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Facsimile Message 

From: ANDREW CUPIT, Veterinary Caunsellar 
Company: Embassy of Au&alla, Washington DC 

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

e-mail: Andrew.Cupif @dfat.gov.au 

Date; 5 April 2004 
Pages incl. cover: 6 

File No: 

SUBJECT: Australian Comments. 

‘To the Dockets Clerk, 

Please find attached a signed copy of the Australian government response on 
the IWO rules for the Bioterrorism Act (Dock d 2002N- 
0278) that was re-opened for comment. 

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

Regards, 

Dr Andrew Cupit. 

Y 
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Australian Gawmment 
AustraWn Qaanmntine and InepwtJon Simke 

3 1 March 2004 

Division of Doeke& Managane~~~ 
(HFA-305) 
Food and Drug Administration 
5630 Fishers Lane 
m l. 1061 
Rockville, MD 20852 
United States of America 

RE: Do&t No. 02lv - 0276 

Reg~rration of Food Faclllrleb: Under the PuMIc He&h S’ecur$y and Bidterrorism 
Prepredness arrd Aeqwnsx? Acr of 2002 - fcapened commeats 

Z refer to the Federal Register Notice, Docket No. 02N4276 re-opening comments on tha interim 
final rule for the registration of food thcilides published by the Food and Drug Administmtion 
(FDA), Dcpxtment of Health and Human Se&es, under the Public llcuhh S~curi)Y and 
Riaterrurtsm Preptwcdrlcss and Rcqwwc Acr 20112 (Biorcrrorism Acf). 

The Gwemment of Australia welcomes the opportunity td provide addiriowl ubmment on the 
registration provisions. Au&&a’s specific comments (Jli the Docket No. OZN-0276 arc akached. 

Yom sincerely 

Dr Ann McDoneld 
General Manager 
Market blaintenanr;e Group 
EX.pCWS 
Australian Quarantine and Inspection Se&cl! 
Ph 61 2 6272 5254 
Fax 61 26271 6522 
E-mail ann.mcdonald@daff-gov.au 

CC Andrew Burst, AjJricuhua~ Cout~~dbr, US Embassy, Canberra 
Andrew Cupit. Veterirwy Counsellor, Abralian Embwsy, Washington 

ENCL 1 

WR-31-2004 13:35 
d 

612 'XSS45721 
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CommHs ofthe Governmmt of Australiu 
on i4otice of Itzferim Final Rule on 

Registration of Food Facilities Under the Pabiic He&h Secur&v and 
Bioterrurism Preparedness aMd &sponse Act qf 2002 

f edcral Regker Docket luo. 02N-0276 

R~opmzd eommcms March 2004 

The Australia Oovemment submitted in December 2003 comments on ?hc Notice of Interim 
Final Kule on kg&cation of Food Facilities Under the Public Health Sccusily and Biorerrorirm 
Prepa&nes$ and Response Act of 2002. 

Australia is still conmed that the US Bioterroiism AC!: 

. does not allow for equivalence determinations; 

9 for;uses on prescribing specific measures; 
. muy lead to more restrictive measures applibti to imports than to food and u@iduJ~u~l 

products produced in the USA f’nr the domestic market; 
. appears to be more trade restrictive than necessary; 
. may lead to duplication of some meagurcs; and 

l does not wnsider wherhcr the stated objectives ate already achieved through the exisring 
controls. 

The US FDA rc-opened on 1 March 2004 a comment period for 30 days to investigate initial 
experiences wjEh the nelv requirements. We wish to provide the following comments: 

. Australian exporters cxpcrienced difkulties in idmtiffing and locrrtir~g a US agent 
required to organ&e registration of their prrsmise~. 

l Australian exporters also have had to carry additiona! a&ninistratiV~ costs rmakin#! from 
this new requirement. 

9 We are aware that the number of registered premises under the new requirement is nor as 
high as originally expected by rbe VSFDA and WC assume th& exporrers in other 
cvuntries are experiencing similar problems mentioned above. 

. Whilst export shipments appear tn hc currently cl~nred with no delays cuused by the 
sequiremcnt for Registration, this may be he-use the USFDA is initially taking a 
flexible approach to Ihe compliar;lcls with new rquirement. We e%pc$f that Austmlian 
exporters may stan e%periencincing diffkulties \vhcrt the WSFDA enforces filly the new 
rquirement. WC ehcrcfore believe that the comment period should be re-opened by 
USFDA when the new rquiremcnr for Regist&on is fully 4orccd. espe&JJy in 
relation to how well the system will work when USFRA ner;ds to contact the US agenda 

MFiR-31-n200d 19:3S- P.03 
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or Aumalian emergency contact in emergencies. This would allow A&trali# and ocher 
countries to make more considered commentb: on tieptatiicahal impact of the rule. 

2 

612 93645721 
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3 1 March 2004 

Division of Dockets Management 
(HFA-305) 
Food and Drug Admit&r&on 
5630 Fishers Lane 
rm. 1061 
Rockvilla, MD 20852 
United States of America 

RE: Docket No- 02N - 027% 

Prior Notice of Imported Food Uhdet the hdilic He&h SecuriQ and Biorcrrcrism 
Preparednew and Re.~pnn.w Act It/2002 - rc-upcned comments ’ 

1 refer to the Federal Register Notice, Docket No. 02N-0278 re-opening corrxmants on thhe interim 
final rule for prior notice ofimpofied food published by the Food arid Drug Administration (FDA], 
Department of Health and Human Sticcs, under the Public W .x~tch Secrmtiy nrld Biotwro&m 
Ptqwr~drress and Response Acr 2UU2 (Uiokvrorivn Act). 

The Go~anmmt of Australia welcomes the opportunity to provide additional comment on the 
registrarion provisions. Australia’s specific ~oomment~ on the Dookti No. 02N-0278 art attached. 

Yam sincerely 

.A- --% “-L& 
Dr Ann McDonald 
Gcnd Manager 
Market Maintenance Group 
ISPOrtS 
Ausrrali%n Quarantine aand Inspection Service 
Ph 61 2 6272 5256 
FZIX 61 26271 6522 
E-mail ann.mcdona~d@daff.gov.au 

cc Andrew Burst, Agk.hml Counsellor, US Embassy, Canberra 
Andrew Cupir, Veterinary Counadlrrr, Auscralian’Embassy, Washingon 

ENCL 1 

MAR-31-2004 19: 35 
I! 

61% 93645721 
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Federal !RegSstor Docket No. OtN-0278 

The Australian Government submittal in December 2003 comments on the Notice of Interim Pin4 
Rule on Prior Notice of Imported Food Under the Public Health Security and Bioterroti 
Preparedx?ess and Rqonse Act of 2002. 

AWralia is still concerned that the US Biotelrorism Act: 

l does not allow for equivalence detenninetionri; 

l focuses on prescribing specific mcasurcs; 

. may lead to more restrictive measures applied to imports rhan to food and agticuttial produns 
produced in the USA for the domestic market; 

= appwrs to be msre trxle restrictive than n~ccssary; 

. may lead to duplication of some measures; and 

IL does not consider whether the stated objective9 are already achieved through the existing 
controls. 

The US iFDA re-opened on I March 2004 a commcnr period fg% 30 days to inves’cigaIe initial 
hrptiences with the new requirements. We wish to provide the ~fok’W ing commmts: 

. Aus~alian exponers have had tr, carry additional administrative costs reulting from this 
n.ew requirement- 

l Whilst export shipments appear to be currently cleared with no delays caused by the 
requirement for Prior Notice. this may be twause the USFDA is initially mking I flexible 
approach to the compliance with new rquirement. We expect fiat Aush.ak exporter6 may 
stan experiencing difiollties when the USFDA cnforees fbl)y the new requiremenr. WC 
therefore believe chat the comment period should. be re-opened by USFDA when the IWW 
requirement for Prior Nolice is arc filly enforced. This would sllaw Australia and othhet 
countries to make more considered comments nn the practical/real impact of the rule. 

P. 86 
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