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to: SPS Notification Authority of the USA
USDA/FAS/FSTSD
Attn: Carolyn F. Wilson
Stop 1027. Room 5545
South Agriculture Building
1400 Independence Avenue, SW
Washington, DC 20250
202 690 0677fax: 95158Xt:

subject: EC Comments to the legal text notified by USA in notice G/SPS/N/USA/701

Dear Sir or Madam,

Please find herewith the EC comments to the draft regulatory text notified in the notice
mentioned above.

It would be appreciated ve'Y much that any reply to this fax be copied also to the appropriate
DG SANCO office in Brussels! as follows:

Mr Henri Belveze
EC SPS Notification Authority
DG SANCa E 03
Commission europeenne
B-1049 Bruxelles, Belgium

Tel; (322) 296 2812
Fax: (32 2) 299 8090 /2962792
e-mail: henri.belveze@cec.eu.int

Gerard Depayre
Charge d'Affaires a.1
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COMMISSION OF THE EUROPEAN COMMUNITIES
HEAl"n; & CONSUMER PROTECTION DIRECTORAT5-GENERAL.

DII'8~ ! -~~~ $at8t'j: plQnt haith, ~nlmBI hN/tn BrM1 we~nAn~~
~, .lnttm8tlgnal ~d, Y8tDrlnary .nd phytasanltary qll-(J~""" "I ~ V

."
."

Brussels, S D. 07. 200.3
E3/JLP/BBP~ D(ZOO3) 53 ~ 778

FAX

To: Telepholle:
FRI:;

sPS Notification Authority of USA
USDA/f AS/FSTS])
Attn: CBttJlynF. Wilson.
Stop 1027. ~m 554;
SgU~ Agrioulture Bulldmg.
14tX> Intl~enc1mca Av~~,
SW. Waahmgtcn. D.c. 20250

+ 1 (202)720 2239+1 

(202)6900677

From: RerJri BEL VEZB
SANCOfEJO3

Telephone: +(.32-2)2962812

Fu: +(32.2)2998090
+(32-2)2962792

Copy to EC Delegation ~ Wasbington
2300 M S=~ NW.
WASHINGTON D.C. 20037-1434

T~lephg)le
Fu

+1(202) 862.~500
+1 (202)42,9.176'6
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Sn:bJect: EC Comments to the l~al tut not1tled by the USA In nGt1~e G/SPS/N/USA/701

Message:

Dear Madam or Sir

Please find ~exed the EC comments to the draft regulatory text notifi~ in the n,oijce
menttqned in S\1bjeot.

It would be very muQh apprcciated that any reply to this fax be copied too to our EC delegation
(See the a~$ above).

~..rJ,~ "

HeDri BE VEZB
EC Fa Notification Au~o:rity
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EUROPEAN COMMISSION.
HEAL.TH & CONSUM~ ~ROTECTION DIRECTCRATE-oeNeRAL

DII8~ E ~ Safety: plglYt II'I'~. ~nlmml tlA;le'! a~ welfB.re. In~mQd=n!1 Quea1ions
!-' -lntem8,tJonal 'oa~ V8t8r1n~ and ~hytQS3"Jta1'Y qu.Uorm

COMMENTS TO 'rBE UNITE» STATES NO'I1PICATION AurBORITY CON~ THE

r:aOPOSED RULES TO REVISE ~ANT ro:&MuLA REGuLATIONS NOTIFIED TO THE WTO'
SANITARY AND PHYTOSANrrARY (BPS) AGREEMENT' SECRETARIAT UNDER COJ)E

G/SPS/N/USA/701 AD.I

(pREl"AllED BY Tal; XC CON'rACf :f0lNT. BRr.rSSEtS, Z9fJ1jJ.. Y12 0 03)

In notice G/SPS/N/USA/701/Add.l 4 July 2003, the US Food and Dmg Administration (FDA)
infOItnS Membcrs Statcs of the wro Agrecrnent on the Applicatiou of Sanitary and
Phytosanitmy msQures (the SPS Agreemont) that is ~ending' until 27 August 2003, the
cDmmcnt period ,for the proposed rulo, published. in the Federal Regia'ter of 9 July 1996
(61 FR 36154), to revise its tDfant fcmuJa rcgulatiOIlS in 21 CFR parts 105 and 107.

According to this notice, the proposal wou.{d ~ab1ish requirementS for c~t good
manufacturing pra~ticc (CGMP) 8.nd audits, establish req~ents for quality factors, and
amond its quality control procedUICs, notification, and ~s and roports requirements for
infanttbrmula..

:I;n docwnent 'Current Good M4.7JufactutirJg Practic8, QliQJtty Control Procedures, Quality
Factor", Nt)tification Requt"emenu, and Records .and Reports for the Prodwcti01l of lrif~nt
Formula,' Reopening of the Comment Pmad' (Fedcrul Rc&i5terNoI. 68. No 81), the US
DepartrneIlt of Health. and Human Sexvices is asking for comments an. whether there is a need
to include microbiological requirement for Enterobacrer sakazakii.

Thc BC Notification Authority thanks the USA for allowing to comment on these iInpaxtant
t~ts and. in response ofthc ~5t ~ glad to provide the followi12g cotmnent on this question.

1. 'Wbilc it is obvious that E. .raknzakii in inftmt formulae may fonn a risk fot' newborn babies,
th~ are not yet ~prehenaive risk 8Sse~8IlI.ent& availabl~ on this risk. Thaeiore it is
difficult to evaluate which risk management option! would be most suitable for preventing
this risk. Guidelines for the preparation of the ptOduct before tho final uae would be
essential. Miorobiological oritaia may bc one option, but their ability to reduce the hunJan
health risk dep~ds on a. number of factors, such u the preva:lence and contanliDation level
o£the b~eria and the sampling plani used.

2. 111 view of what it :Is described a.bQve, Imd in OtUcr to p,ropose the appropriate legislative
iIritiatives. the EU;{Opean Comrnissio~ a.ims to address a question to the E'Unlpcan Food
Safety Authority (BFSA) regardjng the microbiological risks in infant fOmlulae. The EFSA
will be askcd to asS"S these riw~ in~lud1ng E. $akazakii, and to =valuate the cft1cacy of

USDA/FASlPSTSD. Atm: Cuolyn F. Wi]s=. StOp 1027, Room SS4S South AgI:1culturc Bui1d:inz. 1400
~~cnce Av~ue, 5W. WIlshfDgroD, D.C. 20.250. Tel~'bone: +(202)7201239. TQlsfax: +(202)690 06
77. Bmai1'ID.totnet; ofst,@fas, usda-gOY ~d. .wi1A~rg:88. usda-gOY
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different risk ~a.gemcnt opUons to contIni these risk9. Based. on this scientific advice, the
Commissjon will propose the appropriate actiODB to be takcn.

3.

The EC Notification Authority respectfullY request the USA provide the fullowing
iDformati an

.Is it cz)/ailab/e to the ~ FDA a rLsk aSSBJ3ment 0" a. risk pp'ofile anlJlysi3 to support
lhB pP'Opoaed meQ-'U7e.S' 'I

and if that is the case,

.Could the USA. FDA lubmit Q copy of thue doc:urn~ts to the EC"/O1' furthe7'
e\lalutltion?

The EC that3b again thc USA (gx- ib notlfication and is eager to knDw the USA replies to Tlle
quc!tions in point 3.
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