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Maj or Food Al lergen Labeling for Wnes, Distilled Spirits and
Mal t Bever ages

AGENCY: Al cohol and Tobacco Tax and Trade Bureau, Treasury.

ACTI ON: Notice of proposed rul emaking; solicitation of coments.

SUMMARY: In this notice, the Al cohol and Tobacco Tax and Trade Bureau
proposes the adoption of mandatory | abeling standards for mjor food

al l ergens used in the production of al cohol beverages subject to the

| abeling requirenents of the Federal Al cohol Adm nistration Act. The
proposed regul ations set forth in this docunent also provide procedures
for petitioning for an exenption fromallergen | abeling. The proposed
regul ations parallel the recent amendnents to the Federal Food, Drug
and Cosnetic Act contained in the Food Allergen Labeling and Consumner
Protection Act of 2004. Under the proposed regul ations, producers,
bottlers, and inporters of wines, distilled spirits, and nalt beverages
nmust declare the presence of mlk, eggs, fish, Crustacean shellfish,
tree nuts, wheat, peanuts, and soybeans, as well as ingredients that
contain protein derived fromthese foods, on a product |abel unless an
exenption applies to the product in question.

DATES: Conments nust be received on or before Septenber 25, 2006.

ADDRESSES: You nmay send comments to any of the follow ng addresses--

Director, Regulations and Rulings Division, Al cohol and
Tobacco Tax and Trade Bureau, Attn: Notice No. 62, P.O Box 14412,
Washi ngt on, DC 20044-4412.

202-927-8525 (facsimle).

nprma@tb.gov (e-nail).

http://ww. ttb. gov/al cohol/rul es/index. htm An online
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comment formis posted with this notice on our Wb site.
http://ww. reqgul ati ons. gov. Federal e-rul emaking portal;

follow instructions for submtting comments.

You may vi ew copi es of any coments we receive about this notice by
appointnment at the TTB Infornmati on Resource Center, 1310 G Street, NW,
Washi ngton, DC 20220. To make an appoi ntnment, call 202-927-2400. You
may al so access copies of this notice and any conments online at
http://ww. ttb. gov/al cohol/rul es/index. ht m

See the Public Participation section of this notice for specific
instructions and requirenents for submtting comments, and for
i nformation on how to request a public hearing.

FOR FURTHER | NFORMVATI ON CONTACT: Lisa M Gesser, Regul ations and
Rul i ngs Division, Al cohol and Tobacco Tax and Trade Bureau, P.O. Box
128, ©Mbrganza, MD 20660; tel ephone (301) 290-1460.

SUPPLEMENTARY | NFORVATI ON
| . Background

In recent years, the presence of food allergens in foods has becone
a matter of public concern. In response, Congress passed the Food
Al l ergen Labeling and Consuner Protection Act of 2004 to require the
declaration in | abeling of eight major food allergens in plain, comobn
| anguage on the food and beverage products regul ated under the Federal
Food, Drug and Cosnetic Act. A House of Representatives committee
report also noted that the commttee expected the Al cohol and Tobacco
Tax and Trade Bureau (TTB) to issue regulations on allergen | abeling
for al cohol beverage products under TTB's existing authority to
regul ate al cohol beverage | abeling, working in cooperation with the
Food and Drug Adm nistration (FDA). In addition, TTB had earlier
received a petition concerning ingredient and allergen |abeling for
al cohol bever ages.

[ [ Page 42330]]
A. FAA Act

TTB is responsible for the adm nistration of the Federal Al cohol
Admi nistration Act, 27 U S.C. 201 et seq., (FAA Act), which governs,
anong other things, the | abeling of wines containing at |east 7 percent
al cohol by volune, distilled spirits, and nalt beverages in interstate
and foreign commerce. These products are generically referred to as
" al cohol beverages'' or " al cohol beverage products'' throughout this
docunent .

In particular, section 105(e) of the FAA Act (27 U S.C. 205(e))
gives the Secretary of the Treasury authority to issue regulations
regarding the | abeling of al cohol beverages to provide the consuner
wi th adequate informati on concerning the identity and quality of such
products, to prevent deception of the consuner, and to prohibit false
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or m sl eading statenents. Section 105(e) al so nakes it unlawful for

i ndustry nenbers ~"to sell or ship or deliver for sale or shipnent, or
otherwise introduce in interstate or foreign comrerce, or to receive
therein, or to renove from custons custody for consunption, any
distilled spirits, wine, or nalt beverages in bottles, unless such
products are bottled, packaged, and labeled in conformty'' wth
regul ati ons prescribed by the Secretary. Regul ations setting forth
mandat ory | abeling information requirenents for wine, distilled
spirits, and malt beverages are contained, respectively, in parts 4, 5,
and 7 of the TTB regul ations (27 CFR parts 4, 5, and 7).

Most of the mandatory | abeling requirenents found in parts 4, 5,
and 7 flow directly fromthe stated purpose of section 105(e) of the
FAA Act, that is, to " “provide the consunmer with adequate infornation
as to the identity and quality of the products, the al coholic content
thereof * * * the net contents of the package, and the nanufacturer or
bottler or inporter of the product.'' Currently, the TTB | abeling
regul ati ons contained in parts 4, 5, and 7 require the follow ng
information to appear on al cohol beverage |abels: Brand nanme; product
identity (class or type); the nane and address of the bottler, packer,
or inporter; the net contents; and the al cohol content of distilled
spirits, certain flavored nmalt beverage products, and w nes over 14
percent al cohol by volune. Labels for wnes with 14 percent al cohol by
volune or less may contain either an al cohol content statenment or the
type designation " “table'' wine or ““light'' wine (see 27 CFR 4.36(a)).
In addition, |abels nust note the presence of sulfites, FD&C Yell ow No.
5, and in the case of malt beverages, aspartane. A health warning
statenment applicable to all alcohol beverages containing 0.5 percent or
nmore al cohol by volume, is required by the Al coholic Beverage Labeling
Act of 1988, codified at 27 U S.C. 213-219 and 219a and inplenented in
the TTB regul ations at 27 CFR part 16.

B. Current Health-Ri sk Ingredient D sclosure on Al cohol Beverage Labels

Qur predecessor agency, the Bureau of Al cohol, Tobacco and Firearns
(ATF), proposed on several occasions to adopt nandatory ingredi ent
di scl osure requirenents for al cohol beverages. In each case, ATF
ultimately decided not to adopt full ingredient |abeling requirenents.
(See Notice No. 41, 70 FR 22274, April 29, 2005, for a nore conplete
hi story of those ingredient |abeling regulatory initiatives.)

These rul emaki ng actions included publication of T.D. ATF-150 (48
FR 45549, Cctober 6, 1983), which rescinded the ingredient disclosure
regul ati ons that had been published in T.D. ATF-66 (45 FR 40538, June
13, 1980), but never inplenented. T.D. ATF-150 did, however, nandate
the di sclosure of one ingredient, FD&C Yell ow No. 5, on al coho
beverage | abels. In the preanble to T.D. ATF-150, ATF stated:

* * * there is no clear evidence in the record that any ot her
i ngredi ent besides FD&C Yell ow No. 5 poses any special health
problem The Department will | ook at the necessity of mandatory
| abeling of other ingredients on a case-by-case basis through its
own rul emaking initiative, or on the basis of petitions for
rul emaki ng under 5 U.S.C. 553(e) and 27 CFR 71.41(c).
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In conformty with that case-by-case review policy, ATF
subsequent |y issued regul ations requiring the disclosure on | abels of
sulfites in al cohol beverages (T.D. ATF-236, 51 FR 34706, Septenber 30,
1986) because it was determ ned that the presence of undecl ared
sulfites in al cohol beverages posed a recognized health problemto
sulfite-sensitive individuals.

In 1987, ATF entered into a Menorandum of Understanding (MOU) wth
FDA. See 52 FR 45502 (Novenber 30, 1987). In the MOU, ATF nmade a
commitnent to consult with FDA regarding the necessity of requiring
| abeling statenents for ingredients in alcohol beverages that pose a
recogni zed public health problemand to initiate rul enmaki ng proceedi ngs
to require disclosure of such ingredients where appropriate. The
pertinent portion of the MOU states:

ATF will be responsible for the promul gati on and enforcenent of
regulations with respect to the labeling of distilled spirits, w ne,
and malt beverages pursuant to the FAA Act. Wen FDA has determ ned
that the presence of an ingredient in food products, including
al cohol i ¢ beverages, poses a recogni zed public health problem and
that the ingredient or substance nust be identified on a food
product |abel, ATF will initiate rul emaking proceedings to
pronul gate | abeling regulations for al coholic beverages consi stent
with ATF's health policy with respect to al coholic beverages. ATF
and FDA will consult on a regul ar basis concerning the propriety of
pronul gati ng regul ati ons concerning the |abeling of other
i ngredi ents and substances for al coholic beverages.

Pursuant to the policies set forth in the MOU, ATF subsequently
i ssued regul ations requiring a declaration on | abels when aspartane is
used in the production of malt beverages (T.D. ATF-347, 58 FR 44131,
August 19, 1993). It should be noted that FD&C Yellow No. 5, sulfites,
and aspartane are not considered food all ergens because they do not
cause | gE (I munogl obulin E)-nedi ated responses, but they may cause
heal th problens in certain individuals.

C. Petition FromDr. Christine Rogers

On April 10, 2004, Christine A Rogers, PhD., a senior research
scientist in the Exposure, Epidem ology and Ri sk Program at the Harvard
School of Public Health, petitioned TTB to change the regulations to
require labeling of all ingredients and substances used in the
producti on of al cohol beverages.

Dr. Rogers stated that she is allergic to egg protein and that she
has had allergic reactions to egg in wine. For that reason, she
expressed particular concern with the |abeling of allergenic substances
i n al cohol beverage products. Dr. Rogers noted that allergic synptons
in consunmers can include tingling or itching in the nouth, salivation,
swel ling of tissues, hives, abdom nal cranps, vomting, diarrhea, rapid
| oss of blood pressure, and death. She explained that allergic
reactions to food vary based upon an individual's sensitivity to a
particular allergen. The nost sensitive allergic individuals are
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required to carry epinephrine with themfor energency use in the case
of exposure to an offending allergen.

D. Enactnent of FALCPA

On August 2, 2004, the President signed into |l aw the Food All ergen
Label i ng and Consuner Protection Act of 2004 (FALCPA) (see title Il of
Pub. L. 108-282, 118 Stat. 905). FALCPA anends portions of the Federal
Food, Drug and Cosnetic Act (FD&C Act, 21 U.S.C. 301 et seqg.) to
require a food that is, or contains an ingredient that bears or
contains, a major food allergen to |ist

[ [ Page 42331]]

this information on its | abel using plain, common |anguage. For

exanple, instead of nerely listing “senplina,'' the |abel nust also
list ~“wheat'', and instead of nmerely listing ~~sodiumcasein,'' the
| abel nmust also list ~"mlIk.'" The FALCPA anendnents define " nmjor

food allergens'' as mlk, egg, fish, Crustacean shellfish, tree nuts,
wheat, peanuts, and soybeans, as well as nost ingredients containing
proteins derived fromthese foods.

The effect of the FALCPA anendnents is to add additional allergen
information to the food | abel. The FALCPA anendnents provide two ways
for a manufacturer to disclose major food allergens on the |abel:

The | abel can show the nane of the food source from which
the major food allergen is derived within parentheses in the ingredient
list, for exanple, "~ “Ingredients: Water, wheat, whey (nilk), albunen
(eggs), and peanuts''; or

The | abel can list the nane of the food source from which
the allergen is derived in sunmary formafter, or adjacent to, an
ingredient list, for exanple: " “Ingredients: Water, sugar, whey, and
al bunren. Contains: MIk and egg.'

Section 202 of FALCPA contains a nunber of congressional findings
regarding the health risk posed by allergens. Congress found that
approximately 2 percent of adults and 5 percent of infants and young
children in the United States suffer fromfood allergies. Each year
roughly 30,000 individuals require enmergency roomtreatnent and 150
i ndi vidual s di e because of allergic reactions to food.

Congress found that the eight foods or food groups identified in
FALCPA account for 90 percent of all food allergies. Since there is
currently no cure for food allergies, a food-allergic consunmer nust
avoid the food to which he or she is allergic. Congress further found
that many consuners may not realize that a | abeled food ingredient is
derived from or contains, a major food allergen. The FALCPA anendments
fill this gap by ensuring that the food source fromwhich a major food
allergen is derived is clearly | abeled in plain |anguage.

FALCPA anends food and beverage | abeling requirenents in the FD&C
Act. Pursuant to authority delegated to it by the Secretary of Health
and Human Services, FDA is responsible for pronoting and protecting the
public health through enforcenent of the FD&C Act and for ensuring that
the nation's food supply is properly |abeled. FDA' s responsibility for
proper | abeling of food applies to nost donestic and inported food and
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beverage products. However, it is TIB s responsibility to issue
regul ations with respect to the labeling of wine, distilled spirits,
and malt beverages under the FAA Act. See the 1987 ATF- FDA MOU and
Brown- Forman Distillers Corp. v. Mathews, 435 F. Supp. 5 (WD. Ky.
1976) .

The allergen | abeling requirenents in FALCPA apply to any food, as
that termis defined in section 201(f) of the FD&C Act, other than raw
agricultural comodities. As reflected in the 1987 MOU with FDA, TIB is
responsi bl e for the pronul gati on and enforcenent of regulations with
respect to the labeling of distilled spirits, wnes, and malt beverages
pursuant to the FAA Act. The House of Representatives Conmmttee on
Energy and Commerce called for TTB to work with FDA to promul gate
appropriate allergen | abeling regulations for al cohol beverages | abel ed
under the FAA Act and TTB regul ations, consistent with the 1987 MU
with FDA. The conmittee report acconpanyi ng FALCPA st at ed:

The Conmittee expects, consistent with the Novenber 30, 1987
Menor andum of Under st andi ng, that the Al cohol and Tobacco Tax and
Trade Bureau (TTB) of the Departnent of Treasury will pursuant to
t he Federal Al cohol Adm nistration Act determ ne how, as
appropriate, to apply allergen | abeling of beverage al cohol products
and the | abeling requirenents for those products. The Committee
expects that the TTB and the FDA will work together in pronul gation
of allergen regulations, with respect to those products. (H R Rep.
No. 608, 108th Cong., 2d Sess., at 3 (2004); hereafter " House
commttee report.'")

Congress thus recognized TTB' s | ongstandi ng policy of consulting
with FDA in determ ning what ingredients in al cohol beverages should be
di scl osed on labels, and called on TTB to work with FDA to pronul gate
appropriate allergen | abeling regulations for al cohol beverages. The
clear intent reflected in the House comrittee report is that TTB i ssue
regulations simlar to the FALCPA standards, pursuant to the policies
expressed in the MOU wth FDA and the authority of the FAA Act.

Under the MOU, the two agencies have over the years coll aborated on
many food safety issues and continue to exchange a wi de variety of
i nformation, including relevant consuner conplaints concerning the
adul teration of al cohol beverages. The agencies consult regularly
concerning the use and | abeling of potentially harnful ingredients and
substances in al cohol beverages. The | aboratories of FDA and TTB
regul arly exchange information concerni ng net hodol ogi es and techni ques
for testing al cohol beverages.

Consi stent with the expectations expressed in the House commttee
report, TTB consulted with FDA prior to issuing this proposed rule.
However, it shoul d be enphasized that while we have proposed this rule
in response to, anong other things, the expectations set out in the
| egislative history of FALCPA, TTB's |legal authority to issue
regul ations on allergen |abeling of al cohol beverages is based on the
FAA Act .

FDA is the agency authorized to inplenment FALCPA with regard to
foods. The House conmittee has set forth its expectation that TTB will
i npl enent al |l ergen | abeling for al cohol beverages, as appropriate, and
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will work with FDA in this effort. While TTB has generally strived to
be consistent with FDA's interpretati on of FALCPA, the inplenentation
of regul ations regarding major food allergen | abeling for al coho
beverages under the FAA Act will necessarily differ in sone respects
fromthe requirenments of FALCPA

Accordingly, this proposed rule reflects TTB's interpretation of
its authority under the FAA Act, as guided by the | anguage in the
commttee report. The proposed regul ati ons do not necessarily represent
the views of FDA with regard to allergen |abeling or the requirenents
of FALCPA.

1. Rul emaking H story and Di scussi on of Comments

On April 29, 2005, TTB published in the Federal Register (70 FR
22274) Notice No. 41, an advance notice of proposed rul emaking (the
ANPRM) . The notice was entitled "~ Labeling and Advertising of W nes,
Distilled Spirits and Malt Beverages; Request for Public Comment.'' W
provi ded a 60-day period for comments from consuners, interest groups,
trade associ ations, industry, and other nenbers of the public on
several al cohol beverage |abeling issues, including calorie and
carbohydrate clains on labels, "“serving facts'' |abeling, " alcoho
facts'' labeling, ingredient |abeling, allergen |abeling, and conposite
| abel approaches.

In the ANPRM we invited comrents on specific issues related to
al l ergen | abeling, including: Wether our regulations should require
allergen labeling to be part of or adjacent to a |ist of ingredients,
simlar to the FALCPA requirements; whether an allergen nust be | abel ed
in an allergen statenent even when the allergen nane al ready appears in
t he product name; how processing or fining agents shoul d be | abel ed;
whet her we shoul d consider threshold levels in allergen |abeling; what
costs industry may incur fromnew | abeling requirements; and how
consuners nmight benefit fromallergen |abeling. W also invited
subm ssi on of any ot her

[ [ Page 42332]]

rel evant information on the subject of allergen |abeling.

During the 60-day comment period, we received several requests from
al cohol beverage industry representatives and organi zations to extend
the conment period for an additional 60 to 90 days beyond the original
June 28, 2005, closing date. In support of the extension requests,

i ndustry nmenbers noted that sone of the questions posed in the notice
were broad and far reaching froma policy standpoint while others were
very technical, requiring research and coordination within the affected
industries. In response to these requests, we extended the conment
period for an additional 90 days. See Notice No. 48, 70 FR 36359, June
23, 2005. The extended comment period for the ANRPM cl osed on Sept enber
26, 2005.

We received nore than 18,000 conments in response to the ANPRM
approxi mately 50 of which specifically addressed the subject of
all ergen | abeling. Based on the clearly expressed congressiona
interest in allergen |abeling, the particular risks that allergens pose
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to human health, FALCPA's effective date of January 1, 2006, and the
relatively small nunber of comments submtted on allergen issues, we
have decided to separate the allergen |abeling rulemaking fromthe

ot her issues discussed in the ANPRM W will review the coments
submtted on the other ANPRMissues, with a view to determ ni ng whet her
to proceed with future rulemaking action in those areas, separately
fromour action on allergen | abeling. Accordingly, this docunent only
addresses all ergen issues, including the approxi mately 50 conments on
all ergens submitted in response to the ANPRM

W note that of the conments we received on allergens, the vast
maj ority favored mandatory | abeling of the major food allergens.
| ndustry nmenbers as well as consuner and public health advocates
commented in support of major food allergen | abeling.

The maj or trade associ ations representing the al cohol beverage
i ndustry expressed their support for nmandatory | abeling of major food
al l ergens. The Beer Institute, the Brewers Association, the Distilled
Spirits Council of the United States (DI SCUS), the National Association
of Beverage Inporters (NABI), the Presidents' Forum Spirits Canada,
Wne Anerica, and the Wne Institute submtted a consolidated coment
(hereafter referred to as "~ "the trade associations' consolidated
coment''), in which they stated that they fully supported the purpose
and objectives of FALCPA and stood ready to work with TTB in the
i npl enentation of allergen labeling. In a separate comment, the Brewers
Associ ation stated that " “~nandatory rul es regarding the discl osure of
maj or allergens are necessary because certain types of allergens, or at
| east when present above scientifically determ ned harnful |evels, can
pose a significant threat to consuner health."’

Consuner and public health interest groups also submtted coments
in support of nmandatory | abeling of major food allergens. The Nati onal
Consuners League (NCL) submtted a comment supported by several groups,
i ncluding the American Public Health Association and the Anmerican
School Health Association. This comment urged TTB to adopt a uniform
mandat ory | abeling regine for all al cohol beverages that includes,
anong ot her things, an ingredient declaration |isting each ingredient
by its common or usual nanme and identifying any major food allergens
present in the product. The Center for Science in the Public Interest
(CSPI), a nonprofit health education and advocacy organi zati on,
subnmtted a comment in support of the adoption of a mandatory all ergen
di scl osure policy for al cohol beverages consistent with the FALCPA
requi rements for food and the FDA policies inplenmenting FALCPA

We al so received conmments in support of allergen [abeling fromthe
Ameri can Medi cal Association, the American Acadeny of Allergy, Asthma
and | munol ogy, the American Coll ege of Allergy, Asthma and | mmunol ogy;
the Food All ergy and Anaphyl axis Network; the Anmerican Council on
Sci ence and Health; the American Society of Addiction Medicine; the
American Dietetic Association; the Anerican Nurses Associ ation; Shape
Up Anerica; and several other public health organizations and health
pr of essi onal s.

Only a few comments questioned the useful ness of requiring allergen
i nformation on al cohol beverage | abels. Furthernore, there were sone
di sagreenents anong the conmmenters about the allergen | abeling
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i npl enentation issues that we raised in the ANPRM
The conments we received in response to Notice No. 41 on allergen
i ssues are discussed in nore detail bel ow

A. Coments on Industry Costs Versus Consuner Benefits

In the ANPRM we asked for conments on the issue of what costs
mandatory all ergen | abeling would i npose on the industry and,
ultimately, the consuner. W also solicited conments on how consuners
m ght benefit fromallergen |abeling.

Cost s

Only a few comments specifically addressed the issue of costs and
benefits. Sonme comrenters assuned that any costs associated with
mandatory | abeling arise fromthe enactnent of FALCPA and the
expressi on of congressional intent regarding allergen |abeling of
al cohol beverages and that the cost issue was therefore not open for
di scussi on. For exanple, the trade associations' consolidated comment
responded to our solicitation of comrents on the cost issue by stating
that "~ "[n]andatory allergen | abeling requirenents pursuant to the Food
Al | ergen Labeling and Consuner Protection Act were signed into | aw by
the President in August 2004.'"' The consolidated conment did not
i nclude any estinmates of the costs associated with the rel abeling of
al cohol beverages or with the potential refornulation of such products
to avoid allergen | abeling.

A few commenters rai sed general concerns about the costs of
al l ergen | abeling, based on their assunption that small w neries would
be required to conduct expensive |aboratory anal yses to determ ne
al l ergen content. For exanple, G ove Wnery comented in opposition to
any additional nandatory |abeling requirenents, including allergen
| abeling. The winery stated that the "l aboratory work required for
each I ot would be a prohibitive cost for snmall lots and for smal
famly wineries, naking it even nore difficult to conpete with the
| arge wi ne congl onerates and | ow cost inports.'' W received three
ot her coments raising simlar concerns about the costs of testing
wi nes for allergens, and the potential inpact of such costs on snal
W neri es.

On the other hand, Dr. Rogers suggested that the |east costly
approach for the manufacturer, and the safest for the allergic
consumer, would be for the producer to list all allergens used in
production. She suggested that this approach would preclude the need
for testing, and the disclosure of the presence of an allergen would
allow the allergic consuner to nmake an i nforned deci sion.

CSPI and one individual comrenter referenced a past cost assessnent
done by FDA that evaluated relabeling costs for a final rule adding
trans fatty acid | abeling requirenents to foods (see 68 FR 41434,
41477, July 11, 2003). In the study, FDA estinated that the average

[[ Page 42333]]

| ow rel abeling cost per " stock keeping unit'' (SKU) woul d be about
$1, 100 and the average high rel abeling cost per SKU woul d be $2, 600. An
SKU is a specific product sold in a specific size.
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CSPI and the individual comrenter applied these FDA rel abeling cost
estimtes to the al cohol beverage |abeling changes aired for comrent in
the ANPRM Applying the estimates to a winery selling 5 types of w ne,

t hey conputed the average total cost of relabeling to be between $5, 500
and $13,000 for the winery. They then applied the estimates to a
particular brand of wne, stating that if the winery produced 320, 000
9-liter cases (3,840,000 750 m bottles), "~ "[e]lach of those bottles
woul d incur a cost of $0.000677--1ess than 7/100ths of a penny--if the
cost were $2,600 per sku.''

The Brewers Association did a survey of its nmenbers to find out
what costs brewers mght incur fromthe new | abeling proposals at issue
in the ANPRM The comment stated that the aggregate average costs for
respondents by size ranged from $35,530 per brewer for snaller brewers
to $1.5 mllion per brewer for |arger brewers. However, it is
not eworthy that these estimtes were used to support the Brewers
Associ ation's opposition to various proposals for new mandatory
| abel i ng requirements in the advance notice, including ingredient
| abel ing, nutritional |abeling, and "~ Al cohol Facts'' panels. Moreover,
while the Brewers Associ ati on opposed nost of the new mandatory
| abel ing requirements aired for comment in the ANPRM and requested
exenptions for small brewers fromnost new | abeling requirenents, the
associ ation's comment supported mandatory allergen | abeling, where
allergens are present at levels proven to be harnful to certain
consuners, and did not request that small brewers be exenpted from
mandat ory al | ergen | abel i ng.

One commenter who identified hinself as a consuner stated that the
costs of mandatory | abeling would far outwei gh any consuner benefits.
He suggested that TTB set guidelines for voluntary allergen |abeling,
rat her than nmandatory requirenents.

Consumner Benefits

W received several comments that addressed the potential benefits
to consuners if TTB required nandatory allergen |abeling on al coho
beverages. For exanple, in her coment, Dr. Rogers described the costs
associated with the health risks that the najor food all ergens pose.
She stated, " "Currently, a substantial cost is incurred by the allergic
public who suffer 4-6 hours of debilitating illness as a result of
allergic reactions from hi dden or unknown ingredients. There are al so
economi c costs as a result of nedications and energency roomvisits
associated with these incidents.'' Mny other commenters agreed that
al l ergen | abeling requirements provide distinct benefits to consuners,
including providing critical information for consunmers with potentially
deadly food allergies.

Several comenters noted that nmandatory |abeling requirenents for
maj or food allergens allow consuners to nmake i nformed decisions. Dr.
Rogers, for exanple, stated:

Currently, besides abstinence, the only way to determne if
al l ergens are present in alcoholic beverages is to either contact
the brewer/distiller directly for each bottle consuned, or to engage
in the nore usual high-risk behavior of ““trial and error.'' The
| atter approach is conplicated by the fact that the onset of an
allergic reaction can be simlar to or be obscured by the effects of
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al cohol ([for exanple], generalized flushing, |ightheadedness).

A consuner explained that sonme beverages have caused her to break
out in a mld rash, and she feels that know ng what ingredients are
present in these beverages would hel p her know what drinks to avoid. A
Canadi an consuner commented that she has an anaphylactic allergy to
eggs, and she stated that she considers it very dangerous to drink
al cohol beverages at all due to the fact that no allergen informtion
is currently identified on al cohol beverages.

A comment fromthe Anerican Acadeny of Allergy, Asthma and
| mmunol ogy, the American College of Allergy, Asthma and | mmunol ogy, and
the Food All ergy and Anaphyl axis Network explained the risks of food
al I ergy anaphyl axis as foll ows:

As you may know, food allergy is an increasing public health and
food safety issue. A fish and shellfish preval ence study showed
approximately 6.6 mllion Americans reporting an allergy to these
foods. Conbined with a previous study of the preval ence of peanut
and tree nut allergy, we now estimate that approximately 11.4
mllion Americans, or 4% of the population, have a food allergy.
This represents a significant increase fromestimtes just 10 years
ago, when scientists believed that food allergy affected | ess than
1% of the popul ati on.

Food-al l ergic reactions continue to be the | eadi ng cause of
anaphyl axis (a severe, potentially life-threatening allergic
reaction) outside the hospital setting, accounting for an estinated
30, 000 energency roomyvisits, 2,000 hospitalizations, and 150-200
deat hs each year in the U S. alone. (Footnotes omtted.)

This comment also stated that there was currently one research
study in the nedical literature showi ng an anaphyl actic reaction caused
by a najor food allergen in an al cohol beverage (wheat beer), and that
there were anecdotal reports of reactions fromother allergens (such as
eggs) in al cohol beverages.

TTB Response

The majority of the commenters who addressed this issue agreed with
the congressional findings on the inportance of providing consuners
with clear information about the presence of major food allergens in
foods and beverages. W agree with those comenters who stated that
mandat ory | abeling of the major food allergens provides critical
information for individuals with potentially deadly food allergies,
all owi ng those consuners to nmake infornmed deci sions.

In response to the concerns expressed by sone wi neries that they
woul d be required to conduct extensive and expensive | aboratory
analysis to determi ne allergen content, we note that nmandatory all ergen
| abel i ng does not necessarily require producers to conduct any chem cal
anal yses of their products. Producers are aware of and usually keep
extensive records of what materials, including major food allergens, go
into the production of an al cohol beverage. The producers therefore
woul d al ready know when the presence of a major food allergen ought to
be declared. Thus, the adoption of mandatory |abeling requirenments for
maj or food allergens in al cohol beverages would not require expensive
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| aboratory tests of those al cohol beverages.

Because snmall producers would not have to engage in | aboratory
testing of their products in order to conply with mandatory all ergen
| abeling requirenments, we do not believe that small busi nesses woul d be
adversely inpacted by such requirenents. In any event, we believe that
exenpting small producers fromallergen | abeling requirenents woul d be
i nconsistent with our statutory nandate under the FAA Act to protect
t he consunmer and ensure that al cohol beverage | abels provide the
consuner with adequate infornmation about the identity of the product.
Furthernore, the House conmittee report that directed TTB to work with
FDA to inplement allergen |abeling for alcohol beverages stated that
""[s]ince there is currently no cure for food allergies, consuners need
to be enpowered to know whether or not food allergies are present in
the food they consune.'' This clear congressional
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concern woul d not be addressed by a rule that allowed for exenptions
for small producers.

In this notice, we are soliciting comments directed specifically to
the costs and benefits of mandatory | abeling of major food allergens
and on ways to reduce the costs to industry, in particular snal
busi nesses. W note that the regulatory texts in this proposed rule do
not specifically require | aboratory tests. Neverthel ess, any business
that believes it would be adversely inpacted by the proposed rule
shoul d provide us with specific cost figures. W also are soliciting
coments on any alternative approach that woul d neet the intent of
FALCPA while mnimzing the costs inposed on industry nenbers. W are
al so seeking conments on how much time industry requires to conply with
such | abeling requirenments. These issues will be carefully considered
in the forrmulation of a final rule on allergen |abeling.

B. Comments on Requiring a Full List of Ingredients

In the ANPRM we asked whether TTB should require that najor food
al l ergen | abeling on al cohol beverage containers be part of, or
adj acent to, a larger list of all ingredients found in the product,
simlar to the requirenents of the FD&C Act as anmended by FALCPA.
Several comrenters expressed support for nmandatory ingredient
| abeling that would include allergenic ingredients. Dr. Rogers, for
exanpl e, noted that the najor food allergens do not account for al
allergic reactions, and she suggested that conplete ingredient |abeling
was inportant for the follow ng reason

Al t hough mlk, egg, fish, shellfish, tree nuts, peanuts, wheat
and soy account for nost of the food allergy reactions, there are
still a significant nunber of reactions to other proteins not in
this list. Therefore a conprehensive ingredient listing would
provi de the nost useful information to allergic individuals
regardl ess of the particular allergen.

The NCL al so supported requiring a full list of ingredients,
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stating that such a requirenent would create |abeling consistency

bet ween those al cohol beverage products regulated by TTB and w nes t hat
are under 7 percent al cohol by volune, the |abeling of which is

regul ated by FDA. The NCL further asserted that Anericans with food
allergies are accustoned to | ooking at a product's ingredient

decl arations to see whether the product contains the allergen they nust
avoi d.

Many industry conmenters, on the other hand, suggested that while
maj or food allergen | abeling provides inportant information to a
consuner, a full ingredient disclosure has the potential to m slead
consuners. For exanple, the trade associations' consolidated comrent
stated that a substantial transformation of the raw materials takes
pl ace during the fernmentation and distillation process in the
production of al cohol beverages. The comment asserted that this
transformati on neans that there is little, if any, relationship between
the initial ingredients and the contents of the finished product, which
underm nes the useful ness of ingredient |abeling.

TTB Response

As noted above, ATF explored the issue of requiring a full list of
i ngredi ents on several occasions in the past and found it to be a very
controversial and conplex issue. Based on our prelimnary review of all
comments received in response to the ANPRM we recogni ze that the issue
of ingredient |abeling remains a controversial subject. In contrast,
nmost of the conmments we received in response to the issue of allergen
| abel i ng, including those of industry nenbers, favored allergen
| abeling. In view of the controversy and conpl exity surrounding the
conpl ete ingredient |abeling issue, we have determ ned that broader
i ngredi ent | abeling should not be included with our rul emaki ng on naj or
food allergen |labeling. We are deferring consideration of broader
ingredient |abeling for a later, additional rul enaking.

C. Conments on Labeling When the All ergen Appears as Part of a Brand
Name

In the ANPRM we posed the follow ng question:

| f the product name appearing on the |abel of an al cohol
beverage container indicates that an allergen is present in the
product, is it helpful to the consuner to have the allergen | abel ed
again in a standardi zed all ergen statenent el sewhere on the
container? To illustrate: if a product is called " Weat Beer,''
should it also have a | abel el sewhere on the contai ner that reads:
""Allergens: wheat''? Why or why not?

W received several comments on this issue. Many conmenters stated
that it is unnecessary to | abel a product with a second all ergen | abel
if the allergen is listed el sewhere on the | abel, for exanple, if it is
i ncluded in the brand nanme or product nane. The European Spirits
Organi sation argued that we should be consistent wth the European
Uni on approach to this problem where a separate allergen |abeling
declaration is not required if the allergen present in the final
product is identified in the product nane or el sewhere on the | abel.
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They suggested that it should be sufficient for the allergen to appear
in the product nane.

On the other hand, the Ketel One Vodka conpany comented t hat
regardl ess of whether the product name indicates that an allergen is
present, the |abel should properly disclose any najor food allergen in
a standardi zed form Dr. Rogers al so suggested that one section of the
| abel i ng should be the reliable source of ingredient and all ergen
i nformati on.

TTB Response

W think that sonme neasure of standardi zation is necessary, and
therefore it would be inappropriate to allow an allergen to be listed
only in an al cohol beverage product's brand or product name. W believe
it is reasonable to assunme that consuners woul d grow accustoned to
seeing allergen information in one format on al cohol beverage | abels
and woul d | ook for that format.

Mor eover, we think that a consunmer could be msled if a brand nane
contains the allergen nane, but does not also list the allergen in the
same standard format as is required for an al cohol beverage that does
not nention the allergen in its brand nane. W al so can foresee a
situation where the brand nane of a product includes a major food
all ergen, but the major food allergen is not present in the final
product. To illustrate, consider two hypothetical products:

1. A beer made by Weat Creek Brewery called " Weat Creek Lager,'
whi ch does not contain wheat; and

2. A wheat beer called "~ Creek's Weat Beer,'' which does contain
wheat protein.

Wiile ““wheat beer'' is in fact brewed in part fromwheat, the use
of the term "wheat'' in the above exanpl es does not necessarily

signify the presence of wheat in the product. Therefore, if we adopted
a rule that did not require disclosure of allergens where the allergen
was included in the brand nanme of the product, consuners could not be
sure when the brand nanme is in fact inparting information about the
presence of an allergen. The consunmer should not have to guess in the
above situations whether the product does in fact contain wheat or
protein derived fromwheat. Instead, consuners should be able to | ook
at the | abel and determ ne right away whether the product contains any
of the major food allergens, and if so, which ones.

To avoid any potential confusion as to what allergen proteins the
product may or may not contain, we believe that the
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best policy is to require disclosure of major food allergens in one
standard format, whether or not the brand nane or any other part of a
product | abel includes the nanme of the allergen.

D. Comments Regarding the Labeling of Processing and Fining Agents

In the ANPRM we posed a nunmber of questions regarding the |abeling
of processing or fining aids containing allergens.

In response to these questions, a few commenters expressed
opposition to required |abeling of allergenic processing or fining

http://a257.g.akamaitech.net/7/257/2422/01jan20061800/edocket.access.gpo.gov/2006/06-6467.htm (14 of 39) [08/08/2006 10:15:26 a.m.]



FR Doc 06-6467

agents, arguing that there is a lack of clinical evidence that the
trace anmounts of allergenic fining agents in wine are harnful. For
exanpl e, Kendall -Jackson Wne Estates asserted that the fining agents
used in wine (such as egg whites and isinglass) are substantially
altered during the production process. This comment stated that the
tertiary structure of the nolecule is changed and precipitated out,
meking it virtually inpossible for an adverse reaction to occur.

An i ndi vidual who commented as both a parent and a wi ne chem st
stated that he agreed with listing allergens that are added to the w ne
as part of the formula, but stated that processing aids, such as sodi um
casein, should not be required to be listed unless evidence establishes
that they remain in the wine. He al so noted that w ne makers use
di fferent processing aids every year depending on the w nes, and asked
whet her such wi neries would be able to |ist the processing aid on a
| abel as, for exanple, " "sodiumcasein may have been used in clarifying
this wne.'

In contrast, many other commenters suggested that it was inportant
to | abel fining and processing agents. For exanple, CSPI comrented that
if not subject to an exenption, consuners wll expect fining,
processing, and filtering agents to be |abeled in the sane way as any
other major food allergen is | abel ed under FALCPA. CSPI further noted
t hat under exenption procedures in FALCPA, the burden is on the
manuf acturer to present scientific evidence that justifies a |abeling
exenption for a major food allergen that is present in very snal
anounts. CSPI suggested that we should adopt the sane exenption
procedures in our regulations and that, unless such fining or
processing agents are officially exenpted, |abeling of these agents
shoul d be required.

Dr. Elizabeth TePas, a nedical researcher at Massachusetts Cenera
Hospital, also stressed the inportance of the |abeling of fining and
processi ng agents. She stated, "~ Wile nost food allergic individuals
are not going to react to the mnute anounts of allergen found in sone
al cohol i ¢ beverages, those who are extrenely sensitive can have |ife-
threatening reactions.'' She suggested that until thresholds are
scientifically established and affordable and reliable testing is
avail abl e, both allergens used as prinmary ingredients and all ergens
used as fining and processi ng agents shoul d be disclosed on the | abel

Several other commenters al so supported the assertion that
i ndi vi dual s can possi bly have an adverse reaction to nmere traces of an
al l ergen. For exanple, a comment fromthe Anmerican Acadeny of Allergy,
Ast hma & | mmunol ogy, the American Coll ege of Allergy, Asthma &
| munol ogy, and the Food All ergy & Anaphyl axis Network stated that
i ngestion of even small amobunts of an allergen can elicit adverse
reactions.

Wiile a few industry nenbers commented that fining and processing
agents are not present in finished products, other industry conmenters
acknow edged that wine treated with fining and processi ng agents nay
contain trace anounts of those fining agents in the final product. For
exanpl e, the Wnenakers Federation of Australia advised that nost
processing aids, if used and renoved according to good nmanufacturing
practice, will leave negligible residual in the final product. This
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comment al so stated that in Australia, processing aids nust be | abel ed
unl ess they cannot be detected in the final product. The California
Associ ati on of Wnegrape G owers also noted in its coment that w ne
may contain trace anounts of sonme fining and filtering aids that were
used in production, although the coment opposed a requirenent to | abe
such trace anounts in the absence of threshold | evel guidance from FDA

Dr. Rogers and Dr. TePas both supported the |abeling of fining
agents. However, they both comented that it would be hel pful for
consuners of al cohol beverages to have a way to differentiate between
those allergens used as primary ingredients (and therefore present at
hi gher concentrations in the finished product) and those all ergens used
as fining or processing aids (and therefore present at | ower
concentrations in the finished product).

However, Dr. Rogers, the European Spirits Organisation, and the
trade associ ati ons' consolidated comrent noted that it is inmportant for
consumers to trust that the allergen labeling information on labels is
reliable. Dr. Rogers, for exanple, stated, " “~An indication that a
particul ar beverage may contain egg protein' potentially conplicates
the issue. It |eaves the question open as to whether the allergen is or
is not in the beverage.'' She further indicated that such statenents
may be ignored by consuners based upon prior experience consum ng the
food product in question wi thout incident. The trade associ ations'
consol idated conment similarly stated: "~ Consuners need to trust that
the allergen |labeling information is reliable and not be subjected to
precautionary statenents where the statenent will be ignored based
upon, for exanple, prior experience consum ng the food product in
guestion."'

TTB Response

FALCPA anends the FD&C Act to require that, notw thstandi ng any
ot her provision of law, a flavoring, coloring, or incidental additive
that is or bears or contains a ngjor food allergen nmust conformto
FALCPA' s | abeling requirenents. See 21 U S.C. 343(w)(4). The FDA
regul ations define the term “incidental additive'' to include, anong
ot her things, processing aids. See 21 CFR 101.100(a)(3). Accordingly,
the proposed rule treats major food all ergens used as fining or
processing agents in the sanme way as any other major food allergen used
in the production of the al cohol beverage.

In response to one comenter's assertion that fining agents are
substantially altered during the production process, naking it
virtually inpossible for an adverse reaction to occur, we have seen no
scientific or clinical evidence that supports the assertion that an
adverse reaction is "“virtually inpossible. We wel cone the subm ssion
of any such evidence as part of this rul emaking.

In response to the comments on different |abeling for fining and
processing aids, we are proposing that fining and processing aids be
| abel ed in the sane way as any other major food allergens used in the
production of an al cohol beverage. However, we are specifically
soliciting coments on whether fining and processing aids should be
| abeled with a different statement, for exanple, "~ processed wth'
instead of "~ “contains."’

One commenter asked whether TTB would allow a winery to use a ~ nay
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contain'' |abel for processing aids, given the fact that a w nery may
use different processing aids every year for different wines. W
believe using a " "nmay contain'' statenent for fining or processing aids
that were intentionally added to a product would be unclear and

m sl eadi ng. Instead, the | abel should clearly indicate what processing
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ai ds containing major food allergens were actually used in production
of the al cohol beverage. It is the producer's obligation to know what
processing aids were used for particul ar products.

E. Comments Regarding the Setting of Thresholds for Each Mj or Food
Al'l ergen

In the ANPRM we asked several questions regarding the setting of
threshold I evels for each of the nmajor food allergens.

Several industry comrenters suggested that additional study is
required to establish threshold | evels before TTB requires the | abeling
of major food allergens, particularly allergens used as fining agents
or other processing aids. For exanple, Ketel One Vodka argued t hat
additional study is required to ascertain how the various |evels of
maj or food all ergens nay affect al cohol beverage consuners, and only
once threshold | evel s are established should producers of al coho
beverages be required to disclose the presence of major food allergens.
The California Associ ation of Wnegrape G owers also coomented that it
woul d be premature for TTB to take any action on allergen |abeling
until FDA establishes threshol ds or provides guidance for the |abeling
of processing aids based on scientifically meaningful data.

CSPI, however, noted in its comment that in enacting FALCPA
Congress recogni zed that thresholds for the eight major food allergens
had not yet been established by the scientific community. CSPI noted
that Congress also rejected an automati c exenption for allergens that
may be present in very small anobunts. See House conmttee report at 17
and the Senate Conmmttee on Health, Education, Labor, and Pensions
report on FALCPA, S. Rep. No. 226, 108th Cong., 2d Sess., at 7 (2004)
(hereafter the Senate commttee report).

Two medi cal researchers also noted the lack of threshold data for
the major food allergens. Dr. TePas explained in her cormments that
““while there is sone data avail able on the | owest observed adverse
effect level (LOAEL) for the major food allergens, data on non-observed
adverse effect levels (NOAEL) is scant to absent.'' Dr. Rogers al so
noted that no scientific consensus on "safe'' threshold Ievels
currently exists. Her comrent suggested that it is not possible to
define a m nimumthreshold that woul d assure the nbst sensitive
i ndi viduals that a reaction would not occur.

Addi tionally, Dr. TePas suggested that al cohol nay | ower the
threshold for having a reaction when an allergic individual is exposed
to an allergen to which they are sensitized, which could inpact the
NOAEL and LOAEL. Dr. Rogers also stated that sone conponents of al coho
beverages can heighten the allergic response.

TTB Response
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FALCPA anends the FD&C Act to require that, notw thstandi ng any
ot her provision of law, all flavoring, coloring, or incidental
additives that bear or contain a nmajor food allergen nust be | abel ed.
See 21 U . S. C. 343(w)(4), as anended. The FALCPA anendnents, which took
effect for foods | abeled on or after January 1, 2006, require allergen
| abeling for foods regul ated by FDA wi thout the establishnent of any
threshold I evels for |abeling. Furthernore, pursuant to our authority
under the FAA Act to ensure that |abels provide consuners with adequate
i nformation about the identity and quality of al cohol beverage
products, the proposed regul ations provide that all major food
all ergens and proteins derived fromthe major food allergens used in
production nmust be declared on the beverage | abel, unless the product
or class of products is covered by an approved petition for exenption
Accordingly, TTB is not proposing to set thresholds in this notice of
proposed rul emaki ng.

TTB believes that this position will ensure that consuners have
adequate informati on about the potential presence of even trace anounts
of major food allergens in al cohol beverage products. As nore accurate
scientific data becone available in the future, we may revisit the
threshol d i ssue as appropriate.

F. Coments on Harnonization Wth Foreign Governnent Requirenents and
Wth O her Federal Agency Requirenents

In addition to the specific questions on allergen |abeling in the
ANPRM we asked broad questions related to all |abeling changes at
i ssue. One of those questions was whet her TTB shoul d harnonize its
| abeling requirenents with those of other major producing nations such
as the Menber States of the European Union (EU), Australia, and Canada,
and with the regul atory schenes of other Federal agencies such as FDA
W al so asked how such harnoni zati on woul d be best achi eved.

In response to this question, nost comrenters who addressed this
i ssue, including industry nenbers and consuner advocates, suggested
t hat we shoul d be consistent with FDA on allergen |abeling requirenents
and decisions related to those requirenents.

The trade associ ations' consolidated coment urged us to work in
tandemwith FDA to inplenent allergen |abeling requirenments for al coho
beverages in a manner that neets the objectives of Congress. The
consol i dated conment al so encouraged TTB to pay ~ due regard to the
actions taken by the [EU regardi ng what products do or do not require
| abel i ng under the EU Allergen Directive (2003/89/EC).""

On Novenber 25, 2003, the European Conmi ssion anended the rul es
regarding | abeling of foodstuffs (including alcohol beverages) to
require the mandatory | abeling of specified food allergens. The
al l ergens subject to this directive are cereals containing gluten
Crust acean shell fish, eggs, fish, peanuts, soybeans, mlk, tree nuts,
celery, nustard, sesane seeds, and sul phites at concentrations of nore
than 10 ng/kg. See Directive 2003/89/EC, anending Directive 2000/ 13/ EC.

In the anmendnents, the Comm ssion provided an avenue for
provi si onal exclusion of particular ingredients and substances derived
fromallergens to all ow manufacturers or their associations to conduct
scientific studies to establish that those ingredients or products are

http://a257.g.akamaitech.net/7/257/2422/01jan20061800/edocket.access.gpo.gov/2006/06-6467.htm (18 of 39) [08/08/2006 10:15:26 a.m.]



FR Doc 06-6467

not |ikely, under specific circunstances, to trigger adverse reactions.
The Conmi ssion, after receiving notice of several scientific studies
and after consultation with the European Food Safety Authority,

provi sional ly excluded eight uses of major food allergens in al cohol
beverages until Novenmber 25, 2007. See Conm ssion Directive 2005/ 26/ EC.
These ei ght uses are:

1. Distillates made from cereal s containing gluten;

2. Distillates made fromwhey (mlk);

3. Distillates nade from nuts;

4. Lysozyne (egg) used in w ne;

5. Al bunmen (egg white) used as a fining agent in wi ne and ci der;

6. Fish gelatin or Isinglass used as a fining agent in beer, cider,
or W ne;

7. M1k (casein) products used as fining agents in cider and w nes;
and

8. Nuts used as flavor in spirits.

In their consolidated comment, the major U S. al cohol beverage
i ndustry trade associations urged TTB to " "follow the approach taken by
the EU that excludes categories of products that are produced and/ or
processed in a simlar manner, i.e. the exclusions fromthe allergen
| abel ing requirement are linked to the specific nmethods of manufacture
and/or uses identified in the docunentation supporting the
excl usi ons.'

[ [ Page 42337]]

TTB Response

The proposed rule is generally consistent with the requirenents of
FALCPA, al though, as noted in this docunent, there are certain areas in
whi ch we have proposed to provide for different rules applicable to the
| abel i ng of major food allergens used in the production of al cohol
beverages. TTB is not proposing a provisional exclusion for any
i ngredients or substances at this tinme. W do, however, agree that any
exenptions fromallergen | abeling should apply to categories of
products that are produced in an identical manner, and the proposed
regul ati ons so provide.

[11. Proposed Regul atory Changes

After careful consideration of the cormments received on allergen
i ssues in response to the ANPRM TTB has deternmined that it should
propose rules for the mandatory | abeling of major food all ergens used
in the production of alcohol beverages. Consistent with the gui dance
expressed in the House committee report and with our statutory mandate
under the FAA Act to pronul gate regul ati ons ensuring that consuners
recei ve adequate information about the identity and quality of al coho
beverages, we believe that al cohol beverage | abels shoul d provide
consuners with sufficient information about the use of mmjor food
allergens in the production of al cohol beverages so that allergic
consuners may nmake an informed decision as to whether consunption of a
particul ar beverage may pose a risk of an allergic reaction.

The proposed regul atory changes set forth in this docunent woul d
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anmend parts 4, 5, and 7 of the TTB regulations to set forth

requi renents for mandatory | abeling of najor food allergens. These
changes include the addition of a new paragraph (d) in Sec. 4.32, a
new paragraph (b)(6) in Sec. 5.32, and a new paragraph (b)(5) in Sec.
7.22. These sections |ist mandatory | abel information for al cohol
beverage products, and the added texts in each case direct the reader
to a new section added to part 4, 5, or 7. These new sections,

Sec. Sec. 4.32a, 5.32a, and 7.22a, set forth specific, detailed
requi renents for major food allergen | abeling of wines, distilled
spirits, and malt beverages, respectively. Finally, we propose to add
t hree new sections, Sec. Sec. 4.32b, 5.32b, and 7.22b, to set forth
procedures for the subm ssion and approval of petitions for exenption
fromthe new najor food allergen |abeling requirenents. A detailed

di scussi on of the specific proposed regul atory anmendnments foll ows.

A. Labeling of Major Food Allergens

1. Definitions

Consi stent with the FALCPA anendnents, the proposed regul ations
provi de that when allergen labeling is required on an al cohol beverage
product, the product nust be |abeled "~ "Contains:'' followed by the nane
of the food source fromwhich each najor food allergen is derived, as
set forth in the definition of "~ "major food allergen.'’

The definition of the term "major food allergen'' is consistent
with the statutory definition in FALCPA. The proposed regul ations
define the term "major food allergen'' as any of the foll ow ng:
"Mk, egg, fish (for exanple, bass, flounder, or cod), Crustacean
shel I fish (for exanmple, crab, |lobster, or shrinp), tree nuts (for
exanpl e, al nonds, pecans, or wal nuts), wheat, peanuts, and soybeans.’
The term as defined al so includes any food ingredient that contains
protein derived fromone of these eight foods or food groups, subject
to certain exceptions explained bel ow.

It should be noted that, consistent with guidance provided by FDA
to the food industry, the proposed regulations allow the terns
““soybean,'' ““soy,'' and " soya'' as synonynms for the term
"“soybeans,'' as used in the statute. Furthernore, also consistent with
FDA gui dance, the singular term “peanut'' may be substituted for the
plural term  "“peanuts,'' and singular terns (for exanple, alnond,
pecan, or walnut) may be used in place of plural ternms to describe the
different types of tree nuts.

2. Labeling of Fish Species

FALCPA provides that in the case of tree nuts, the |abel nust |ist
t he conmon nane of the specific type of nut (for exanple, alnonds,
pecans, or walnuts). In the case of Crustacean shellfish, the | abe
must |ist the nanme of the species of shellfish (for exanple, crab
| obster, or shrinp). Finally, in the case of fish, the FALCPA
anendnents provide that the name of the species of fish (for exanple,
bass, flounder, or cod) nust appear on the |abel.

The proposed regul ations are consistent with the FALCPA anendnents
With respect to the |abeling of tree nuts and Crustacean shellfish.
However, for the reasons expl ai ned bel ow, the proposed regul ati ons set
forth in this docunent would not require |abeling of the specific fish
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speci es. The proposed regul ations would instead require sinply listing
““fish'' when any type of finfish protein is used in the production of
an al cohol beverage.

| singlass and fish gelatin are often used to clarify w nes and
beers. Isinglass is a substance obtained fromthe swi m bl adders of
sturgeon and other fish. Fish gelatin is obtained fromthe skin of a
fish. Fish gelatin nost often is nade from cod skins but can be nmade
from any species of fish.

Vi ntners and brewers, when purchasing isinglass or fish gelatin
froma manufacturer for fining purposes, often do not know, and have no
way of easily finding out, which particular species of fish was used to
make the product. Moreover, it may be difficult for industry nmenbers to
determ ne by chem cal analysis which particular fish species was the
source of the isinglass or fish gelatin.

On August 1, 2005, the Flavor and Extract Mnufacturers Association
of the United States (FEMA) submtted a request to FDA for guidance
concerning the | abeling of fish species under the FALCPA anendnents. In
its request for guidance, FEVA asked FDA to allow for use of the term
“fish'' for labeling "~“non-nutritive fish ingredients'' used in
flavors. FEMA cited clinical and scientific evidence in support of its
argunent that many fish-allergic individuals will react adversely to
nmore than one species of fish

TTB recogni zes that the FALCPA anendnents require the | abeling of
the particul ar species of fish used as an ingredient in a food product.
However, it is our responsibility to inplenent allergen |abeling
regul ations that are appropriate for al cohol beverages. It is likely
that declarations of the use of fish in the production of alcohol
beverages will generally involve the use of isinglass or fish gelatin
as a processing aid. Because of the particular difficulty faced by the
producer in determ ning the specific species of fish used in producing
the isinglass or fish gelatin, and because at |east sone consuners nay
be allergic to nore than one species of fish, TTB is persuaded that
requiring labeling with the nane of the specific type of fish would
impose a difficult fact-finding burden on the al cohol beverage industry
wi t hout offering consuners who nmay be allergic to nore than one species
of fish any significant additional information to help them avoid the
risk of an allergic reaction. Accordingly, we believe that the goal of
t he FALCPA anendnments with respect to al cohol beverages is adequately
met if al cohol beverages produced using finfish protein are |abeled
merely with “~“fish,'' rather than with the nane of the fish speci es.

We woul d note that the data on this matter are not concl usive, and
we are specifically inviting conmments on this issue.

[ [ Page 42338]]

3. Processing and Fining Agents

FALCPA anends the FD&C Act to require that, notw thstandi ng any
ot her provision of law, a flavoring, coloring, or incidental additive
that is or bears or contains a ngjor food allergen nmust conformto
FALCPA' s | abeling requirenents. See 21 U S.C. 343(w)(4). As previously
expl ai ned, the FDA regul ations define the term “incidental additive'
to include, anong other things, processing aids. See 21 CFR
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101. 100(a)(3). Therefore, the proposed regul ations treat nmajor food
al l ergens used as fining or processing agents in the sanme way as any
ot her major food allergen used in the production of an al cohol

bever age.

4. Threshol d Levels

The FALCPA anendnents, which took effect for foods | abeled on or
after January 1, 2006, require allergen | abeling for foods regul ated by
FDA wi t hout the establishnent of any threshold | evels for |abeling.
Furthernore, pursuant to our authority under the FAA Act to ensure that
| abel s provide consuners with adequate information about the identity
and quality of al cohol beverage products, the proposed rul e provides
that all major food allergens and proteins derived fromthe major food
al l ergens used in production nust be declared on the beverage | abel,
unl ess the product or class of products is covered by an approved
petition for exenption. Accordingly, TTB is not proposing to set
t hr eshol ds.

TTB believes that this position will ensure that consuners have
adequate informati on about the potential presence of even trace anounts
of major food allergens in al cohol beverage products. As nore accurate
scientific data becone available in the future, we may revisit the
threshol d i ssue as appropriate.

B. Exceptions From Al l ergen Label i ng Requirenents

The proposed regul ations contain three exceptions from mjor food
al l ergen labeling. Two of these exceptions are provided within the
definition of ~"major food allergen,'' and the third is an exenption
through a TTB petition process.

1. Hghly Refined G|

The FALCPA anmendnents exclude fromthe definition of ~ " major food
allergen'' any highly refined oil derived fromone of the eight foods
or food groups listed in that definition and any ingredient derived
fromsuch highly refined oil. The Senate commttee report at page 7
i ndi cates that the exception for highly refined oils was intended to
apply to refined, bleached, deodorized (RBD) oils. Both the House
commttee report at page 16 and the Senate commttee report at page 7
specifically identify peanut oil as one of the highly refined oils
covered by the exception. W believe this exception fromlabeling for
highly refined oils is also appropriate in the case of al cohol
beverages, and we therefore have included this as an exception fromthe
definition of a major food allergen in the proposed regul atory texts.
2. Exenptions Under the FD&C Act

FALCPA added two processes to the FD&C Act at 21 U . S.C. 343(w) (6)
and (7) by which any person nmay obtain an exenption fromthe allergen
| abel i ng requirenents i nposed by the statute.

Subsection (w)(6) allows any person to petition the Secretary of
Heal th and Human Services to exenpt a food ingredient fromthe allergen
| abeling requirenents. Under its delegated authority, FDA perforns the
function of the Secretary in this area. In this situation, the burden
is on the petitioner to provide scientific evidence (including the
anal ytical nmethod used to produce the evidence) that denonstrates that
the food ingredient, as derived by the nmethod specified in the
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petition, does not cause an allergic response that poses a risk to
human heal th. FDA nust approve or deny any such petition within 180
days of receipt or the petition will be deened deni ed, unless an
extension is nmutual ly agreed upon by FDA and the petitioner.

Subsection (w)(7) allows any person to file a notification
containing scientific evidence denonstrating that an ingredient " does
not contain allergenic protein.'' The scientific evidence nust include
t he anal ytical nethod used to produce the evidence that the ingredient,
as derived by the nmethod specified in the notification, does not
contain allergenic protein. Alternatively, the notification may contain
a determnation from FDA under a premarket approval or notification
program provided for in section 409 of the FD&C Act (21 U S.C. 348)
that the ingredient does not cause an allergic response that poses a
risk to human health. FDA has 90 days to object to a notification
Absent an objection, the food ingredient is exenpt fromthe FDA
| abeling requirements for major food allergens.

Many ingredients and food additives used in the production of foods
regul ated by FDA are also used in the production of al cohol beverages
regul ated by TTB. Under the two exenption processes described above,
certain ingredients and food additives may be exenpted fromthe
all ergen | abeling requirements of the FD&C Act. We believe it is
appropriate to allow al cohol beverage industry nenbers to rely on the
exenptions frommajor food allergen |abeling requirenents all owed under
t he FD&C Act and FDA procedures. W have therefore included in the
proposed definition of “~“mmjor food allergen'' an exception for uses of
food ingredients that are exenpt pursuant to 21 U S.C. 343(w) (6) or
(7).

It is inportant to note in this regard that al cohol beverage
i ndustry menbers woul d have to consider two i ssues when determ ning
whet her an ingredi ent exenpted under the FD&C Act is al so not subject
to TTB all ergen | abeling requirenments under TTB s proposed regul ations.
First, the ingredient they used or intend to use in a product nust be
the sane ingredient that is exenpt under the FD&C Act. Second, the
proposed use mnmust be consistent with any conditions of use in the FD&C
Act exenption for the ingredient.

3. Petitions for Exenption From TTB Regul ati ons

W al so recogni ze that major food allergens are used in al coho
beverage production in ways that may differ fromthe way they are used
in the production of foods regulated by FDA. For this reason, proposed
sections 4.32a, 5.32a, and 7.22a refer in each case to an exception for
a product covered by a petition for exenption approved under new
section 4.32b, 5.32b, or 7.22b. A petition may pertain to the use of a
maj or food allergen in the production of one specific al cohol beverage
product or it may pertain to a class of products using a particular
process involving a major food allergen.

As stated above, TTB' s jurisdiction extends to the |abeling of
w nes, distilled spirits, and malt beverages. Accordingly, under the
proposed regul ations, we only will accept a petition seeking an
exenption fromthe | abeling of a major food allergen when the nateri al
in question is used in the production of an al cohol beverage product
regul ated by TTB. If an exenption fromthe FD&C Act allergen | abeling
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requirenents is also desired, the interested party would have to submt
a petition or notification to FDA under 21 U S.C. 343(w)(6) or (7),
rather than submt a petition under the applicable TTB regul ati on.

The use of the TTB petition process under the proposed regul ations
is simlar to that of the petition and notification processes provided
for at 21 U S.C. 343(w)(6) and (7), except that the TTB petition
procedure focuses on

[ [ Page 42339]]

products instead of ingredients. The TTB petition process could be
used:

Wien it is asserted that the product or class of products,
as derived by the nethod specified in the petition, does not cause an
allergic response that poses a risk to human health; or

Wien it is asserted that the product or class of products,
as derived by the nethod specified in the petition, does not contain
allergenic protein, even though a major food allergen was used in
producti on.

The proposed TTB regul ati ons provide for only a petition procedure,
rat her than both the petition procedure and the notification procedure
provided for in the FALCPA anendnents to the FD&C Act. We believe that
havi ng one petition procedure, rather than separate petition and
notification procedures, will sinplify the process for industry, and
will allow our personnel adequate tine to review the evidence presented
in each request for an exenption. TTBis not in a position to
adm ni ster a 90-day notice procedure simlar to the notification
procedure in subsection (w)(7) of the statute. The proposed regul ati on
petition procedure is therefore simlar to the petition procedure in
subsection (w)(6) of the statute in that the regul ati on places the
burden on the petitioner to provide evidence in support of the
exenption and gives TTB 180 days to respond.

The proposed regul ations provide that a petition for exenption from
maj or food allergen | abeling nust be submtted to the appropriate TTB
of ficer. The appropriate TTB officer to whom petitions would be
submtted, if the regulations are adopted, is the Assistant
Adm ni strator, Headquarters QOperations. Petitions should be sent to the
Al cohol and Tobacco Tax and Trade Bureau, 1310 G Street, NW, Suite
200E, Washi ngton, DC 20220 and shoul d bear the notation: "~ Attention:
Petition for Exenption from Major Food All ergen Labeling'' to ensure
pronpt processing.

In addition, the proposed regulations provide that if TTB does not
approve or deny the petition for exenption within 180 days of receipt,
the petition is deenmed deni ed, unless an extension of tine is nutually
agreed upon by TTB and the petitioner. The regul ati ons al so provide
that a determ nation under this section constitutes a final agency
action and that even though a petition is deened deni ed because no
action was taken within the 180-day period, the petitioner may resubmt
the petition at any tine. Aresubntted petition will be treated as a
new petition.

As a result of FDA s inplenmentation of FALCPA and our proposal of
mandatory allergen |labeling regulations, TTB and FDA wi Il both be
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regul ating allergen labeling, with TTB overseeing | abeling for al coho
beverages and FDA the labeling for all other products that are foods
under the FD&C Act. As noted, TTB and FDA are parties to an MU si gned
in 1987. That MOU provides that FDA and TTB wi |l exchange information
general |y about appropriate |abeling for, and the adulteration of,

al cohol beverages, including information about nethodol ogi es and
techni ques for testing such beverages. Consistent with these genera
MOU provi sions and both agencies' recognition that, generally, the
regul ation of allergen | abeling should be consistent for al cohol
beverages and all other foods, TTB intends to confer with FDA, as
appropriate and as FDA resources permt, on petitions submtted under
t he proposed rule.

Consi stent with FALCPA, the proposed rule places the burden on the
petitioner to provide adequate evidence in its initial petition
submi ssion to justify an exenption fromlabeling. TTB may require the
subsequent subm ssion of product sanples and ot her additiona
information in support of a petition; however, unless required by TTB,
t he subm ssion of sanples or additional information by the petitioner
after subm ssion of the petition will be treated as the w thdrawal of
the initial petition and the subm ssion of a new petition.

FALCPA provides that FDA shall pronptly post to a public site al
petitions within 14 days of receipt and shall pronptly post the
Governnent's response to each. Qur proposed regul ati ons are consi stent
Wi th FALCPA s requirenent to nake petitions and responses available to
the public, but may go beyond the requirenents of FALCPA in sone
respects. The proposed regul ations provide that petitions submtted to
TTB, and TTB's response to those petitions, will be posted to the TTB
Wb site (http://ww.ttb.gov). However, TTB will not post |engthy

materials submtted in support of a petition on its Wb site; we wll

i nstead, make such materials available to the public in accordance with
the procedures set forth in the Freedomof Information Act, 5 U S. C
552.

A person who provides trade secrets or other confidentia
commercial or financial information in either a petition for exenption
or in any supporting docunentation submtted in connection wth such a
petition would be able to request that TTB give confidential treatnent
to that information. The proposed regul ations set forth the standards
for maki ng such a request. A failure to request confidential treatnent
at the time the information in question is submtted to TTB would
constitute a waiver of confidential treatnent.

C. Effective Date and Conpliance Wth the Proposed Regul ations

W note that in response to the ANPRM sone commenters urged TTB to
require | abeling of major food allergens for products |abeled on or
after January 1, 2006, which is the effective date of the FALCPA
anendnents. One comenter suggested that consuners will expect to see
al l ergen informati on on al cohol beverage products at the sanme tine that
such i nfornmation begi ns appearing on food | abel s under FALCPA, and t hat
they may be misled by the absence of such information on |abels of
products that in fact contain najor food allergens. O her comenters,
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recognizing that it may take sone tine before a final rule is issued,
suggested that TTB all ow voluntary | abeling of major food all ergens
pendi ng the conpletion of rul enaking.

G ven that the TTB regul ati ons nust be anmended in order to
i npl enent all ergen | abeling, we believe it is appropriate to allow the
public, including affected industry nmenbers, the opportunity to comment
on allergen | abeling standards before maki ng them mandat ory.
Accordingly, we are issuing this notice in order to solicit comments on
our proposed rul es regardi ng mandatory all ergen | abeling of al cohol
beverage products.

However, we have issued interimregulations to govern the voluntary
| abeling of major food allergens in al cohol beverage products and
procedures for petitioning for an exenption fromthe standards inposed
on those al cohol beverage producers who wi sh to make voluntary all ergen
statenments on their product |abels. These interimregul ations, which
are effective imedi ately, are published in the Rules and Regul ati ons
section of this Federal Register

Several industry comenters suggested that we follow the conpliance
dat e approach taken in the sulfite |labeling rul emaking. See T.D. ATF-
236 (Septenber 30, 1986, 51 FR 34706), in which ATF applied the dates
for conpliance in a three-step fashion over a one year period. However,
for | abeling of major food allergens, we believe a three-step
conpl i ance standard nodel ed after the sulfite rul emaking i s not
necessary. We believe that providing one del ayed date for conpliance,
rather than three dates, would be easier to adm nister and woul d
facilitate industry conpliance. However, we are soliciting specific
comment s on what period of
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time industry needs to conply with allergen | abeling requirenents.

Al t hough the proposed regulatory texts do not specifically address
this issue, we anticipate that TTB woul d not require an industry nenber
to apply for a new COLA for a product before adding major food allergen
declarations to the | abel. W believe this policy would foster
conpl i ance and ease adm nistrative burdens. Under such a policy, a COLA
valid at the tinme the final rule went into effect would not becone
i nvalid because of the new regulatory texts. However, industry nenbers
may apply for new COLAs if they wish. They al so woul d have an
opportunity to obtain guidance from TTB on how to add these additi onal
allergen statenments to their |abels.

V. Public Participation
Conment s Sought

W request comments from anyone interested in the proposed
mandatory al |l ergen | abeling regulations set forth in this docunent. Al
comments nust reference Notice No. 62 and include your nanme and mailing
address. They nmust be legible and witten in | anguage acceptable for
public disclosure. Al though we do not acknow edge receipt, we wll
consider your comments if we receive themon or before the closing
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date. We regard all comrents as originals.

We are specifically soliciting comments on the follow ng issues:

1. What would be the costs associated with nandatory all ergen
| abeling to the industry and, ultinmately, the consuner?

2. Does the proposed rul e adversely inpact snall businesses? If so,
explain how |If you are a small business and you expect that the
proposed rul e woul d have an adverse inpact on you, please provide us
with specific data on the expected adverse inpact.

3. Are there ways in which the proposed regul ati ons can be nodified
to reduce the regul atory burdens and associ ated costs i nposed on the
i ndustry?

4. The proposed rule allows industry nenbers a great deal of
flexibility in the placenent of mandatory allergen | abeling statenents.
Does this flexibility reduce the costs of conpliance? Wuld this
flexibility interfere with the consunmer's ability to |ocate the
all ergen declaration? Alternatively, should TTB nmandate specific
pl acenent, type size, and presentation requirenents for these | abeling
statenents in addition to the requirenents already applicable to al
mandat ory i nformati on on al cohol beverage | abel s? For exanple, should
the required allergen disclosure statenent be set off by a box? Shoul d
the statenent of major food allergens be conbined with existing
requi red di scl osures of FD&C Yell ow No. 5, sulfites, and aspartane?

5. Do the proposed rules provide adequate information to consuners
about the use of fining or processing agents? Shoul d processing or
fining agents be subject to a different |abeling requirenent, for
exanple, a “processed with'' |abeling statenent instead of a
““contains'' labeling statenent? Wuld requiring a distinction between
primary ingredients and fining and processing agents be informative to
the consuner or would it mslead consuners? Wuld distinct |abeling for
processing and fining agents allow industry nenbers to inpart nore
specific informati on about the use of processing and fining aids?

6. Shoul d mandatory allergen |abeling statenments for al cohol
beverages disclose the specific species of fish, or is it sufficient to
nmerely |abel the allergen as ~"fish,'' as TTB proposes?

7. How nmuch tine does industry require to conply with mandatory
food allergen | abeling requirenents? \Wat del ayed effective date would
reduce the regulatory burdens on affected industry nenbers and at the
same tinme ensure the protection of consuners?

Confidentiality

Al'l comments are part of the public record and subject to
di scl osure. Do not enclose any material in your comments that you
consider confidential or inappropriate for public disclosure.

Subm tting Coments

You may submit comrents in any of five ways:
Mail: You may send witten comments to TTB at the address
listed in the ADDRESSES section of this docunent.
Facsim | e: You may submt comments by facsimle
transm ssion to 202-927-8525. Faxed comments nust--
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(1) Be on 8.5- by 11-inch paper;
(2) Contain a legible, witten signature; and
(3) Be no nore than five pages long. This limtation ensures

el ectronic access to our equipnent. W will not accept faxed comrents
t hat exceed five pages.
E-mail: You may e-nmil comments to nprm@tb. gov. Comments

transmtted by electronic mail nust--
(1) Contain your e-mail address;
(2) Reference Notice No. 62 on the subject line; and
(3) Be legible when printed on 8.5- by 11-inch paper.
Online form W provide a comment formw th the online
copy of this docunent on our Wb site at http://ww.ttb. gov/al cohol/rul es/index. htm

Sel ect the " ~Send comments via e-mail'' |ink under

Notice No. 62.
Federal e-Rulemaking Portal: To submt comments to us via
the Federal e-rulemaking portal, visit http://ww.regul ati ons.gov and

follow the instructions for submtting coments.

You may also wite to the Adm nistrator before the conment cl osing
date to ask for a public hearing. The Adm nistrator reserves the right
to determ ne whether to hold a public hearing.

V. Public D sclosure

You may view copies of this proposed rule docunent and any comrents
we receive by appointnment at the TTB Informati on Resource Center at
1310 G Street, NW, Washington, DC 20220. You may al so obtain copies at
20 cents per 8.5- x 11-inch page. Contact our information specialist at
t he above address or by tel ephone at 202-927-2400 to schedul e an
appoi ntnment or to request copies of comrents.

W will post this docunent and any comments we receive on the TTB
Wb site. Al nanme and address information submtted with comrents,
including e-mail addresses, will be posted. W may omt vol um nous
attachnents or material that we consider unsuitable for posting. In al
cases, the full comment will be available in the TTB Information
Resource Center. To access the online copy of this docunent and the
submitted coments, visit http://ww.ttb.gov/al cohol/rul es/index.htm

Select the " "View Corments'' |ink under this docunent's nunber and
title to view the posted conmments.

VI. Regul atory Analysis and Notices
A. Executive Order 12866

W have determined that this proposed rule is not a significant
regul atory action as defined in Executive Order 12866. Therefore, a
regul atory assessnent is not required.

B. Regulatory Flexibility Act

We certify under the provisions of section 3 of the Regul atory
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Flexibility Act (5 U S.C. 605(b)) that this proposed rule will not have
a significant econonmic inpact on a substantial nunber of snall

entities. Based on the cormments we received in response to the advance
noti ce of proposed rul enaki ng, we believe that the proposed rule wll
not imnpose, or otherw se cause, a significant increase in reporting,
recordkeepi ng, or other conpliance burdens on a substantial nunber of
small entities. The proposed rule is not expected to have significant
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secondary or incidental effects on a substantial nunber of snal
entities.

We specifically solicit comments on the nunber of small producers,
bottlers, and inporters of al cohol beverages that may be affected by
this proposed rule and the inpact of this rule on those snal
busi nesses. W ask any small business that believes that it would be
significantly affected by this proposed rule to Il et us know and to tell
us how the rule would affect it.

C. Paperwork Reduction Act

This proposed rule includes a new collection of information
i nvol ving the mandatory declaration of major food allergens on a front
or back | abel and the voluntary subm ssion of petitions for exenption
from al |l ergen rul emaki ng.

This collection of information has been submtted to the Ofice of
Managenent and Budget (OVB) for review and approval under the Paperwork
Reducti on Act of 1995 pending recei pt and eval uation of public
comrents. An agency may not conduct or sponsor, and a person is not
required to respond to, a collection of information unless it displays
a valid control nunber assigned by OB

The collection of information is in Sec. Sec. 4.32, 4.32a, 4.32b,
5.32, 5.32a, 5.32b, 7.22, 7.22a, and 7.22b. The likely respondents are
i ndi vi dual s and business or other for-profit institutions, including
partnershi ps, associations, and corporations.

Estimated total annual reporting and/or recordkeeping
burden: 3,700 hours.

Esti nmat ed average annual burden per respondent/
recor dkeeper: 0.74 hours.

Esti mat ed nunber of respondents and/or recordkeepers:
5, 000.

Esti mat ed annual nunber of responses: 5, 020.

Comments on this collection of information may be sent by e-mail to
OVB at Al exander _T._ Hunt @nb. eop. gov, or by paper mail to Ofice of
Managenent and Budget, Attention: Desk O ficer for the Departnent of
the Treasury, O fice of Information and Regul atory Affairs, Washi ngton,
DC 20503. A copy should al so be sent to TTB by any of the nethods
previ ously described. Coments should be submtted within the tine
frame that comments are due regarding the substance of the regul ation

Comments are invited on: (a) Whether the collections of information
are necessary for the proper performance of the functions of the
agency, including whether the information shall have practical utility;
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(b) the accuracy of the agency's estimate of the information collection
burden; (c) ways to enhance the quality, utility, and clarity of the
information to be collected; (d) ways to mnimze the infornmation
col l ection burden on respondents, including through the use of
automat ed col l ection techni ques or other forns of infornmation

technol ogy; and (e) estimate of capital or start up costs and costs of
oper ati ons, naintenance, and purchase of services to provide

i nformati on.

VI1. Drafting Information

The princi pal author of this docunent was Jessica M Bungard,
Regul ati ons and Rulings Division, Al cohol and Tobacco Tax and Trade
Bur eau. However, other personnel participated in its devel opnent.

Li st of Subjects
27 CFR Part 4

Adm ni strative practice and procedure, Advertising, Custons duties
and inspection, Inports, Labeling, Packagi ng and containers, Reporting
and recordkeeping requirenents, Trade practices, Wne.

27 CFR Part 5

Adm ni strative practice and procedure, Advertising, Custons duties
and inspection, Distilled spirits, Inports, Labeling, Packaging and
contai ners, Reporting and recordkeeping requirenents, Trade practices.

27 CFR Part 7

Adm ni strative practice and procedure, Advertising, Custons duties
and inspection, Inports, Labeling, Malt Beverages, Reporting and
recor dkeepi ng requirenents, Trade practices.

Amendnents to the Regul ations

For the reasons discussed in the preanble, TTB proposes to anmend 27
CFR parts 4, 5, and 7 as follows:

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

1. The authority citation for 27 CFR part 4 continues to read as
fol | ows:

Aut hority: 27 U S.C. 205.

2. In Sec. 4.32, paragraph (d), which is currently reserved, is
added to read as follows:

Sec. 4.32 Mandatory |abel information.

* % * * *
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(d) If a major food allergen as defined in Sec. 4.32a is used in
the production of a wine, there shall be included on a | abel affixed to
the container a statenment as required by that section

* % * * *

3. Section 4.32a is revised to read as foll ows:

Sec. 4.32a Mjor food allergens.

(a) Definitions. For purposes of this section the follow ng terns
have the neani ngs i ndi cated.

(1) Major food allergen. Major food allergen nmeans any of the
fol | ow ng:

(i) MIk, egg, fish (for exanple, bass, flounder, or cod),
Crustacean shellfish (for exanple, crab, |obster, or shrinp), tree nuts
(for exanple, alnonds, pecans, or wal nuts), wheat, peanuts, and
soybeans; or

(ii) A food ingredient that contains protein derived froma food
specified in paragraph (a)(1)(i) of this section, except:

(A) Any highly refined oil derived froma food specified in
paragraph (a)(1)(i) of this section and any ingredient derived from
such highly refined oil; or

(B) A food ingredient that is exenpt from major food allergen
| abel ing requirenents pursuant to a petition for exenption approved by
the Food and Drug Adm nistration (FDA) under 21 U S.C 343(w) (6) or
pursuant to a notice submitted to FDA under 21 U S.C. 343(w)(7),
provi ded that the food ingredient neets the ternms or conditions, if
any, specified for that exenption.

(2) Nanme of the food source fromwhich each major food allergen is
derived. Nanme of the food source from which each major food allergen is
derived neans the nane of the food as |isted in paragraph (a)(1)(i) of
this section, except that:

(i) In the case of a tree nut, it neans the nanme of the specific
type of nut (for exanple, alnonds, pecans, or wal nuts);

(i1) I'n the case of Crustacean shellfish, it nmeans the nane of the
speci es of Crustacean shellfish (for exanple, crab, |obster, or

shrinp); and

(iii) The nanmes " “egg'' and " “peanuts,'' as well as the nanes of
the different types of tree nuts, may be expressed in either the
singular or plural form and the term “soy'', " “soybean'', or " soya'

may be used instead of " "soybeans''.

(b) Labeling requirenments. Al major food allergens (defined in
paragraph (a)(1) of this section) used in the production of a w ne,
i ncluding major food allergens used as fining or processing agents,
nmust be declared on a |label affixed to the container, except when
subj ect to an approved petition for exenption described in Sec. 4.32b.
The maj or food all ergens decl arati on nust consist of the word
"“Contains'' followed by a colon and the nane of the food source from
whi ch each nmj or food
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allergen is derived (for exanple, "~ “Contains: egg'').

(c) Cross reference. For | abeling requirenments applicable to w nes
contai ning FD&C Yell ow No. 5 and sulfites, see Sec. Sec. 4.32(c) and
(e).

4. Section 4.32b is revised to read as foll ows:

Sec. 4.32b Petitions for exenption frommajor food allergen | abeling.

(a) Subm ssion of petition. Any person nmay petition the appropriate
TTB officer to exenpt a particular product or class of products from
the | abeling requirenents of Sec. 4.32a. The burden is on the
petitioner to provide scientific evidence (including the analyti cal
met hod used to produce the evidence) that denonstrates that the
finished product or class of products, as derived by the nethod
specified in the petition, either:

(1) Does not cause an allergic response that poses a risk to human
heal t h; or

(2) Does not contain allergenic protein derived fromone of the
foods identified in Sec. 4.32a(a)(1)(i), even though a najor food
al l ergen was used in production.

(b) Decision on petition. TTB will approve or deny a petition for
exenption submtted under paragraph (a) of this section in witing
within 180 days of receipt of the petition. If TTB does not provide a
witten response to the petitioner within that 180-day period, the
petition will be deenmed deni ed, unless an extension of tine for
decision is nutually agreed upon by the appropriate TTB officer and the
petitioner. TTB may confer with the Food and Drug Adnmi nistration (FDA)
on petitions for exenption, as appropriate and as FDA resources permt.
TTB may require the subm ssion of product sanples and ot her additional
information in support of the petition; however, unless required by
TTB, the subm ssion of sanples or additional information by the
petitioner after subm ssion of the petition will be treated as the
w thdrawal of the initial petition and the subm ssion of a new
petition. An approval or denial under this section will constitute a
final agency action.

(c) Resubm ssion of a petition. After a petition for exenption is
deni ed under this section, the petitioner may resubmt the petition
along with supporting materials for reconsideration at any tine. TIB
wWill treat this subm ssion as a new petition for purposes of the tine
frames for decision set forth in paragraph (b) of this section.

(d) Availability of information. (1) General. TTB will pronptly
post to its public Wb site, http://ww.ttb.gov, all petitions received

under this section as well as TTB's responses to those petitions. Any
information submitted in support of the petition that is not posted to
the TTB Wb site will be available to the public pursuant to 5 U S. C
552, except where a request for confidential treatnment is granted under
paragraph (d)(2) of this section.

(2) Requests for confidential treatnent of business information. A
person who provides trade secrets or other commercial or financial
information in connection with a petition for exenption under this
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section may request that TTB give confidential treatnment to that
information. A failure to request confidential treatnment at the tine
the information in question is submtted to TTB will constitute a

wai ver of confidential treatnment. A request for confidential treatnent
of information under this section nust conformto the follow ng

st andar ds:

(i) The request nmust be in witing;

(ii) The request nust clearly identify the information to be kept
confidenti al ;

(iii) The request nust relate to information that constitutes trade
secrets or other confidential commercial or financial information
regardi ng the business transactions of an interested person, the
di scl osure of which would cause substantial harmto the conpetitive
position of that person;

(iv) The request nust set forth the reasons why the information
shoul d not be disclosed, including the reasons the disclosure of the
i nformation woul d prejudice the conpetitive position of the interested
person; and

(v) The request nmust be supported by a signed statenent by the
interested person, or by an authorized officer or enployee of that
person, certifying that the information in question is a trade secret
or other confidential comercial or financial information and that the
information is not already in the public domain.

PART 5--LABELI NG AND ADVERTI SI NG CF DI STI LLED SPIRI TS

1. The authority citation for 27 CFR part 5 continues to read as
fol | ows:

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

2. In Sec. 5.32, paragraph (b)(6), which is currently reserved, is
added to read as follows:

Sec. 5.32 Mandatory |abel information.

* * * * *

(b)***

(6) If a major food allergen as defined in Sec. 5.32a is used in
the production of a distilled spirits product, a statenent as required
by that section.

* % % * *

3. Section 5.32a is revised to read as foll ows:

Sec. 5.32a Major food allergens.

(a) Definitions.

(1) Major food allergen. Major food allergen neans any of the
fol | owi ng:

(i) MIlk, egg, fish (for exanple, bass, flounder, or cod),
Crustacean shellfish (for exanple, crab, |obster, or shrinp), tree nuts
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(for exanple, alnonds, pecans, or wal nuts), wheat, peanuts, and
soybeans; or

(ii) A food ingredient that contains protein derived froma food
specified in paragraph (a)(1)(i) of this section, except:

(A Any highly refined oil derived froma food specified in
paragraph (a)(1)(i) of this section and any ingredient derived from
such highly refined oil; or

(B) Afood ingredient that is exenpt frommjor food allergen
| abel ing requirenents pursuant to a petition for exenption approved by
the Food and Drug Adm nistration (FDA) under 21 U S.C 343(w)(6) or
pursuant to a notice submtted to FDA under 21 U S.C. 343(w)(7),
provi ded that the food ingredient neets the terns or conditions, if
any, specified for that exenption.

(2) Nane of the food source fromwhich each major food allergen is
derived. Nanme of the food source from which each major food allergen is
derived neans the nane of the food, as listed in paragraph (a)(21)(i) of
this section, except that:

(i) In the case of a tree nut, it nmeans the name of the specific
type of nut (for exanple, alnonds, pecans, or wal nuts);

(ii) I'n the case of Crustacean shellfish, it neans the nanme of the
speci es of Crustacean shellfish (for exanple, crab, |obster, or

shrinp); and

(iii) The names " “egg'' and " “peanuts,'' as well as the nanes of
the different types of tree nuts, may be expressed in either the
singular or plural form and the term “soy'', " “soybean'', or " “soya''

may be used instead of " soybeans''.

(b) Labeling requirenments. Al major food allergens (defined in
paragraph (a)(1) of this section) used in the production of a distilled
spirits product, including major food allergens used as fining or
processi ng agents, nust be declared on a | abel affixed to the
cont ai ner, except when subject to an approved petition for exenption
described in Sec. 5.32b. The decl aration nust consist of the word
"“Contains'' followed by a colon and the nanme of the food source from
whi ch each nmj or food
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allergen is derived (for exanple, "~ Contains: Egg'').

(c) Cross reference. For labeling requirenents applicable to
distilled spirits products contai ning FD&C Yell ow No. 5 and sulfites,
see Sec. Sec. 5.32(b)(5) and (b)(7).

4. Section 5.32b is revised to read as foll ows:

Sec. 5.32b Petitions for exenption frommajor food allergen | abeling.

(a) Subm ssion of petition. Any person may petition the appropriate
TTB officer to exenpt a particular product or class of products from
the | abeling requirenents of Sec. 5.32a. The burden is on the
petitioner to provide scientific evidence (including the analytical
met hod used to produce the evidence) that denonstrates that the
fini shed product or class of products, as derived by the nethod
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specified in the petition, either:

(1) Does not cause an allergic response that poses a risk to human
heal t h; or

(2) Does not contain allergenic protein derived fromone of the
foods identified in Sec. 5.32a(a)(1)(i), even though a najor food
al l ergen was used in production.

(b) Decision on petition. TTB will approve or deny a petition for
exenption subm tted under paragraph (a) of this section in witing
wi thin 180 days of receipt of the petition. If TTB does not provide a
witten response to the petitioner within that 180-day period, the
petition will be deened denied, unless an extension of time for
decision is nutually agreed upon by the appropriate TTB officer and the
petitioner. TTB may confer with the Food and Drug Admi nistration (FDA)
on petitions for exenption, as appropriate and as FDA resources pernit.
TTB may require the subm ssion of product sanples and ot her additional
information in support of the petition; however, unless required by
TTB, the subm ssion of sanples or additional information by the
petitioner after subm ssion of the petition will be treated as the
w thdrawal of the initial petition and the subm ssion of a new
petition. An approval or denial under this section will constitute a
final agency action.

(c) Resubm ssion of a petition. After a petition for exenption is
deni ed under this section, the petitioner may resubmt the petition
along with supporting materials for reconsideration at any tine. TIB
wWill treat this subm ssion as a new petition for purposes of the tine
frames for decision set forth in paragraph (b) of this section.

(d) Availability of information. (1) General. TTB will pronptly
post to its public Wb site, http://ww.ttb.gov, all petitions received

under this section as well as TTB's responses to those petitions. Any
information submtted in support of the petition that is not posted to
the TTB Wb site will be available to the public pursuant to 5. U S. C
552, except where a request for confidential treatnment is granted under
paragraph (d)(2) of this section.

(2) Requests for confidential treatnent of business information. A
person who provides trade secrets or other commercial or financial
information in connection with a petition for exenption under this
section may request that TTB give confidential treatnent to that
information. A failure to request confidential treatnent at the tinme
the information in question is submtted to TTB will constitute a
wai ver of confidential treatnment. A request for confidential treatnent
of information under this section nust conformto the follow ng
st andar ds:

(i) The request must be in witing;

(ii) The request nust clearly identify the information to be kept
confidenti al;

(iii) The request must relate to information that constitutes trade
secrets or other confidential commercial or financial information
regardi ng the business transactions of an interested person, the
di scl osure of which would cause substantial harmto the conpetitive
position of that person;

(iv) The request nust set forth the reasons why the infornation
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shoul d not be disclosed, including the reasons the disclosure of the
i nformation woul d prejudice the conpetitive position of the interested
person; and

(v) The request nust be supported by a signed statenent by the
interested person, or by an authorized officer or enployee of that
person, certifying that the information in question is a trade secret
or other confidential comercial or financial information and that the
information is not already in the public domain.

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

1. The authority citation for 27 CFR part 7 continues to read as
fol |l ows:

Aut hority: 27 U S.C.  205.

2. In Sec. 7.22, paragraph (b)(5), which is currently reserved, is
added to read as follows:

Sec. 7.22 Mandatory Label [|nformation.

* *x *x * %

(b)***

(5) If a mjor food allergen as defined in Sec. 7.22a is used in
the production of a malt beverage, a statenment as required by that
section.

* % * * *

3. Section 7.22a is revised to read as foll ows:

Sec. 7.22a Mjor food allergens.

(a) Definitions. For purposes of this section the follow ng terns
have the neani ngs indi cated.

(1) Major food allergen. Major food allergen neans any of the
fol | owi ng:

(i) MIk, egg, fish (for exanple, bass, flounder, or cod),
Crustacean shellfish (for exanple, crab, |obster, or shrinp), tree nuts
(for exanple, alnonds, pecans, or wal nuts), wheat, peanuts, and
soybeans; or

(ii1) A food ingredient that contains protein derived froma food
specified in paragraph (a)(1)(i) of this section, except:

(A Any highly refined oil derived froma food specified in
paragraph (a)(1)(i) of this section and any ingredient derived from
such highly refined oil; or

(B) Afood ingredient that is exenpt frommjor food allergen
| abel ing requirenents pursuant to a petition for exenption approved by
the Food and Drug Adm nistration (FDA) under 21 U S.C 343(w) (6) or
pursuant to a notice submitted to FDA under 21 U S.C. 343(w)(7),
provi ded that the food ingredient neets the ternms or conditions, if
any, specified for that exenption.

(2) Nane of the food source fromwhich each major food allergen is
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derived. Nane of the food source fromwhich each najor food allergen is
derived neans the nane of the food as listed in paragraph (a)(1)(i) of
this section, except that:

(i) I'nthe case of a tree nut, it nmeans the nane of the specific
type of nut (for exanple, alnonds, pecans, or wal nuts);

(ii) I'n the case of Crustacean shellfish, it means the nane of the
speci es of Crustacean shellfish (for exanple, crab, |obster, or

shrinp); and

(iii) The nanes " "egg'' and " "peanuts,'' as well as the nanes of
the different types of tree nuts, nmay be expressed in either the
singular or plural form and the term “soy'', "~ soybean'', or "~ "soya''

may be used instead of " soybeans''.

(b) Labeling requirenments. Al major food allergens (defined in
paragraph (a)(1) of this section) used in the production of a nalt
beverage product, including major food allergens used as fining or
processi ng agents, nust be declared on a | abel affixed to the
cont ai ner, except when subject to an approved petition for exenption
described in Sec. 7.22b. The declaration nmust consist of the word
" Contains''
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foll owed by a colon and the nanme of the food source from which each
maj or food allergen is derived (for exanple, "~ “Contains: egg ').

(c) Cross reference. For labeling requirenents applicable to malt
beverage products containing FD&C Yell ow No. 5, sulfites, and
aspartanme, see Sec. Sec. 7.22(b)(4), (b)(6), and (b)(7).

4. Section 7.22b is revised to read as foll ows:

Sec. 7.22b Petitions for exenption frommajor food allergen | abeling.

(a) Subm ssion of petition. Any person nay petition the appropriate
TTB officer to exenpt a particular product or class of products from
the | abeling requirenents of Sec. 7.22a. The burden is on the
petitioner to provide scientific evidence (including the analyti cal
nmet hod used to produce the evidence) that denonstrates that the
fini shed product or class of products, as derived by the method
specified in the petition, either:

(1) Does not cause an allergic response that poses a risk to human
heal t h; or

(2) Does not contain allergenic protein derived fromone of the
foods identified in Sec. 7.22a(a)(1)(i), even though a najor food
al l ergen was used in production.

(b) Decision on petition. TTB will approve or deny a petition for
exenption subm tted under paragraph (a) of this section in witing
wi thin 180 days of receipt of the petition. If TTB does not provide a
witten response to the petitioner within that 180-day period, the
petition will be deemed deni ed, unless an extension of tinme for
decision is mutually agreed upon by the appropriate TTB officer and the
petitioner. TTB may confer with the Food and Drug Adm ni stration (FDA)
on petitions for exenption, as appropriate and as FDA resources permt.
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TTB may require the subm ssion of product sanples and other additional
information in support of the petition; however, unless required by
TTB, the subm ssion of sanples or additional information by the
petitioner after subm ssion of the petition will be treated as the

wi t hdrawal of the initial petition and the subm ssion of a new
petition. An approval or denial under this section will constitute a
final agency action.

(c) Resubm ssion of a petition. After a petition for exenption is
deni ed under this section, the petitioner may resubmt the petition
along with supporting materials for reconsideration at any tinme. TTB
will treat this subm ssion as a new petition for purposes of the tine
franmes for decision set forth in paragraph (b) of this section.

(d) Availability of information. (1) General. TTB will pronptly
post to its public Wb site, http://ww.ttb.gov, all petitions received

under this section as well as TTB's responses to those petitions. Any
information submtted in support of the petition that is not posted to
the TTB Web site will be available to the public pursuant to 5. U S C
552, except where a request for confidential treatnment is granted under
paragraph (d)(2) of this section.

(2) Requests for confidential treatnent of business information. A
person who provides trade secrets or other commercial or financial
information in connection with a petition for exenption under this
section may request that TTB give confidential treatnment to that
information. A failure to request confidential treatnment at the tine
the information in question is submtted to TTB will constitute a
wai ver of confidential treatnment. A request for confidential treatnent
of information under this section nust conformto the follow ng
st andar ds:

(i) The request nmust be in witing;

(ii) The request nmust clearly identify the information to be kept
confidenti al ;

(iii) The request nust relate to information that constitutes trade
secrets or other confidential commercial or financial information
regardi ng the business transactions of an interested person, the
di scl osure of which would cause substantial harmto the conpetitive
position of that person;

(iv) The request nust set forth the reasons why the information
shoul d not be disclosed, including the reasons the disclosure of the
i nformation woul d prejudice the conpetitive position of the interested
person; and

(v) The request nust be supported by a signed statenent by the
interested person, or by an authorized officer or enployee of that
person, certifying that the information in question is a trade secret
or other confidential comercial or financial information and that the
information is not already in the public domain.

Si gned: February 16, 2006.
John J. Manfreda,
Admi ni strator.

Approved: March 16, 2006.
Ti mot hy E. Skud,
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Deputy Assistant Secretary (Tax, Trade, and Tariff Policy).
[ FR Doc. 06-6467 Filed 7-25-06; 8:45 anj

Bl LLI NG CODE 4810-31-P
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