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Facsimile Message 

From: ANDREW CUPIT, Veterinary Caunselior 
Company: Embassy of Australia, Washington DC 

Phone: (202) 797-3319 
Fax: (202) 797-3037 

e-mail: Andrew.Cupit ~~gat~g~~~~~ 

Date: 5 April 2004 
Pages incl. cover: 6 

File No: 

SUBJECT: Austdan Comments. 

To the Dockets Clerk, 

Please find attached a signed copy of the Australian government response on 
es for the Bioterrorism Act (Docket Nos: 2002 
was re-opened for comment. _^)I/. 

Please note that these comments were submitted electronically before the 
closing date of 31 March 2004. 

Regards, 



VET. OFF ICE WSTEMI3 WfiSHI)C 

Australian Cavemment 
Austmlhn @umntine and hapecdon Setice 

3 1 March 2004 

Division of Dockets Managcmenr 
(HFA-305) 
Food and Drug Administratkon 
5630 Fishers Lane 
n-n. 1061 
Rockville, MD 20852 
United States af America 

RE: Docket No. OtN - 0276 

I refer to rhe Federal Register Notice, Docket No. 02N-0276 re-opening comments on the imetim 
final m le for the registration of food titilities published by the Food and Dng Administration 
(FDA), Dr?patimmt of l-h&h and Human Services, under the Prrblic fiwlth &m~~‘ly and 
Riattzrrorlsm Yr~parrdmm and Response Acr 2002 (Biorcrrorism 44. 

The Government of AUS~KI~~ welcomes the opporttity tn provide additional ubmmenr on the 
registration provisions. Austraiia’s specific comments on the Docket Na. 021v-0276 arc attached. 

Dr Ann McDonald 
General Mrrnager 
Market fvlainrenance Group 
E*pW& 
Austra’lian Quarantine and Inspecdon Servicz 
Ph 61262725254 
Fax 61 26271 6522 
E-mail ann.mcdonald@daff.gov.au 

CC Andrew Burst, A$$hIkd Caunscflor, US En-ihassy, Canbem 
Andrew Cupit. Veterinary Counsclior, Australian Embwsy, Washington 
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L’ET . OFF I CE FiUSTEMB WiSHrjC 
) 

Commmts of the Government of Austrak 
on Notice of lirtm -iim  Final Rule on 

Registration qf Food Faciliticrr Under the Pcrblk I&x&h Secures and 
Bioteworism Preparedness alzd &sponse Act qf 2002 

Fedcrsl Register Docker Yo.O2N-0276 

Rropened comments March 2004 

The Australian (3ovemment submitted in December 2003 commencg on the Notice oflntcrim 
Final Rule on Registration of Food Facilities Under the Public Health Security and Biorermism 
Preparedness and Response Act of 2002. 

Ausualis is still conned that rhe US Biorenoiism Act: 

l does not allow for equivalence determinations; 
9 focuses on prescribing specific measures; 
. may lead to more resrrictivc measures applied to impons than to food and ugi~ultu~%l 

producrs produced in rhe USA for the domestic market; 
l appears to be more trade revlrictive than necessary;. 
l may lend to duplicarion of some measures; and 

l cloes not consider vherhcf the stated obj&jv& are already achieved through the existing 
controls. 

The US FDA ro-opat?d OR 1 March 2004 a comment period for 30 days to ievestigate initial 
expcritices wirh the new requirements. We wish to provide the tollowing camments: 

l Australian exportas cxptienced difficulties in idmtifring and lucarjpy L( US agent 
required to organise registration of their premises. 

l Australian exporters also have had to CEUTY additional edministrariw costs resulting ficwn 
this new requirement. 

* We are awnre that rhe number of registered premises under the new requirement is not as 
high as originally cxpccred by rhe USFDA and WC assume that exposers in other 
countries ate cxpcriencing similar problems mentioned above. 

l Whilst eqart shipments appear to hc currently &rued wirh no delays c&used by the 
requiremcnl for Regiscnrtion, [his may be bemuse the USFDA is initialJy t&ing a 
flexible approach to Ihe complicrnct with new rquitement. We expsct rhar Austmlim 
exporters may SIIXJT experiencing diffkulties when the USFDA enforces fklly the new 
requirement. We thcrcfore believe that the commetil lt period should be re-opened by 
USFDA when rhe ne-~~ rayuiremcnt for Regigmtion is fully dorccd. especially in 
relation to how well the system will work when USFRA nods to conuot the US agenda 
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or Australian emergency contact in emerpdes. ‘l%s woulci allow A,ustraiis and other 
countries to make more eon&de& cornmen% on rhe practical/rzal lmpacc of the rule. 
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AWral imn Government 

Awtralinn Quarantine sad.hspcstion Service 

31 March 2004 

Division of Dockets Management  
(HFA-3U5) 
Food and Drug Adminisrr;ltion 
5630 F&hers Lane 
rm. 1061 
Rockville, MD 20852 
United States of America 

RE: Docket No- OzN - 0278 

Prior Notice of Impor ted Fobd Under the Public Hrvllh Securi$ und Biofenorism 
Preparedness und  Re.ywn.w Ad rt/ 2002 - m-opened comments 

I refer tol the Federal  Register Notice. Dock& Nb. CG!N-0278 re-opening comments on the interim 
final rule for prior notice of imported food publ ished by the Food and Drug Administration (FDA), 
Department of Health and Human SCTJWCS, under  the /‘ublic Health Swzuriry ntld IJioterrorkm 
Pwpamdrms and Rmponse Act 2002 (Uiotcrrarism Act). 

The Govtznrnenr of A~tralia welcomes the opportunity to pravide additional comment  on the 
rcgistrarion provisions. Australia’s specific comments on the Dooket No. KIN-0278 are attached. 

Yours sincerely 

-- 3  cIy-iA 

Dr Ann McDonald 
Germ31 Manager  
Market Maintenance Group 
EXpOrtS 

Ausrrahan Quarant ine and Irtspeclion Service 
t’h 61 2 h272 5254 
F&X 61 2 6271 6522 
E-mail ann.mcdonaId@daff .gov.au 

CC Andtew Burst, Agricultur;tl Couns~llor. US Emhacsy, Canberra 
Andrew Cupir, Veterinary Counsdlor, Australian Embass):  Washinf lon 

ENCL 1 

DEPARTMENT Oli AGRICUL+URE, FISWERlES AND FORESTRY 
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