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G/SPSNUSA/691- G/TBT/N~fA/32-~$#t&o~ Do&et no. 02N 0276 

1. General eommen1s ; ” 1:; “in,.3 r -1 -- ._( 7 ; I ‘/ ( 
‘ ; 

The European Communit ies would l ike to rhank the Food and Drugs Admiktration 
(FDA) for the opportunity to provicle conments on the Re&ration of Food F;rcilities 
under the Public Health Socur@ and biorerrorism Prq~aredness and Response Art of 
2002 notified under the TBT Aqxment as GTrBT/N/IJSA/I!2 and to the SPS 
cO&kC W tdCt G/SPS/N/uSA/691. 

The European Communit ies fully shares the US aim-to protide mcasu~es to ensure au 
effecrivc control of the food and feed chain, namely deriving from the rerrd9? rhrear. 

The basis put fomard is that it is “a low probability, but potentially high COST event”. 

The European Communit i~ is not convinced ?,har the measure in question comes 
WGn Ihe scope of applicability of the TBT Agreement (nor, for tbat matier, whhin 
the scope of the SPS Apreemeut). Whatever may be the applicable WTO provisions, 
the l3uropean Corrmmnities has a number of substantive concerns with the rnemure 
which it sets out below. 

The European Communit ies considers that it will prove counter-productive IO the 
objective of rhc measures if they arc unduly bureaucratic aud burdensome. The 
European Con~runirios also notes that tie measures have the po~eutial to impacr 
significantly on trade through the introduction of new regulatory requirements. These 
uill affect in particular imported products. 

2. Impact uh EU Exports aad MT0 compatibdlty 

The European Communit ies has serious concems about the po~cntial adverse impact 
on EU exporters and WTO compatibility of the above measure. Small and medium- 
sized enterprises are, of course, particularly concerned by the imp1ementatio~ of this 
measure and their possibility co trade could be sexiously compromised. 

ne prOpOd - together wirh the text notified in the fhmeyork of the SPS Agreement 
under refcfmce C/SPSNUSAI690 - fokms only part of the rules to be adopted Mder 
BTA tith other parts still to be no&d (e,g., rules1 for keeping records and 
administrative detention). As such there are a number of eneral comments that can 
be made on the ovmall process that apply to most individu pieces of the jigsaw. 

Based on statements by FDA since the pro implementin measurti were published, 
the FDA intends to treat comments in two broad careg ! ries: 1) rhose where FDA 
considers that it possesses flexibility to rqond and 2) tht+e where FDA considers it 
does not hauo such flexibility. 

The first group includes specific comments on individ 
They highlight real life problems that the proposed 

irnplernenting measures. 
es will cause and suggest 

possible solutions to improve the situation. Jt is e view of rhe Eurcrpeau 
Cozmmniries that most of them could easily be t&en into count in the Final Rule. 

OZN-0276 C/Zb 

P.03 

I 

I 



~IPR-04-2003 16:46 NSSC I 301 926 1559 P.04 

, 

The second group involves a more fiMamenta1 set of comments that address the 
actual basis of the proposed rules and the foundation on how implementing measures 
will f&tion, e.g., need for o defined gsoup of traders to be ~mgistered. The message 
that the FDA has ccmvcycd when asked about this second group of issues is &at 
flexibility is nor possible because they inherited specific requiremeats as pea? of tie 
June 2002 Biotetrarism Acr (EYTA). The basic message h beeu thar comrncnts will 
be ‘considered as Ear as possible” but the fimdamenral cannor bc changed A  t 
situation whefeby mcasnres enter into force which are both ineffective in rel;lIian lo 
their purpose and trade disTortive must be avoided. 

The BTA itself was never notified to WTO. Both implemzr~ting measuresinclude the 
statement &at “ FDA believes &at this proposed rule is not mare trade rest&rive 
than necessary to meet me objectives of the BTA.” However, the objectives of the 
BTA heve never been justified by the US in accordanoe witi international obligdons. 

At the same time, 1he Eurqean Communit. ies woulrd like to express their 
disappointment &at rhe commals previously fowarded in Augusr 2002 never 
received a direct response. A copy of these comments is attached. The European 
Communit ies looks fomsrd to receiving a written response lto these comm~tnts. 

No objective justififioation has been put fozward for the two implementing measures ‘as 
required under WTO rules. This, in turn, has a direct iefl G ence on the extent of the 
measures that can be applied, i.e. to ma&&in the pticipUe of proportionaliry to the 
pcrccived risk. 

The European Communit ies con&& tM the non& WTO obligations should be 
followed. These obli@ ions are desigz& to limit the inrroducrion of arbitrary and 
unjustifiable trade measures more resttictive than neccssm. To dare, the US has yet 
to show what specific risks its measures are supposed TO address and therefore they 
have also not been able to make the argument that the proposed measures will 
eliminare these unspecified risks in a proportionate and non-discriminal.ory manner. 

The speed at which tie meas- are being introduced d the apparent lack of co- 
ordination wirh eimilar initiatives by other US agencies iI+ arly increases the risk that 
the impact on uade will be greater rhan is necessary. ‘Ibe US must co-ordihate rhese 
measures to avoid unnecessary duplication for exporters toNthe US. 

3. Defbitioa of food 

A better definition of Food is needed as this would clarify the scope of application of 
the measure. Currently there are general groups of praduc@ and a statement that these 
proposals apply to all food nor under the exclusive rt;sponsibility of USDA without 
defining what that is (tieat products, poultry and same egg producrs”) is nor 
sufiicient. Clari2icarion on this basic point is necessary. 
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o. Justification for registratibn measure unclear 

The norificd measllte requires foreign Facilities that marr facrure, pmcCSS, pack OT 
bold food for human or animal consumprion in the Unircd I’s mcs to register with the 
FDA by 12 December 2003, 

The said me;Lsure, laid down in tbc Ramcwork of rhe iotcrrorism Act, aims at 
monitoring closely aad insramaneously any bioterrorist ac ion in the food sector by 
enabling, through an enhanced traceability of the 4 ’ con red product, to trace back 
the origin of such action. 

The European Communit ies has serious concerns over the r 

4 

quirement for any facility 
involved in trade vile the United States to be registered It is also very difficult to 
conclude that such a measure. implying a significant - a strrltive burden and, hence 

hindering trade, might be effective in meaing its aims. ~ 

The BTA requires facilities engaged in the manufac 
holding of food for human or animal consumption in 

5. Prrrccical difliculties with regislrarion as proposed ~ 

Sevcrel problenls arise in relation to rbc registration req)rircment for each foreign 
facility which holds food for export to the US; 

- Sn many sectors it is common practice for a fpo producer to sell tluough 
traders before the product is eqorted to ths US. ‘S is particularly the case 
in secton character&d by a highly dcvclopcd co 

i 

ercial infrasmrcturt, such 
as the &uit and vegetable sector and the +-ne sect r (registration may be legs 
burdensome for vertically-integrated large corpora -0~1s which have agents in 
the US). In such cases, the producer or packer) may not even know that 
hitier product is being exporred by a subsequent trader in the chain to the 
US. In the wine hidustry, e%porCzrs frc+ently buy wines from small private 
wineries. FDA underestimates COSTS faced by &he e producers. FDA should 

1 clarify that only those facilities rhat hold products or dirsc~ export 1.0 the US 
riced to register. 

- For reaSons of cornrner&l confidentility, trt&rs bnay not wish to revcaal the 
identity of the packer or producer to the importer. In rhcse cases, The BTA 
rules could stiously interfere with commercial confidentiality. 

Under the rext of the proposed rule, ir is not absolutely clear to whom rhe requirement 
to register applies. The requirement should only apply to fihe last holder of the goods 
and 1101 to entities fixther down in the chain (packing st ‘011s; warehouse facilides; 

Ti transporters). Ir ia not feasible to propose that the whole s ply chain will be able to 
bavc a contract with o US agent. This may not be difficult for large-scale operators, 
but impossible for smaller entities. 

Difficulties will be encountered at “c4leclion points” (e. a distribution faciliv of a 
company or an auction), which receive products a very large number of 
rmppliers. .SI.Gpmcr& horn these “c&cction points” composed of rrtl 
aBsomnehT of prOthCIS from various Wppliers. If (expoticr, packing 
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station) rhicrtivas products of SU& o “colleclioo point” I(wbich means recdving 
producrs from various production fbcilities), only the l+st holder of the goods 
(exposer, shipper, distribution c~trc) should be required TO Register. 

lt is also not clear whether facilities which export solely td their own subsidiaries in 
the US must also regi5tes. I 

Tn many cases, foreign (i.e. non-US) companies send Gnus ed or semi-finished goods 
or even raw materials only to their own subsidiaries in the US, where these products 
undergo a more Than minimal further processlrg. The :: S  subsidiary is therefore 
ultimately responsible for bringing these ptoducrs inro 

2 
e food chain in the US. 

Hence, their foreign parent company should not have to re ster with the FDA. 

III sonle cases, the foreign facility onIy pa&s raw marerials previously bought (some 
on international markets) in order to send than to irs US subsidiary for &al 
processing. Under the proposed provision, not only this aciliry, but also all of its 
suppliers would have to register with the FDA. Again, this hould not be necessary as 
the US subsidiary’s registration should suffice. Also, the c oscquences of a failure to 
register for one of the suppliers, Lt. a product detention t the poti of entry, would 
possibly be borne by the foreign facility sending the p eked products. Thus the 

- sending facility would have to make sure that all of its s 

! 

pliers are rzgistered with 
the FDA. This would be an extreme administrative burden as some of these suppliers 
may be located in another third country, and may not b held responsible for not 
registering under the respective legal systems of the cow&i in qu~tion. 

The measure reganhg registration to the FDA of any 
animal feed to the United Stares proves quite burdensome 
entetprises (SMEs), which produce aTId paek directly on 
oil, wine, cheese, products registered as protectcd 
geographical indications). Such producers are 
destination of their products when selling ID wholesal&operators.. 
In practice since small exponers and/or SMEs 
rhc European Communit ies ssks the US authorities to cx 
apotters, whether it would be sufficient 
documents. 

6. Da tram-shippers have to be reglstered ? 

Concerning produn in nans-shipment through the US, It is not clear if facilities 
involved in the production pf’tbese products should also bei registered. 

7. Duplication of information rnpplied 10 orher US de artments 

Tbc US has already decided to exempr from n&trar on f&&tics that produce 
products regulated by USDA on the basis that the nexxss 

: 

information is supplied to 
the US authorities. It musk be nored that the information upplied to USDA is not in 
the same format as that being proposed for submission to e FDA. 

4 
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she same paciple sh~uki be exlxtendcd IO information to the USA in rhc 
framework of the EC/US V&&q Agreemat’ and to o er US deparanents, such 
as US Cwoms and Tax ancl Trade Bureau (m): 

I- In the cast of spirir importers, a large amount of information is aLea& 
supplied to TTB; 

- In the case of wines, TTB receives EC docum for at1 shipments 
detailing rhe origin arid provenance of rhe wine. i 

The duplication of intorruatioa supply should be esscd in terms of 
communicatiou between US departments them 
double notification IO trade. A  failure to ad&es 
described as the less trade-resktive mezwres. 

mA may argue that the BTA requires the 
FI)A and that information to US Customs 
this tan easily be addressed by wide& 
dec.la&ons to embrace FDA. Thus dara c 
or “to ‘TTB and FDA”. 

8. Overlap with impaticrs’ liccnce (alcoholic bevetng 

Foreign producers can only in~port alcoh ugh an entity that holds 
the Federal Basic Importer’s Petit Moreover, R is required to produce 
Iencrs from Lhe foreign Npplier about tie produ f rhe applicarion process. 
The US should require lTB 10 share 
duplicative burden IO suppliers. RequirRnenIs for th 
duplicative information is incompetible 
restrictive measure. 

9. Samples 

The registration requiremenrs should nor 
cannot be expected to engage an agent 
OppOrruaitiCS. 

3 0. Registration period 

The rcgisuarion of Bcilities will place an enormous burd on ]FDA and in par&ahr 
on its computer syrtcms. It will be essential to encure that usksses are not &k&d 
by delays in processing. 

The proposed rule allows for 
after rhe Final Rule is 
December 2003. 

1 
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What happens to correctly complctcd applications rude o e-g- 13 October but not 
responded TO by 12 December ? FDA has stared that ir 
applications in writing and therefore mandatory deadtin= 

Moreover, regi:stration til. take place at the end 
period for erzample for the alcoholic beverqe industry. 
rhe registration proces5 cotid irnpacr adversely on 

In order to get the system operational step-by-step and ot disrupr trade flows, a 
period of exemption Corn prosecution should be operators who do not 
regifrter correctly (or not at all) in he. A  longer lead-i period is needed before 
registration becomes obligatory for all uades to the US. 

11. Cost and dkiminrtory U;ade Sknpact 

FDA has idenrihd char a dispropotionate cost of compli ce with the registration 
measure falls on foreign suppliers (Table 42, ‘<Total COSI of pt.ions..-‘*)- The costs are 
in the order of 30 rimes greater for for&m facilidcs then fo ” US facilities. 

Fmhemore, FDA ackrowladges that ti a result of &he 

rhreat on tbe product 

comment by FDA is that American cow’umers 
have access to cetTain foreign niche 
consumer will sttbstiture a US such a discrinkatory 

be considered, such as a 

12. Requirement for an Agent 

Clarification within the text of the obligation to have esrablished agent in rhe 
united States is needed. As the text stands now, it does eem compulsory. 

d to have such an agent 
considers ihar such an 

for small and medium- 
such an agent, clear 

ould be stipulated in the 

3[he rcquiremcnt for a US-based agenr presents several 

-- FDA is wrong to assume that importers or business almers will act as agents 
with their foreign parmcrs, except in rhc t,wlt 0 mulrination~l cornpanics 

6 I 
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working mugh their subsidiaries or parenl co arks. Many business 
relations are not “one-lo-one”: foreign camp 

f 
‘es frequently deal with 

&fferenr customers and most US importers wi impti franl different 
suppliers. 

- Designation of only ohe agent may not cot~s 
producer can operate with an importer for a 
importer for anorher product or brand, or rw 
them acting in a specif!ied geogapltical area. 

co business practice, as a 
fit product, and another 

any imponers, each of 

- The flmcr.ions of the agents and their level of 
nor clear or urukrstood. The implication rh 
responsibility if a terrorist incidenr occurs 
&lTaagenmlts . 

otential liability is 
will be= or share 
od c0~ct-d 

Tbc requirement to have an agent in the US for the p 
impose dif&ulties and burdens for enterprises which 
inditidti and companies who are currently offering 
to be offering no more than a US postal address in exe 
to have no relations with the fore@  company o 
regisrration form. It is difficult to ascetiain any added 
agtMs”. 

es of regisuation W ill 
to be registered. US 
ces as agents appear 
a fee. They are likely 

being cited in the 
FDA of these “paper 

The requirement for’ an a$znI may impede @ado, intcrfer with pxivart commercial 
relations, While at the same rime offer no apparent increase in security. No 
justificazioa is advanced explaking why a US-based agen is reqtired, nor why ir is 
inadequate for facilities to P&X directly with PDA wi lout the need to engage a 
US-based agnt. I 

The US should examine alkmatives or simpler procedures o she agency requiremmt 
as currently proposed. 

A  “US agent” is defined as “ a person residing or main 
the US whom a foreign facility designates as its agent”. 

g a place of business in 

However, F’DA ha.8 stated that it is thiting of this deftition to include 
some kind of legal responsibility. Traders will 
agents know whar their functiob/rcsponsibiliries will be. 
13 October 2003, urhich tiows only 2 traders to dwignate an 
agent and any form&k required unda the is no1 a reasonable 
period as required mder WTO des and agents should not be 
obligatory. 

The proposal to only reqtie the final fjciliry TO register would also help avoid the 
associated problem witi the current proposal that all r gistered premises need an 
agcnl in the US. Do 1.8 miIlion \oine producers need to ay 51,200 per year for an 
agent? 

i 
This price may prove to be too high and effective1 exclude a large number of 

small producers from the possibility of being eligible; to ex on to rhe US. 
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13. COST of an ageht 

According 1.0 FDA analysis the costs are $1,200 /year, bu EU industq sources say 
that tie costs are underestimated by a factor of 5 to 10. I ~ 

There should be a tiview clause built into the Final Rule to 

1 

oniror the con~cqucn~ts 
of having to desigue agents. This review should br b ed 011 an asse.ssment of 
whether the system is working as predicted and on whe er the average costs of 
agents being borne by foreign exporters are justifiable. 

The problems of’cosf and necessiry of an agent are also sign&ant. 

la. Review clause 

The European Commurdics would l ike to request FDA 
provision for reviewing and amending the system so 
negative effects on Bade and foreign companies are 
pticular in the light of the exptience acquired. 

in the final rule a 
to ensure tier possible 

in practice, in 

15. FSsbery producrs 

adulteration of food. 
: 

r build on the existing 
requirements for the fisheries products seclor, in the eff rt to prevent intentional 

The new rules as currently drafted wo d add significantly KO the 
adminislrati~e burden on exporters, mosf of which are SME . 

Exports of fishery producrs to the US already require a he th cerrifieare under FDA 
rules and xegistrahon of establishments is also required. The question arises whether ir 
would not be more prudent for the US au&o&es 
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Subj ecf; European Commissiou comments fomard 3 on 30.08.2002 FO the FDA op. 
the Biorerrotism Act 

Prelim inary comments from  the European 
Commission on the USA Bioter r or&m Act 

The Commission thanks the FDA for the oppornmity to ‘titial comments” 
on the Bioterrorism Act which ~a$ signed into law on J 2002. Howcva, due 
to the very short notic*! provided for comments, exacerbare 
kindly consider the remarks presenred below as pre1itni.n ese commas are the 
result of l imited consuharion betuken certain fhnxni55ion 
Member States. Revised comprehensive comments will be 
authorities in due course owe a more comprehensiue co on process has been 
carried out between the dewad Cornmission Services and Member Sates. 
Individual Member States may also submit comments dire 
The Commission shares the USA concerns deriving from biomrorism threat and, 
in principle, understands the USA aim to provide appropriat ntion measures 
against the potential bioterrorism menace. Howevq the i 
meltSure proposed in rbe Act will have pot 
exibling trade patterns and in our view will 
lhe Cornmission mderlines the good relari 
SPS issues, and reminds the USA oftie go in identifying potential 
bawds and taking the necessary measures to eliminate th 
believes that the combined system of contr 
provides the best possible safeguards for aaimal and plant health. 
As we read &em, the provisions of the B  
those safeguards. 
In particular, rhe EU has serious merit to register evt3y 
food business which supplies the USA EU shares the security 
objective leading to tbe elaboration of these m  
practical cffbcrivhzess of thir proposal in reducln 
secui~y purpose. We fail lo see how such a measure, whit uld involve a major 
adminimarivc burden and which would cmate serious b IO trade. would deter or 
offer any addition4 protection against a would-be crimin rrorist determined to 
spread some form ofcoaramizkon, that will obviously act ond the control of a 
supplier, registered or not. 
The Commission W;odd l ike to remind the USA of its Rapi 
gives quick informdon abour con 
comprehensive control and monit 

9 I 
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zhis probides tie USA with excellem safeguards against acc/denlal and deliberate 
contminarion I 
FDA is responsible for about 80% of the food supply in the SA. Most of the 
remaining 20% (meal products, poultry and some egg 
rcsponG%ility of USDA’s APHID. WC note that this 
by IQA done, We would like IO be informcrl whothe 0th 
come forum-d witi proposals felting hm the f thr Bioterrorism Acr 
and ifthey inrcnd ICI carry out a similar 
The proposed new measures 
devices also cause concerns. 
Finally, the Commission considers that The provisions of UA Bioterrorism Act and rht 
f&ct that it has already been imzoduced without notification o the SPS Commitcce of 
the WTO, does nor comply with the 
EC/USA Veterinary Agreement. 

1. It is understood &at the Biotenotism Act is B  fr work Act, which will be 
coqltted by qplicatiou mcasves that have to c adopted before the 12 
December 2003. However, it is considered &at rh Bioterrorism Ad already 
has provisions t&at due IO their namrc pore&ally si+ficanI 
consequences for rxisring trade patterns and, 01 should have berm 
notified in accordance with title 7 of the to the SPS 

. secralariat. 

2. Tile EU would fike to receive tioxxtition about e risk assessment carried 
out in accordance with Panicle 5 of tie SPS grecment, on which tie 
Bioterrorism w is based. : 

3. Tlx EU would like to remind the 
bcnvecn rhe European Commission and the US 
&doptio~ proCGdurc of Commission Directive 
things, the text lam down the provisions for 
country establishments manufacnaring cc&n 
Me&a Stares. The lisring procedure 
inforrntltioa (list of registered facilities) from the 
exporting country to the Commission. 

of communications 

The Commission notified tie draft text 
Committee CNotification GISPSNEXCI58). 

The USA commented on the said notification with s brnission GISPSIGENI88 
on 4 September 1998. In its submission, the t SA quesrioncrl rhe EC 

2 brmissi~e Directive 98/51/ECsf 9 July 1998 
impkmcnting Cmucil Dbmivo 95/69&C layins down rbr co 
“pprotig ad registering catti w~bti&xn~ II& 
feed saxor (OJ t 2OU, 24/07/195)8 p.43) 
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requirement for a list of third county esublishmenys and made the following 
remarks: 

the proposed Directive could create1 uaheccssary obstacles to 
-de; 

the list of third country esrablishm ts would ereale needless 
expense ad baxacrary and trade in feedingstuB 
without creating a safer 

4. 

5. 

This response born the USA seems to be inconsiste 
propos& by the USA in the Bioterrorian Act. 
The Commission, in the interest of cqnsistency, wo d like to receive the 
following cltifkarion: 
What are the steps char the USA inrends to tie limit unnecessary 
obstaoles to wade. resuldng &om the adoprion of th Biote;rrorism Act ? 
How dos tk. USA intend IO proceed in order IO av id needIess expense and 
bureaucracy aud inhibition of KI& in food, as a co 
~regisuarion procedure of all domestic and ilities dealing with all 
types of food ? 
Furthermore, for the record, the USA ha with the provisions of 
rht? Agreement bdween zhe European Co the United Srates of 
America on sanitary measures IO pmrecr public al heal& in &ade in 
live animals and animal products (EC/USA A 
98/258/EC of 16 March 1998), Article 10 (2) 
considered thar due to rhe relevance of the Act a cation should have 
taken place between the USA’and the EC conrac t for the EC/USA 
Agreement. 
The EU would also like to express the opinion t the products covered 
by the ECXJSA Agreement, the provisions laid y Title III, Section 305 
(Regisuation of Food Facilities) of 
opemror or agent fn char;gu of a 
FDA YIO later than December 12, 
principles laid llown by Annex V, Foomote 7, o 
Agreement (i-e., “37~ lisr, or him -, of approved 
addition und deletion ro such likrs, shall be supp 
the exporiing Par0 “) 

COMMENTS AND WESTIONS ON SPEC~FLC SECTIONS OF T TLE III OF THE An 

Section 302 (Protection against adulteration of food): 
In what way will the increased number of inspections at b 
biokmxism affect the importation of goods into the USA d the related COSKS ? 
W ill the provisions xtzfemd IO in tie EC/USA 
taken into account when defining the increased inspection 
consignments originating kom EU Mabq States ? 
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Message: 

Dear Sir or Madam, 

Plcasc find attached the cuxmnenrs of the Eun)pcan Communitlcs TO the above-mentioned 
notificstion. . 
Yours faiUAly, 

12 
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