
DEPARTMENT OF THE TREASURY 
BUHtAlJ OFALCOHOL. iOBACCOAND F-IREARMS 

AuyLlst 30, 

Ms. Lindd A. Skladany 
Senior Associate Commissioner 
Food and Drug Admlnistratlon 
5600 Fishers Lane (HF-10) 
Rockville, MD 20855 

2002 

for External Relations 

RE: Public Law 107-88, Docket Nos. 02N-0276, 
OZN-0277, and 02N-0275 

Dear Ms. Skladany, 

This letter responds to your request for c0mmonL.c; 
regarding Title III, Subtitle A of the Public Health 
Security acted Bioter or ivm ?L~~~d~f?dIl~SS dild Rt?SplJllS” 

Act of 2002, Public Law iO7-88, (the Act of 20021. 
The Act is directed at protecting the safety and 
security of the nat VI-I s food and drug supply and 
requires in relevar c part that the Food and 3ruq 
Administration (h'DA impose certain registration, 
recordkeeping, and notice requirements t.o effect it-5 
pLlrpOSe. Tile Burer;u of AIcohzL, Tobacco and Firearms 
(ATF) regulates the alcohol beverage industry and 
imposes many of the same requirements upon the 
industry that dre required under the Act of 2002. 
Tllis letter identifies these requirements dnd 
encourages collaboration between our respective 
agencies to avoid duplication of efforts 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 foreiqn food facilities. The registration must 
contain infor-mation necessary to notify the Secretary 
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address of each faciiizy, trade ;ICI~S under  which the 
facility conducts business anti, +,hen the Secretary of 
HHS deems necessary, the general  i!;od categcry. 

Section 306 of the Act of 2i)CZ ( Ci;J...ket iio. OZN-02 17) 
requires the promulgation of ~-eagcl itions to establish 
requirements for the establishment and  ma intenance of 
records needed to determine tile :mmedlate previous 
sources and the immediate subsequent  recipients of 
food, which records would be  kepr for no  more than two 
years. This section would authorize the Secretary ol: 
HHS to have access to these records when tnere IS a  
reasonable belief that an  article of food is 
adulterated and presents a  threa; of serious adverse 
health consequences or death lo humans or animals. 

k'inaily, section 307 of the Act c,f 2002 (Docket No. 
OZN-0278) requires that the owner, Importer, or 
corisignee provide prior notion of imported food 
shipments. The  notice mc:st iden'ii fy the article, the 
manufacturer and  shipper, the grOwi?r (if known within 
the time  within which notice LS rvguired under  
regulations), the country of origin, the country from 
which the article is shipped, an~d ttle anticipated port 
of entry. Providing this notice LS a condition of the 
article's admission into the U:lit.ed States. 

ATF-Enforced Statutory Requirements 

Registration of the Industry Mcmht-r . . . . -. 

The  Federal  Alcohol AdministratIon Act (FAA Act), 27  
U.S.C. 203, and  implementing regulations in title 27  
C.F.R., imposes many of the sdme requirements as those 
imposed under  the Act of 2002. Specifically, like the 
registration requirements in the Act of 2002, the FAA 
Act and  implementing regulatiorls porovide that it shall 
be  unlawful, except pursuant to a  basic permit issued 
by the Secretary of the Treasury, zo engage in the 
business of importing, wholesaling, producing, 
blending, or rectifyiny alcohol beverages. The  FAA 
Act and  implementing regulations identify the lim ited 
class of persons cntrtled to a  basic permit and  
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the industry hv ensurinq that only those persi;ns xhc 
are likely to comply with the law enter t;rle industry. 

The basir permit approval process entails a mc;: i- 

layered investigation of the permi: applicant, 
involving verification of citizenship or business 
visas issued by the immiqration and Naturalizatior 
Service, review of the appl ic?nt's business structure 
to discover any hidden ownerst-.ip, and -nvestigation sE 
investors and owners through muLtipl.e criminal 
databases to discover criminal histories and/or 
affiliations. 

In addition to ensurlnq the integrity of the reyuldzed 
industry, the permi 7 requirement, along with labeling 
requirements identifying the bottler or importer, and 
other required records under the Internal Revenlie :Jcde 
of 1986 (IRC)' (discussed below), faciLita:es the 
tracing of product to the responsible party 
(permittee) in cases of a probl.em with the product. 

e,.e.g., 2-1 C.F.R. 1.20-1.22, 4.35a, and 24.3c0, et 
seq.' Tn the case of imported products, while the 
fcrei qr. n10d11i:er Is not reyist.ered with ATF‘, th? 
Impnrrcr- A-' :~~':t .npit,f rtLIqi11 reti ! 0 pro(z~!C~' let-+-o:=: i r'~.' ic- 
t37F: fc>1-elqn siLpFlI?r 3b:;il the pr:~ci;ict ns r);lr+ Yi' +.t.-~. 
d>--pl 1 Ctt ir!rl p L!:.:Ds'y. 

i ‘The iKC: an13 1mplrrner~t ~IICJ rrquidl.iorls require tlldt iK?LSb.l.j xishiria 
to estabilsh opera+.lons as il dlstillea spirits plan: (C:;Pj, 
bonded winery : BW) , or brewer must ~1~0 qualify to er,qaqe in 5,~~h 
operations. see, ~ e.c 27 C.F.R. Part 19 (DSP), Subpart G; 1': 
C.F.R. Part 24, SubpartL, iBW); and 27 C.F.R. Part 2S, Suqart C 
(Brewery). The regulaLlon:s estdblluh d rlqorous sppllcation 
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duplicative of existing regis irements and 
unnecessary. 

Recordkeeping 

The recordkeepiny requirements t-equ:red under section 
306 of the Act of 2002 are sir-Liar in nature and 
purpose to the recordkeepinq requirements under the 
IRC, 26 U.S.C. chapter 52. The importer, wholesaler, 
producer, and blender of a:conol beverages are 
required to maintain records of production and 
importation. 27 CFR Part 24, Subpart 0 (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, w:ne and beer). These 
record keeping requirements are i:;tended to ensure 
that the tax due on the product. is paid, or that the 
tax is not reimposed upon the prncuct 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 ulti.mate d'sposition. Thus, 
required records under the IRC already establish the 
immediate previous sources dnd tr.e immediate 
subsequent recipients of the alco:,zl beverages, as is 
required by the Act oL 20?2. A requirement that the 
same or similar informat:un b? mair.tained under FDA 
regulations would be duplicative and unnecessary. 

Prior Notice 

As indicated above, sectlor. 307 af the Act of 2002 
requires prior notice describing t:li;l article, the 
manufacturer and shipper; the grower (if known), the 
country of origin, and the countrv from which the 
article is shipped. This infcrmatinn is also required 
under requlations implementing the FAA Act. While 
there is no formal "prior notice" requirement under 
FM Act regulations, the informaticn collection is 
essentially the same and serves the same purpose. 

In particular, the FAA Act requires that industry 
members apply for and obtain a zertlficate of label 
approval (COLA) covering the bottled product before 
the product is introduced into ixterjtate or foreign 
commerce. The COLA, which is i-73 *-nded to ens.Jre that 



the product identifies the product in a non-ceceptivo 
way, must contain mandatory alcohol beverage label 
information, which includes the brand name of the 
product, the class and type desrgnation, the al:;?cL 
content, the name and address of the bottler of 
packer (domestic product or imported bulk produ.ct 
bottled in the United States) or importer, and lilf 
ccuntry 05 origin. The COLA forms are valid 
indefinitely, provided the beverage content, label <lt?d 
importer remain the same. 

Significantly, the Act of 2002 does not define "prior 
notice" and leaves the amount of time required to 
satisfy "prior notice" to be established by 
regulation. Since an approved COLA form must be 
submitted to Customs at the port of entry as a 
condition of releasing the product (see, e-s, 27 -- 
C.F.R. 5 4.40), we believe the purpose of the prior 
notice requirement is fully satisfied. That Fs, the 
purpose of the prior notice requirement is to enable 
the Government to establish the identity and origin of 
the product prior to the product's importation into 
the country. The submission of the COLA forms as a 
condition to importation satisfies this gurpcse. 

Other ATF Regulation of the Industry 

In additicn to the above, ATF conducts periodic 
testing of alcohol beverages and laboratory analyses, 
as appropriate, to ensure product integrity and 
compliance with applicable regulations. Numerous 
alcohol beverage products will not be issued COLA 
forms Without first performlng a product eVal;latiCn at 
the ATF Laboratory. ATF conducts occasional alcohol 
beverage samplings, both targeted and random, testing 
the integrity and regulatory compliance of alcohol 
beverage products on the market. ATF also 
investigates consumer complaints and, in consultation 
with the FDA, requests voluntary recalls of the 
product where a health concern is presented. 

After attending the Constituent Roundtable: 
Interagencies meeting on August 6, 2002, I followed u? 
with a telephone call to Ms. Leslye M. Fraser, 
(Associate Girector for Regulations, Office of 

Regulations and Policy), to discuss the information 



h 

outlined in this memorandum and enccurage the exchange 
of information and open dialogue between FDA and ATF, 
to avoid duplication of registration and recordkeeping 
requirements of oj~r industry members. ATF believes 
that the requirements we currently impose on the 
aicohol beverage industr;? meet the requirements of 
P.L. 107-188. ATF recommends further discussion 
between our agencies to minimize duplication of 
efforts and unnecessary redun,dancy in reglilating the 
alcohol beverage industry. 

I hope that this information concerning ATF's mission 
and regulatory functions assists you in yoi:r 
regulations writing process. Should you require 
further assistance on this matter, please 
hesitate to contact me. I may be reached 
Domestic and International Trade Division 
8100. 

do not 
at the ATF 
(202) 927- 

Sincerely yours, 

’ ~. ? 1 e /_ 4 I. 
Domestic and International Trade Division 

Attachments 

r. L: Leslye Fraser 


