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Ms.Marquita Steadman, Esq. 
Mail Code HFS-007 
Phone: (301)827-6733 
Fax: (301)480-5730 

T-Q84 P. 001 ho5 f-956 

Dear Sir, 

My name is Kazuaki Kawashima who attended on Food Security and Recall 
Workshops on July 25,2002. 
1 am sorry that 1 suddenly sent this letter to you. 
1 am really worried about the following letters. 
1 have some questions about the following papers about Section 305(Registration of 
Food Facilities), Section306 (Establishment sad Maintenance of Records), 
Section307 (Prior Notice of Imported Food Shipments), and Section 
H3(Admiaisrrative). 
What do WE have to do now about those things now? 
Do we have to register before Dec.1220031 
Do you have any application forms about those things? 
If we do this, could you please tell me how to do this in details? 
I am really sorry to trouble you, please tell me about those questions. 
Thank you, 

Si cercl A-4 -- _ ’ 

Kazuaki Kawashima 
Azuma Foods International 
1787 Sabre Street 
Hayward, CA 94545 
5 1 O-782-1 112(Tel) 
51 U-782-2254(Fax) 
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Public h=ltlt Service 

Fred and Drug Admlnistrtian 

Yuly 17,2002 

Dear Colleague, mAFoods Comrmulity: 

The events ofSepte3nber 11,2001, reinforced T.he need to entrance the WuriIy oftheU&ed 
States 9od supply. Congress responded by passing the Public IGalth Security and Biatexroriam 
Preparedness and Response Act of2002 (whe B~~~R&s&II Act” or “the Act”) @LlQ7-188), 
which President Bush signed into Etw on JIXCIZ 12,2002.’ The Act is dkided into the tibuowing 
five titles: 

l Title I - National Preparedness fbs BioterrMsru arxl other Public Health Emergencies; 

. Title II - EM,Controh on Dangerous Biological Agents and Toxins; 

. Titk IV - Drink& Water Security and S&kty; and 

l Tii v - Addiinai provisions. 

The purpose of rhis letter is: (1) to give you an overview of the four pmvisipns in Tirk III, 
Subtitle A (protection of the Food Supply}, which require the Food and hg ma 
(FDA) to issue regulatkms in an expedited $ime period; (2) to &form you how the Department 
and FDA will be proceeding; and (3) to sokit co- on areas of concern to you and 
suggestions fbr how best to come those concerns to us. 

A. Provisions Requiring Reguia~ions 

Attachment A provides an inhmal sunmary of the provisions in Tick fII, %.&title A of the 
Bbterro~ Act. As noted, the Secretary, through the FDA, is requked to propose and issue 
flual regulations for the ibllowing fbur provisionx 

X Sed.hn 305 tTQgh&dn of Food F-1 - requires the owner, operatorp or agent jn 
charge of a dom&ic or &reign &eility to register with the FDA no later &an December 
12,2003. Facilities are de&ted as any f&tory, warehouse, or estabk&ment, &hxijng 
importers. 4 

remation recnuremms no later than Deeembes 12.2003; however,~od i%u&ies 
The Secy, through FDA is required to issue final ~~~~ulat‘ ns addr ssplg 

‘You may obtain a f?U copy of the Act at httrxMhomas,loc.~ov, and swktiug wirh Bin; 
number Em. 3448. 
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mwt register with FDA by this date even if FDA has not issued fiml reguI&ons. The 
Bioterrorimn Act eqts fkrms, restaurants, other retail food establishments, no~lprofit 
fbod estabw~ in which food is prepared for or served dtitly to the consume; & 
fishing vessels (except such vessels engaged in prmssjng ss defined in 21 CFR 
123.3(k)) &om the requ.irmt to register. Also, tire& E&l&s sub* to the 
Teg~nreqllir~arelimitedtatboscthat manufstute, process, pack, or hold 
hod, only if food f?om such fkciby is exported to &e United States tixhout fizrtba 
processing or pa&a@ng outside the United States. 

x 

Unless exempt& these provisiuus apply to all fbcilities for all types of f&xl products regulated 
by FDA, inckzding dietary supplements. 

B. FDA’s Regulation Development Plans 

While the statute establishes ttu&iius deadlines fbr each ufthe above provisions, I want to 
~~~thattheSecretarybasmaaeitc~thathe~mlAtomeetthem, Ourgoalisto 
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@blish propos4d reguJ,athm by the end of i&s chdar year, and we plan to of&r ar least a 60- 
day COmflzBDit period. 

We also are com&kd to receivirg and consid.&ng the input fkom stakeholders as we develop 
the proped and &ml regdations. Before bmhg these proposed ties, FDA wiU SW& to 
itie stalceblders’ coflcerns and potential Options for addressing thent Ih.uGg the coxmxxmt 
paiod, we plan to hold several public mcethgs at various locations across UE country to explain 
ti proposed regulatory requti&s, answer questions, and reqeivs additional comment. 

We also have opened public dockets fbr each regulation and are ready to receive input fiwnyou 
now. Cox3raents would be moSt b&dill ifyOU not only kid@ any Co- y-0u m3y have, but 
also provide both your med !3ohltion and any supporting data) ifapplicable. Also, to 

DstqAdnx&tratin, 563OFiisLme,rm. 1061,Rockville,MDIQS52.S~te~o~ 
comments to ~/lwww.Ma.aov/dockers/ecommffntS . We request that you $mit two copies 

‘, * of any writtes% ooa, except that-individuals may submit me copy. Pka!3e C%lsure that you 
i.ndude ill your submission the docket lruJ&% that applies to your CorzllIJeLlx l?om the list below: 

. Section 305 (Registration) Docket No. (EN4276 

. Section 306 (Recordkeepiog) Docket No. 02N-0277 

. Section 307 @rim Notice) Docket No. 02N-0278 
+ Section 303 @etention) Docket No. 02N-0275 

Ifyou would like to review counts FDA has received., you may do SO at the Dockets 
Managemu~ Branch between 9 am. and 4 p.m, Monday through Friday. 

Within the FDA, Ms. Undo SkIadany, FDA’s Senior Associate CkmmiGom for Exkr& 
Relations, will serve as the f&point fbr our outreach &xt.s. Tbe Center fbr Food S&Q & 
Applied Nutritioa (CFSAN) wiu tie the lead fbr the reguktiom development process. 

Mr. L. Robert La& CFSAN’s Director of the OfEke o~Rqgu.&ions and Policy, will serve as 
senior rmmgcr of this efkt. Ms. Leslye M. Fraser, C!FSAN’s Associate Director fbr 
Regulations, will serve as the overall kzkl fix the regulations workgroups. Additional contact 
izdbmatioon is contained in Attachment B. 

Lastly, many of th? I-mm@ng provisions in Tit&s IllI, Subtitle A of the Biotmor&rn Act m 
tzdEdive now. Consistent with our good guidauce pmhce @GP} regul&ms, 2 2 CFR 10.115, 
FDA pbs to imue guidance documents for several of these psovisions p&r to implemerrtins 
them broadly. Please note &at ifFDA deems it necessary to us~ this new statutory authority to 
protect the public health prior to issuiug written guidance, it wiil do so oa a case-by-case lx&s 
aftercons~withseaioTo~ialsinthe~~D~tand~Headquarter3. 

3 
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Skceridy, 

Joseph A Levitt 
Director 
Carter for Food &f&y 

iUldAppliedN- 


