
Ten-Chao Corporation 
2108 Chico Avenue, South El Monte, CA 91733 

Tel: (626) 453-8847 (626) 463-8849 Fax: (626) 453-8892 

Date: March 28. 2003 

Dockets Management Branch (HPA-305) 
Food and Dl-ug Adminisuation 
5630 Fishers LAX. Rooxn 1061 
EUxkvillc, Marylwd 20852 

To Whom It May Concern; 

We *are submitting camments in regards to ti Bioterrorism Act (Public He&h Security gtld 
Bioterrarism keptir&les~ aad Rksponsr! Act of 2002), which includes a number of provisions 
that will affect. the import industry. Although we understand the impoctancc of ensuring the 
sakty of our rbod supply, we pile very txmcemed about the implemanution and ertforcernent of 
these rep\aiiuns. WC have listed the Section followed by our concet%~ and cu~~~~ents. 

See X3 a Admlnistratlve Deb&n 
~.)lrws an oiricct r~r qunlifkd employee tithe Food and Drug 

Adrni~~isnarim to order the detention, 1x1 accordance with the subsection, bf 
any ;urticlc of food that is found during an inspect&i, ex~&~~~on, or 
invesrigarion under this Atzt concluctcd by suc11 dicer arqualifk! employee, 
if tlrc ofliccr or qualbd employee has credible evidence or mation that 
such article prosom a threat of serious advcno health consequences or death 
to hurnsn or animals, 

Conccm: What is considered a qualified employee of tile USFDA’? Does this include a clerk 
who does data entry or a s~~rctary that answers telephone calls? This s&ion should be 
mended IO specifically stxe that only a complimce officer or inspector of the Foad and Drug 
Administration may order the detention.. . 

See 503. Administntlve Detention 
Also allows an article of food to lx domined under paragraph (1) for a 

reasontile period, not to exceed 20 days, unk.s a greew period, not to 
exceed 30 days, fs necessary. to enable tie Secrctwy to Institute an action 
w-&r subsection (a) or settian 302. 

Concern: The .speciFying of20 days, es an upper limit, is not whst most would consider a 
reasonable tirdc frae to institute an nctio~~. 111 addition, from when does the period of 
clekmion begin? Tlw period of detention should begin onto prior notice (as stated in Set 307) 
is filed Fo:or 0x sticlc of food. ln addition, the article of food should only be &tied for 72 
hours so that the SecretCq is enabled to intitute and wrion. 
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Set 305. Rgktratioh of Food Farilities 
Mandates that all fncilides that enpge in tie manuh%urlng, 

pmccssitrg, packlog, or holding of food k’or the tonsumptian in Ihe Unlted 
Slates he registeted with the Socretaty. To be registered- 
“(.A) fix tl dome& facility, the owner. operator, or dynt in char@ of the 
hcilhy shall submit E rsgiistratim to the Secretary; and 
” (El) Gr B forclg fklllty, the owner, oper&~r. or qen~ in ckurge of tie 
fbcility shall whit a rqistratlon to the Secreta~ end shall include with the 
registration rhc name of the United Bates ag:pnl l’w the fbc$Ny. 

Concern: This section clearly states that fm a foreign Mlity, a United States agent must be 
dcsi@xM. The United States ageat so designated must be a perrnauent resident or citiztn of 
the United States. Both foreign exporters and. US importers ax therefore at substantial risk if 
the desigmed United St&s agent for the foreign G.cility fails to fulfill its obligaticms to that 
fo:oreign fiaciliiy. Uotb will lose control if they are compelled to have communications with 
FDA channeled through a United States age& A foreign facility must be able to submit a 
regisnation to the Secretary witbout deoignating a United States agent.. 

See 305. I<cglstratfon of Food Facifitius 
States ,that the Sca-cbuy shall compile atid maihtaia M up-to&W list of 

t&Clitics that are registered under this section. Such l&t nd my reglsmtkm 
dr)cumcNs submitted punuant to this subsccthh shall not be subject to 
dlsclasure under section 552 of tttle 5, United Mates Code. lnfbnnatiosr 
derived from such list or re@strdlaa documents shall mot be subject to 
disc(ostue under section 552 of tithe 5. Udted States Code, to tha amnt that 
it discloxs Ihc identity or locatlou of B specific tq$atered person. 

Concern: This section does not make sense Y&C it prohibits a domestic ot foreign facility fium 
verifying whetiel- proper registration has been completed for each facility that rnan~tu~, 
processes, packs, or hoIcls food for consumption in the United Sates. Therefore, the facility 
cannot acquiria verification that all foreign entities in the supply chain previous lo the fwility 
have properly registered before tile facilie possesses the article of food. 
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Set 307. Prior Notice of Imported Food Shipmctlts 
Stis requires whet 3 notke under FU& paragraph be provided by 3 

specilicd period oftime ~II advance ofthe time of the hnportatiun of the 
ankle of food involved or the offkrlng of the food fbr Impor& which period 
shalI be no less theti the minimum wnounl of tkne ftccessdty for the 
Secrstay to receive, review, and appropriately rcspoad to such notification, 
bur r-nay IWI exceed five hys. 

Concern: Since plier Ilotification must be given and the notification requires certain 
information. including Customs elltsy number, the importer must pre-file their entry with US 
Customs. However. US Custans also has a regulation that does not allow an importer tu file 
entry more than five days bcforc arrival. This efGctively rcducos the window accorded au 
importer to submit prior notice of inlported food. With the port situation, it ia baolaing harder 
to pinpoint kvol information for t;hipmarts. Sometinxes the freight cornpy does not protide 
arrival information on ShipJnenu until. ir has aRived at the boxder. The regulation governing 
Prior Notice of Jtipntid Food Shipmentti is also a redundancy of the curtc~t OASIS system 
that is already in place olld worlcing. The custom broker of the ilnporter of record already 
provides a lisl. of information to the US FDA. To have the importer protide the same 
information in the Prior Notice of illlported Food Shipments would be a reduzldancy. In 
addition several fielrls of in1’ormation is not ~~OWII to the importer, such BS the US FDA 
product code of each item. Therefore, tJ)e Prior Notice of Impotied Foods shipments set~es no 
need tied should not be implemented. 

Set 307. Prior Notice ot’lmportcd Food Shipments 
In tile event thrrr other infonnatian iii Lha prior ipotlcs must bc ebaaged, no 
amerldnlent or up&c is pcrmlttcd, The sub&&r muck cancel the initial 
prior notice aJld subunit a new one. Tn addition, ffan ameudncd is needed, 
FDA is proposing to limit the infacmdtlon that may be smcndcd in a prim 
nohe to the product idcnliflcetlon information nquircd tn proposed Sec. 
1.28,8(e)( 1). 

Concern: Undler the proposed US FDA regulat!on, a prior notification fling caunot be amended 
if an error waas made in the filing. The filing must be disxrded and a new prior not&&on is 
submitted. This will Fe an enormous drain of resources fur both the imporkr and the US FDA 
because each Aling will tie 0,5 to 1 hour to complete for each article of food Jn ad&ion, if 
the clerical en-m- is nut discovaed before noon of the day prior to arrival, the shipment will be 
&Lsed. 
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Set 307. Prior Notice of Imported Food Shipments 
FDA rccogfiites that food lnay be shipped in the sanx conteina or truck 
with non-food items. Since aticlcs that are hot food ark not subJectto this 
proposed rulr. when mixed ot consolidated impolfed hcl&t cantains 
articles of’ food that must be held at the port of enuy or moved to n socwc 
facility, those arhclcs lhor hwe been refhed mut bc de& wwlth betkc the 
rcs~ of the shlpmeer pl’oceeda. 

Concern: This8 proposed regulation appears to place undue burden on importers who oftan use 
mix or cons01 idatecl imported freight to import their goods. If one importer does not properly 
file a prior noi:icc of imported food shipments, then the other importers must wait for the 
offending importer to deal with the prior notice of imported food shipments before the 
consolidared or mixed in~ported freight shipment can proceed. Importers ~8~1 face substantial 
delays swaiting clearance of products. 

We. as members of the international trAde community, are very concerned about the current 
ailuation with jmpot%~kion as well as the future implementation of the Biotcrrorism Act and 
subsequnr re;;olations. As it stands, the titern&ional trade has been severely biudered and 
slowed by the increme ill the number of h,spectMs and regulations. With the likelihood ti 
there wi I1 be L~JI incrcasc in regulations, procedures, and ftiings under the implementation of the 
BiotelTorism 44ct. the length of time to receive imported merchandise as well as the cost of 
inlponarion will o111y increase. By adding anothc~ federal agency that will institute its OWI sets 
of Bioten-orison rqulations, this will only cause redundancy th& is not needed siacc US 
Customs aad The CJSDA have already increased jnspcctions at our border in regards to 
Alolerrorism. We see this as extrzuleoUs security that till not aid in the figbr against 
Biot.erroristn and a waste of human and financial tesourceB. 

Sincerely, 

Oriental Herbal Association Member 


