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Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, MD 20852

RE: Docket No. 02N-0276: Food and Drug Administration/Bioterrorism Preparedness
and Response Act of 2002/Registration Proposal

Dear Sir or Madam:

The undersigned are a coalition of trade associations representing all tiers of the beverage
alcohol industry. Members of our associations are involved|in the production, importation,
distribution/wholesaling, and retailing of beverage alcohol products that are sold throughout the
United States. On behalf of our respective members, we welcome the opportunity to submit this
comment in response to the Food and Drug Administration’s (FDA) notice of proposed
rulemaking implementing the registration provision of the Public Health Security and
Bioterrorism Preparedness and Response Act of 2002 (Bioterrorism Act).

We fully support a focused regulatory scheme to guard against a threatened or actual
terrorist attack on the U.S. food supply. A focused scheme takes into account existing regulatory
requirements that already are in effect, despite the fact that they may be implemented by various
Federal agencies. Such a coordinated strategy makes both “government sense” and “business
sense.” Redundant regulation only serves to burden business and cause confusion, without any
commensurate benefit in achieving our collective goal of a safe and secure food supply.

Existing Requirements for Beverage Alcohol Meet the Goals of the Act

For beverage alcohol, the directives of the Bioterrorism Act already are met and satisfied
by the existing obligations imposed by the Department of Treasury’s Tax and Trade Bureau
(formerly the Bureau of Alcohol, Tobacco and Firearms). The statutory and regulatory
requirements of the Tax and Trade Bureau (TTB) clearly demonstrate this point. Since the
1930s, TTB and its predecessor agencies have regulated the beverage alcohol industry in terms
of both import and domestic trade.

TTB has a comprehensive set of regulations governing the production, manufacture,
importation, and distribution of beverage alcohol products. All persons engaged in the business
of producing, importing and distributing beverage alcohol products in the United States must
obtain a permit from TTB or be registered with TTB. (See, ¢.g., Federal Alcohol Administration
Act, 27 U.S.C. §§ 203-204.)
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government resources will most efficiently “develop a crisis/communications and education
strategy with respect to bioterrorist threats to the food supply,” the stated purpose of Title III of
the Act. ‘

In addition to the regulatory structure TTB already has in place concerning members of
the beverage alcohol industry, TTB regulators themselves are well suited to address the elevated
threats of terrorism to our nation’s commercial infrastructure. Unlike officials of other Federal
agencies, TTB has sworn law enforcement officers with a long history of collaboration with
other levels of government. These TTB officials possess sequrity clearances, relationships with
other law enforcement authorities and access to information about their regulated community
that likely surpasses that of other Federal agencies with authprity over our nation’s food supply.

Further, communication systems between and among members of the beverage alcohol
industry also are in place whereby distillers, brewers, vintners, and distributors (both private
entities and State commercial enterprises), for example, have the ability to rapidly and
effectively track product and exchange information. T

In sum, since the requirements of TTB already achieve the desired objectives of the
registration requirement of the Bioterrorism Act, it should be incumbent upon FDA to liaise with
TTB to coordinate their actions, rather than unduly burden industry due to a lack of coordination.
Any other course of action would impose unnecessary burdens upon regulators and the regulated
community and thereby divert valuable time and resources away from government and industry
efforts to protect the food supply from bioterrorist threats -- an objective that all of us fully
support.

TTB’s Existing Requirements Governing the Bflverage Alcohol Industry

Section 103 of the Federal Alcohol Administration Alct (FAA Act) (27 U.S.C. § 203) and
its implementing regulations in 27 C.F.R. provide that it shall be unlawful, except pursuant to a
basic permit issued by the Secretary of the Treasury, to engage in the business of producing,
importing or wholesaling beverage alcohol products. In order to protect the integrity of the
industry by ensuring that only persons who are likely to comply with the law may be granted
permits, Section 104 of the FAA Act (27 U.S.C. § 204) prohibits the issuance of a permit to:

* any person who has been convicted of a felony under Federal or State law within
the prior five years; ‘

* any person who has been convicted of a misdemeanor under Federal law relating
to taxation within the prior three years;

* any person who, by reason of business experience, financial standing or trade
connections, is not likely to commence operations within a reasonable period or to
maintain such operations in conformity with Federal law; or
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August 30, 2002

Ms. Linda A. Skladany
Senior Associate Commissioner for External Relations
Food and Drug Administration
5600 Fishers Lane (HF-10)
Rockville, MD 20857

RE: Public Law 107-88, Docket Nos. 02N-0276,
02N-0277, and 02N-0278

Dear Ms. Skladany,

This letter responds to your request for comments
regarding Title III, Subtitle A of the Public Health
Security and Bioterrorism Preparedness and Response
Act of 2002, Public Law 107-88, (the Act of 2002).
The Act is directed at protecting the safety and
security of the nation’s food and drug supply and
requires in relevant part that the Food and Drug
Administration (FDA) impose certain registration,
recordkeeping, and notice requirements to effect its
purpose. The Bureau of Alcohol, Tobacco and Firearms
(ATF) regulates the alcohol beverage industry and
imposes many of the same requirementis upon the
industry that are required under the Act of 2002.
This letter identifies these requirements and
encourages collaboration between our| respective
agencies to avoid duplication of effprts and undue
burden upon the alcohol industry.

Background

As background, section 305 of the Act of 2002 (Docket
No. 02N-0276) requires the registration of domestic
and foreign food facilities. The registration must
contain information necessary to notify the Secretary
of Health and Human Services (HHS) of the name and
address of each facility, trade names under which the
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the industry by ensuring that only those persons who
are likely to comply with the law enter the industry.

The basic permit approval process entails a multi-
layered investigation of the permit applicant,
involving verification of citizenship or business
visas issued by the Immigration and| Naturalization
Service, review of the applicant’s business structure
to discover any hidden ownership, and investigation of
investors and owners through multiple criminal
databases to discover criminal histories and/or
affiliations.

In addition to ensurihg the integrity of the regulated
industry, the permit requirement, along with labeling
requirements identifying the bottler or importer, and
other required records under the Internal Revenue Code
of 1986 (IRC)' (discussed below), facilitates the
tracing of product to the responsible party
(permittee) in cases of a problem with the product.
See, e.g., 27 C.F.R. 1.20-1.22, 4.35a, and 24.300, et
seq.’ In the case of imported products, while the
foreign producer is not registered with ATF, the
importer is routinely required to produce letters from
the foreign supplier about the product as part of the
application process.
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Recordkeeping

The recordkeeping requirements required under section
306 of the Act of 2002 are similar in nature and
purpose to the recordkeeping requirements under the
IRC, 26 U.S.C. chapter 52. The importer, wholesaler,
producer, and blender of alcohol beverages are
required to maintain records of production and
importation. 27 CFR Part 24, Subpart O (wine); 27 CFR
Part 19, Subpart W (distilled spirits); 27 CFR Part
25, Subpart U (beer); 27 CFR Part 251, Subpart I
(imported distilled spirits, wine and beer). These
record keeping requirements are intended to ensure
that the tax due on the product is paid, or that the
tax is not reimposed upon the product by virtue of the
manner in which it is disposed. Therefore, required
records track the product from the point of production
or importation to its ultimate disposition. Thus,
required records under the IRC already establish the
immediate previous sources and the immediate
subsequent recipients of the alcohol beverages, as is
required by the Act of 2002. A requirement that the
same or similar information be maintained under FDA
regulations would be duplicative and unnecessary.
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Other ATF Regulation of the Industry
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outlined in this memorandum and encourage the exchange
of information and open dialogue between FDA and ATF,
to avoid duplication of registration and recordkeeping
requirements of our industry members. ATF believes
that the requirements we currently ose on the
alcohol beverage industry meet the requirements of
P.L. 107-188. ATF recommends further discussion
between our agencies to minimize duplication of
efforts and unnecessary redundancy in regulating the
alcohol beverage industry.

I hope that this information concernling ATF’s mission
and regulatory functioms assists you in your
regulations writing process. Should you require
further assistance on this matter, pllease do not
hesitate to contact me. I may be reached at the ATF
Domestic and International Trade Division (202) 927-
8100.

Sincerely yours,

e J g:/ A
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Theresa M. 41
Chie
Domestic and International Trade Division

Attachments

C: Leslye Fraser




