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BY FXRST CLASS MAIL 

Dockets Management Branch 
WA-305 
Food and Drug Administration 
5 630 Fishers Lane 
Room 1061 
Rockville, MD 20852 
ATTN: Docket No. OZN-0275 & Docket No. 02N-0277 

Re: Comments on the Proposed Rules for Section 303 aad Section 306 
of the Public Health Security and R ioterrorism Preparedness and 
Response Act of 2002. 

On behalf of the Government of the Republic of l!ndonesia, 1 have the 
honor to submit the comments Tom Indonesian Ministry of Agriculture on 
the FDA’s notice of proposed rules of Section 303 ( Administrative 
Detention) and Section 306 (Establishment and Maintenance of Records) 
under the Public Health Security and Biotenorism Preparedness and 
Response Act of 2002 (the Act) as attached. 
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In addition to the comments from  the concerned M inistry, I would 
. also like to draw your kind attention to some particular issues in regard with 

Section 305 and Section 306 of the Act, as the following: 

l It is indicated that small and very small businesses will. be given 12 
months and 18 months respectively from  the date the final regulations 
under Section 306 are published to fully comply with the regulation. 
However, the criteria used in Section 306 to determine small aad very 
small businesses is the number of employees, while in other countries, 
especially the developing ones, 0th~~ criteria such as the value of 
investment or total asset value is used to better reflect the factual 
nature of the business. Therefore, Indonesia would like to ask that the 
value of investment and value of the assets can be considered as other 
criteria in dete m ining whether a business meets the definition of a 
small or very small business in order to be allowed extended time to 
comply with the regulations, 

l It is not really clear how the implementing regulations of Section 303 
and Section 306 will address the trans-shipped foods. Relative to 
trans-shipment through other countries, what will happen when an 
Indonesian exporter has the food repackaged in other counties and 
once the food reaches the US., authorized personnel at the port of 
entry orders the detention of the food based on “credible” evidence or 
information that the food poses a threat of serious adverse health 
consequences or death’? Who should be held responsible? How is the 
Indonesian exporter expected to keep records of third parties in other 
countries? Who should bear the financial and administrative burdens 
of having the shipment delayed at the port of entry? And, equally 
important, how will the interface between the Container Security 

Initiative and the, Bioterrorism Act work relative to administrative 
detention (under Section 303) in such a case? 

(I Indonesia would also like to ask for clarification as to whether all the 
facilities under one parent company have the file (under Section 305) 
and keep records (under Section 306)? If a cooperative collects 
nutmeg Tom different small growers prior to export to the U .S., do all 
the growers have to be listed and to keep records? 
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The Indonesian Government conveys its sincere thank to OMB and FDA 
- for the opportunity to comment on the proposed of Section 303 and Section 

306 regulation. It is our sincere w ish that Indonesia’s comments can be 
considered favorably in the context o f developing free, fair and yet secured 
trade in food which is mutually benefited both to the U.S. and to Indonesia. 

SOEMADI D.k. BROTODIN’INGRAT 
AMBASSADOR 

cc: 
The Honorable Mark B. MC Clellan, M .D. Ph.D. 
Commissioner o f Food and Drug 
560 F isher Lane, Room #HFA-305 
Rockville, MD 20857 

f/Attachment 
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COMMENTS ON THE BIOTERR6RISM ACT 2002 

‘he Mix&try of Agricuhura (MOA) dentads tic impomm of rhe Riatezmism Act 
2002 siwd by Presidenr G,W. Bush in June 2002. In rwponsa LO rhe Act, tich will 
eff&iveIy be irnplcmentcd on Derzmbcr 12, 2003, lhe MOA has held meetings and 
dialogs with Indonesia twine& society/ qxmers of farm products and fd. in gcncral 
ahay commitmi lo follow the regulation. The AM, however, may have Titus 
implicalion on Indonesian food exports to the U&cd .St.mx. The folloting aypeCtS under 
Sections 303 and 366 bf rhc Act need to bc taken into account. 

1. Scctl’ott 303 (Adminlstrathe Deteu$&& 
& 1 undcrskxd that any artkIe of imported-foods is subject to inspection. 

examiration, or investigation. Howtwer there is a need to ensure tharl this 
ngulation dort?;i not create &W.iomI cost (e.g., casts for impcction, s-m-age 
during tumporary detention, and to appml rhc detention order) to exportcn:, 

h ‘lk maximum detention periods for perlshablc and non-perishable foods are 
20 and 30 days. These maximum periods should bc in Btcordanec with the 
type cri-b products to minimize unnecessary additional cost for the expotlxm 

5 The written notice of detention should include the basis for dcmtion, 
handling d&-pure and resolutions, appeal right and orher intormatiad. tccpircd 
by the exportas. 

$ The criteria of ‘cmlibla cvidcnce md fnfarmation indicating a threat of W th 
or death to humans and artimals’ should be clearly dtined- ’ 

5 &  WC of suspccrcd pmdum, the FDA or otha US appainred parties should 
assure foreign expo~ tt~?r tic quality of their products will bc mainkincd 
duriug dctcntion period. 

II. Section 306 (Est~blisbmeat and Maintenance of Records> 

3 The ws of ar(uberatrrd and threrrrened food to humans or unima& nctd to 
be cleariy def’kd. 

h Tk tequired tjmc  of 4 hours to respond and submit ncords of food9 will bc a 
problem for exporters wpecialI_r those who have noL represmtarivcs in Xhe US 
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sp=iPf trcatmcnt is needed to en&lo small-scale enterprises that do not have 
any rcprcscnt*tive in the US. 

Find@, I do hope Lhat in the f&are the trade rcltion bchwen the US and fncionesia 
can bc 3twzngcIwxxi for mutual Ixndit. Therefore, complicated p~ccss that may 
cbmmge US traders to import Indonesian farm  products or food need to be avoided. 

M inister of &icukure, Republic of Indonesia 

‘.. 


