject to
the jurisdiction of the Food and Drug Administration (FDA) or the
Federal Trade Commi ssion (FTC). For exanple, since certain w ne
products containing | ess than 7 percent al cohol by volume are not w nes
subject to the FAA Act, the | abeling of such products falls within
FDA's jurisdiction. W have always utilized the scientific and public
heal th expertise of FDA in approving ingredients in al cohol beverages,
requiring | abel disclosure of certain substances, and identifying
adul terated al cohol beverages that are deened ni sl abel ed.

FDA has advi sed us that certain curative, therapeutic, or disease-
prevention clains for an al cohol beverage m ght place the product in
the category of a drug under the Federal Food, Drug, and Cosnetic Act
(FFD&anp; C Act), 21 U S.C. 321(g)(1)(B). FDA evaluates health clains on
food | abels pursuant to its authority under the FFD&anp; C Act, as amended
by the Nutrition Labeling and Education Act (NLEA), Public Law 101-535
(1990). The | aw provides that a food product is msbranded if it bears
a claimthat characterizes the relationship of a nutrient to a disease
or health-related condition, unless the claimis made in accordance
with certain procedures mandated by the FDA. See 21 U S.C
343(r)(1)(B). FDA' s regul ations provide that FDA will only approve a
health claimwhen it determ nes, "“based on the totality of publicly
avail abl e scientific evidence'' that there is “~“significant scientific
agreenment, anong experts qualified by scientific training and
experience to evaluate such clainms, that the claimis supported by such
evidence.'' 21 CFR 101.14(c). ATF would continue to revi ew health-
rel ated statenents to ensure consistency with FDA's statutory and
regul atory authorities.

The FTC s general jurisdiction over advertising extends to al coho
beverages. A problemthat is of particular relevance to the area of
al cohol beverage advertising is that of the "“qualified' ' health claim
In their policy statenent, published in the Federal Register on June 1
1994 (59 FR 28394), the FTC stated that it is necessary to exam ne
““whether qualified clains are presented in a nmanner that ensures that
consumers understand both the extent of the support for the claimand
t he existence of any significant contrary viewwithin the scientific
community.'' We would also note that the FTC policy statenment stated
that an unqualified health claimin the advertising of a food was
likely to be deceptive if the food also contained a nutrient that
i ncreased the
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risk for another disease or health-related condition, and the ri sk-
increasing nutrient was closely related to the subject health claim

VII1. Notice of Proposed Rul enaking

We are proposing to revise the regulations to reflect our current
policy and to provide that |abels or advertisenments may not contain any



statenment, design, representation, pictorial representation, or device,
whet her explicit or inplicit, representing that consunpti on of al coho
beverages has curative or therapeutic effects if such statenent is
untrue in any particular or tends to create a m sleading inpression. A
substantive claimregarding health benefits associated with the use of
an al cohol beverage is m sleading unless such claimis properly
qualified, balanced, sufficiently detail ed and specific, and outlines
the categories of individuals for whom any positive health effects
woul d be out wei ghed by numerous negative health effects.

VWil e industry menbers are not required to submt advertising
materials to us for pre-approval, we encourage the use of our voluntary
pre-cl earance process for any advertisenents that refer to the health
ef fects of al cohol consunption

W believe that the proposed regulations will ensure that |abels
and advertisenents do not contain statenents or clains that would tend
to mslead the consumer about the significant health consequences of
al cohol consunpti on.

I X. First Anmendnent |ssues

Various nenbers of the al cohol beverage industry have suggested
that under the First Anendnent to the United States Constitution, ATF
is precluded frompreventing the dissemnation of truthful information
about health benefits from al cohol beverage | abels and adverti senents.
We are prohibiting the use of msleading statenents regarding health
clains that are by definition not protected by the First Anmendnent.
Commer ci al speech is protected by the First Arendnent only if it is
truthful and not m sleading. Central Hudson Gas &anp; Elec. Corp. v. Public
Serv. Commin of New York, 447 U.S. 557, 566 (1980). This | ongstandi ng
position has been upheld by the Supreme Court in its nost recent
commer ci al speech decision. See 44 Liquor Mart, Inc. v. Rhode Island,
1996 U.S. LEXI S 3020 (1996).

X. Footnotes Appearing in Text of Supplenentary Information

1. Hennekens, C.H, "~ “Acohol and R sk of Coronary Events,'
Resear ch Monograph No. 31, "~ Al cohol and the Cardi ovascul ar Systeni'
at 15 (National Institutes of Health, National Institute on Al coho
Abuse and Al coholism Bethesda, MD, 1996).

2. See, e.g., Boffetta, P. &np; Garfinkel, L., "~ Al cohol drinking
and nortality anmong nen enrolled in an Anerican Cancer Society
prospective study, " Epidem ol ogy'' 1(5):343-348, 1990; Stanpfer,

MJ.; Colditz, GA; Wllett, WC.; Speizer, F.E &anp; Hennekens, C H.,
" A prospective study of noderate al cohol consunption and the risk

of coronary di sease and stroke in wonmen,'' ~New Engl and Journal of
Medi ci ne,' " 319(5):267-273, 1988; Kl atsky, A L.; Armstrong, MA
and Friedman, G D., ““Alcohol and Mrtality,'' ““Annals of Interna
Medi ci ne,'" 117:646-654, 1992. See generally National Institute on
Al cohol Abuse and Al coholism "~ Mderate Drinking,'' ~ Al coho
Alert,"' No. 16, April 1992, at 2, and studies cited therein.

3. See, e.g., Ciqui, MH, “"“Mderate Drinking: Benefits and
Ri sks,'' Al cohol and the Cardiovascul ar System'' at 117-118

(" dearly, younger persons cannot possibly benefit much from
al cohol consunption, at least in the short term because their risk
of ischemic CVD events is so low'")

4. DuFour, MC., ""Risks and Benefits of Al cohol Use Over the
Life Span,'' "“Alcohol Health &np; Research World,'' Vol. 20, No.



3:145- 150 at 147, 1996.

5. See, e.g., Hennekens, C.H, "~ Al cohol and risk of coronary
events,'' Research Mnograph No. 31, " Al cohol and the
Car di ovascul ar Systemi' at 20 (National Institutes of Health,
National Institute on A cohol Abuse and Al coholism Bethesda, M
1996) (" "while the health risks of excessive drinking are clear
there may al so be hazards associated with noderate intake that nust
be wei ghed, on an individual basis, against the apparent protection
against CHD.'').

How Thi s Docunent Conplies Wth the Federal Adm nistrative
Requi renents for Rul emaki ng

A. Executive Order 12866

We have determ ned that this proposed rule is not a significant
regul atory action as defined in E.Q 12866. Therefore, a Regulatory
Assessnent is not required.

B. Regulatory Flexibility Act

The Regul atory Flexibility Act (RFA) generally requires an agency
to conduct a regulatory flexibility analysis of any rule subject to
noti ce and comment rul emaki ng requirements unl ess the agency certifies
that the rule will not have a significant econom c inpact on a
substantial nunber of small entities. Small entities include smal
busi nesses, small not-for-profit enterprises, and small governnenta
jurisdictions. W have determ ned that this proposed rule will not have
a significant econom c inmpact on a substantial nunber of smal
entities. The proposed regulations nerely clarify ATF s existing policy
concerning the use of health clains in the | abeling and advertising of
al cohol beverages and i npose no burdens on the industry. Accordingly, a
regul atory flexibility analysis is not required.

C. Paperwork Reduction Act

The provisions of the Paperwork Reduction Act of 1995, Public Law
104-13, 44 U.S.C. Chapter 35, and its inplenmenting regulations, 5 CFR
part 1320, do not apply to this notice of proposed rul emaki ng because
no requirenent to collect information is inposed.

Public Participation

We are requesting coments on the proposed regul ations from al
i nterested persons. In particular, we are asking for public coment on
our existing policy relating to health clains and other health-rel ated
statenments on al cohol beverage |abels and in advertisenents (see
section I1). W also ask whether health-rel ated statenents on al coho
beverage | abel s and advertising directing consuners to bal anced sources
of information are m sl eadi ng and whet her ATF should continue to
approve such statements. W are al so aski ng whether the negative health
consequences of al cohol consunption or abuse disqualify, as m sl eading,
these products entirely fromentitlenment to any health-rel ated
statenments (see section Ill). In addition, we are specifically
requesting comments on the clarity of this proposed rule and how it may
be nade easier to understand.

Comments received on or before the closing date will be carefully



consi dered. Comments received after that date will be given the sane
consideration if it is practical to do so, but assurance of

consi derati on cannot be given except as to comments received on or
bef ore the cl osing date.

ATF will not recognize any material in coments as confidenti al
Comments may be disclosed to the public. Any material that the
comment er considers to be confidential or inappropriate for disclosure
to the public should not be included in the commrent. The name of the
person submitting a comment is not exenpt from disclosure.

Any interested person who desires an opportunity to coment orally
at a public hearing should submt his or her request, in witing, to
the Director within the 120-day coment period. The Director, however,
reserves the right to determne, in |light of al
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ci rcunst ances, whether a public hearing is necessary.
Di scl osure

Copies of this notice and the comments received will be avail able
for public inspection during nornmal business hours at: ATF Public
Readi ng Room Room 6480, 650 Massachusetts Avenue, NW Washi ngton, DC

Drafting Information

The aut hor of this docunment is James P. Ficaretta, Regul ations
Di vi sion, Bureau of Al cohol, Tobacco and Firearns.

Li st of Subjects
27 CFR Part 4

Adverti sing, Consuner protection, Custons duties and inspection
I mports, Labeling, Packagi ng and containers, and W ne.

27 CFR Part 5

Adverti sing, Consuner protection, Custons duties and inspection
I mports, Labeling, Liquors, and Packagi ng and contai ners.

27 CFR Part 7

Adverti sing, Consuner protection, Custons duties and inspection
I mports, and Labeling.

Aut hority and | ssuance

For the reasons discussed in the preanble, ATF anends 27 CFR parts
4, 5, and 7 as follows:

PART 4--LABELI NG AND ADVERTI SI NG OF W NE

Paragraph 1. The authority citation for 27 CFR part 4 continues to
read as follows:

Authority: 27 U S.C. 205.



Par. 2. Section 4.39(h) is revised to read as foll ows:

Sec. 4.39 Prohibited practices.

* * *x * %

(h) Curative and therapeutic clains. Labels may not contain any
statenment, design, representation, pictorial representation, or device,
whet her explicit or inplicit, that represents that the use of w ne has
curative or therapeutic effects if such statenment is untrue in any
particular or tends to create a m sl eading inpression. A substantive
claimregarding health benefits associated with the use of wine is
m sl eadi ng unl ess such claimis properly qualified, bal anced,
sufficiently detailed and specific, and outlines the categories of
i ndi vidual s for whom any positive health effects woul d be outwei ghed by
nuner ous negative health effects.

* * * * *

Par. 3. Section 4.64(i) is revised to read as fol |l ows:

Sec. 4.64 Prohibited practices.

* * *x * %

(i) Curative and therapeutic clains. Advertisenents may not contain
any statenent, design, representation, pictorial representation, or
device, whether explicit or inplicit, that represents that the use of
wi ne has curative or therapeutic effects if such statenment is untrue in
any particular or tends to create a msleading inpression. A
substantive claimregarding health benefits associated with the use of
wine is msleading unless such claimis properly qualified, balanced,
sufficiently detailed and specific, and outlines the categories of
i ndi vidual s for whom any positive health effects woul d be outwei ghed by

nunerous negative health effects.
* * * * *

PART 5--LABELI NG AND ADVERTI SI NG OF DI STI LLED SPI RI TS

Par. 4. The authority citation for 27 CFR part 5 continues to read
as follows:

Authority: 26 U S.C. 5301, 7805; 27 U S.C 205.

Par. 5. Section 5.42(b)(8) is revised to read as foll ows:

Sec. 5.42 Prohibited practices.

* * * * *

(b)***

(8) Curative and therapeutic clains. Labels may not contain any
statenment, design, representation, pictorial representation, or device,
whet her explicit or inplicit, that represents that the use of distilled
spirits has curative or therapeutic effects if such statement is untrue
in any particular or tends to create a msleading inpression. A
substantive claimregarding health benefits associated with the use of
distilled spirits is msleading unless such claimis properly



qualified, balanced, sufficiently detail ed and specific, and outlines
the categories of individuals for whom any positive health effects
woul d be out wei ghed by numerous negative health effects.

Par. 6. Section 5.65(d) is revised to read as foll ows:

Sec. 5.65 Prohibited practices.

* * *x * %

(d) Curative and therapeutic clains. Advertisenents may not contain
any statenent, design, representation, pictorial representation, or
device, whether explicit or inplicit, that represents that the use of
distilled spirits has curative or therapeutic effects if such statenent
is untrue in any particular, or tends to create a m sl eading
i npression. A substantive claimregardi ng health benefits associ at ed
with the use of distilled spirits is msleading unless such claimis
properly qualified, balanced, sufficiently detailed and specific, and
outlines the categories of individuals for whomany positive health

ef fects woul d be outwei ghed by nunerous negative health effects.
* * * * *

PART 7--LABELI NG AND ADVERTI SI NG OF MALT BEVERAGES

Par. 7. The authority citation for 27 CFR part 7 continues to read
as follows:

Authority: 27 U S.C 205.

Par. 8. Section 7.29(e) is revised to read as foll ows:

Sec. 7.29 Prohibited practices.

* * *x * %

(e) Curative and therapeutic clains. Labels may not contain any
statenment, design, representation, pictorial representation, or device,
whet her explicit or inplicit, that represents that the use of malt
beverages has curative or therapeutic effects if such statenent is
untrue in any particular or tends to create a m sleading inpression. A
substantive claimregarding the health benefits associated with the use
of malt beverages is m sleading unless such claimis properly
qualified, balanced, sufficiently detail ed and specific, and outlines
the categories of individuals for whom any positive health effects
woul d be outwei ghed by numerous negative health effects.

* * * * *

Par. 9. Section 7.54(e) is revised to read as foll ows:

Sec. 7.54 Prohibited practices.

* * *x * %

(e) Curative and therapeutic clains. Advertisenents may not contain
any statenent, design, representation, pictorial representation, or
device, whether explicit or inplicit, that represents that the use of
mal t beverages has curative or therapeutic effects if such statenent is
untrue in any particular or tends to create a m sleading inpression. A
substantive claimregarding health benefits associated with the use of



mal t beverages is msleading unless such claimis properly qualified,
bal anced, sufficiently detailed and specific, and outlines the
categories of individuals for whomany positive health effects would
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be outwei ghed by numerous negative health effects.
* * * * *
Si gned: Cctober 19, 1999.
John W Magaw,
Director.

Approved: Cctober 20, 1999.
John P. Sinpson,
Deputy Assistant Secretary (Regulatory, Tariff and Trade Enforcenent).
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