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SUBJECT: EUWW:USGMCI

REF: STATR 263412 (2002)

1, THIS IS AN ACTION REQUEST. PLEASE SEEPARATD.

2. SUMMARY: THE BUROFEAN COMMISSION IS CURRENTLY
FINALIZING ITS PROPOSAL FOR A COMPREHENSIVE NEW EU

REGULATORY REGIME FOR CHEMICALS

, WHICH WILL LIKELY




BURDENSOME, AND COMPLEX REGULATORY SYSTEM, WHICH COULD
PROVE DIFFICULT, IF NOT UNWORRABLE, IN IS
IMP1 EMENTATION. DEPENDING ON HOW DOWNSTREAM PRODUCTS

REITERA
EUROPEAN COMMISSION AND EU MEMBER STATES OUR GENERAL
CONCERNS BEFORE THE COMMISSION FINALIEZES TS PORMAL
FROPOSAL IN RARLY MAY. END SUMMARY.

CALLZD "REACH" (REGISTRATION, EVALUATION, AND
AUTHORIZATION OF CHEMICALS) APPLICABLE TO ALL EXISTING
‘AND NEW CHEMICALS, UNDER THIS PROPOSED SYSTEM, WHICH
WOULD BE GROUNDED ON THE FROBLEMATIC "PRECAUTIONARY
PRINCIPLE,” CHEMICAL PRODUCERS AND DOWNSTREAM USERS
WOULD BE RESPONSIELE FOR TESTING CHEMICALS, CONDUCTING
G1SK ASSESSMENTS, AND MAKING THIS INFORMATION AVAILABLE
TO A CENTRAL DATABASE. THE LEGISLATION WILL LIKEL Y
[MPOSE. EXTENSIVE NEW TESTING REQUIREMENTS ON OVER

TO

WITHIN THE COMMISSION REGARDING KEY ELEMENTS OF THE
DRAFT REGULATION HAS DELAYED THE RU RULEMAKING FROCESS,
WE NOW UNDERSTAND THAT THE COMMISSION INTENDS TO
CONCLUDE IT$ INTER-SERVICE CONSULTATION PROCESS BY
MID-MAY. AS ARESULTGFWESTAMDLDHRNI‘BREST. AS
WELL AS CRITICISM FOR. THE LACK OF TRANSPARENCY, THE
COMMISSION HAS INDICATER IT WELL PLACE 7S PRAFT




REGULATION.ON THE INTRNET [ MID-MAY FOR
PUBLIC COMMENT (THQUGH ONLY ON (5 "WORKABILITY").
FOLLOWING THIS CONSULTATON PERIOD (OF PERHAFS 4-5
WBEKS).WEUﬂDESTANDmmMBIDNMTOADOPT s

COUNCIL COMMON POSITION AND EUROFEAN PARLIAMENT FIRST READNIMNG
NOW IS NOT EXPECTED BERORE SPRING 2004

LY WHILE 'WE DO NOT YET KNOW THE FULL DETAJLS OF THE
DRAFT LEGISLATION, THE WHITE PAPER OUTLINES WHAT
APPEARS TO BE A COSTLY, BURDENSOME, AND COMFLEX
REGULATORY SYSTEM, WHICH COULD PROVE DIFFICULT, IF NOT
UNWORKABLE, IN ITS IMPLEMENT ATION, THR §YSTEM COULD
PRESENT OBSTACLES TO TRADE AND INNOVATION, POSSIBLY
DISTORTING GLOBAL MAREETS FOR THOUSANDS OF PRODUCTS.
THE COMMISSION CONCEDES THAT EU CHEMICALS TESTING
CAPACTTY IS CAPABLE OF UNDERTAKING ONLY 25-30 PERCENT

THE FIRST 10 YEARS. THE TON HAS ESTIMATED THE
COSTS OF NG REACH AT 18-32 BILLION EUROS OVER
A PERIOD TO 2020

TESTING DATA MAY NOT BE REQUIRED FOR CERTAIN
SUBSTANCES. CONFIRMATION OF TREATMENT WILL DEPEND,
HOWEVER, ON A DETAILED REVIEW OF THE COMMISSION'S
PROPOSAL ONGE AVAILABLE.

7. WHILE THE UNITED STATES FULLY SUFPORTS THE EU'S
OBJECTIVES TO PROTECT HUMAN HEALTH AND THE




EU REGULATORY PROCESS. THE USG IS ALSO CONCERNED THAT
THE EU'S AFPROACH REPRESENTS A MOVE AWAY PROM GREATER
HARMONIZATION OF CHEMICAL REGULATORY APPROACHES AMONG
OBCD COUNTRIES. EPA ENGAGED IN A CONSTRUCTIVE

DIAL.OGUE WITH THE COMMISSION AT THE REGULATOR-LEVEL.

TRANSATLANTIC BUSINESS DIALOGUE (TABD) IDENTIFIED EU
CHEMICALS POLICY AS A PRIORITY ISSUE AT ITS NOVEMBER
2002 CEO-LEVEL CONFERENCE.

9. EU MEMBER STATES (AND INCREASINGLY, THE ACCESSION
CANDIDATES) WILL FLAY A KEY ROLE IN THE DEVELOPMENT AND
APPROVAL OF ANY NEW EUJ CHEMICALS REGULATION. IN

REGULATION, AND AS THEIR OWN INDUSTRIES WIL). BE
IMPACTED, WE ANTICIPATE THAT THEY WILL BE MUCH MORE
SENSITIVE TO IMPACTS ON EU COMPETITIVENESS, EMPLOYMENT,
AND OTHER IMPLICATIONS THAN COMMISSION BURBEAUCRATS.
ALSO, THE COMPETITIVENESS COUNCIL'S INTERBST INEU
CHEMICALS POLICY SUGGESTS A MEMBER STATE INTEREST IN
ENSURING BROADER CONCERNS ARE REFLECTED IN ANY FINAL
REGULATION. PRESENILY, IT APPEARS THAT MOST EU MEMBER
STATES ARE WAITING TO SEE THE COMMISSION'S FORMAL
REGULATORY PROPOSAL BEPORE FORMING A GOVERNMENT
POSITION, HOWEVER, WE UNDERSTAND THAT GERMAN INDUSTRY,
IN PARTICULAR, 1S ACTIVELY FXPRESSING CONCERNS TOITS
GOVERNMENT.

10. ACTION REQUESTED: USG AGENCIES BELIEVEIT IS
IMPORTANT POR POSTS TO REITERATE 7O THE BUROFRAN
COMMISSION AND EU MEMBER STATES OUR GENERAL CONCERNS
BEPORE THE COMMISSION REACHES AGREEMENT ON ITS FORMAL
PROPOSAL USEU 18 REQUESTED TO COMMUNICATE FROMPTLY
USG CONCERNS IN PARA 11 TO ALL RELEVANT COMMISSION
DIRECTORATES-GENERAL. RPOSTS IN EU MEMBER STATES ARE
REQUESTED TO COMMUNICATE USG CONCERNS TO APPROPRIATE
HOST GOVERNMENT ENVIRONMENT, TRADE, INDUSTRY AND




FOREIGN MINISTRY OFFICIALS, DRAWING UPON THE TALKING
FOINTS INPARA 11 AS APPROPRIATE. WASHINGTON AGENCIES
WOULD AFPRECIATE ANY REPORTS ON COMMISSION AND BU
MEMBER STATE FEEDBACK-

11, BEGIN TALKING POINTS:
REGULATORY OBJECTIVES AND APPROACH

_ THE EU'S DEVELOPMENT OF A NEW, COMPREHENSIVE
REGULATORY FRAMEWORK FOR CHEMICALS (“REACH") IS OF
SUBSTANTIAL INTEREST TC THE UNTTED STATES AND OTHER

- WE FULLY SUPPORT THE OVERARCHING REGULATORY
GBJECTIVES OF THE POLICY TO PROTECT HUMAN HEALTH AND
THE ENVIRONMENT.

- HDWMTEEWWTORYMMMWIN
THE COMMISSION'S WHITE PAPER RAISES QUESTIONS ABOUT ITS
WORKABILITY - AND THUS ITS ABILITY TO EFFECTIVELY

ACHIEVE ITS HEALTH AND ENVIRONMENTAL POLYCY OBJECTIVES.

EU TESTING CAPACITY IS CAPABLE OF UNDERTAKING ONLY
25.30% OF THE TESTING THAT COULD BB REQUIRED OVER THE
FIRST TEN YBARS.

— WE BELIEVE THAT REGULATORY RESOURCES SHOULD POCUS ON
CHEMICALS POSING THE GREATRST KEALTH AND ENVIRONMENTAL
RISKS. WE SUFPORT COMMISSION CONSIDERATION OF

MECHANmm ISMS TO BETTER TARGET RESOURCES AND REDUCE

R S. '

- IN THIS RESPECT, WE SUGGEST THE EXCLUSION OR MORS
M‘EDTBEAWI'OFMTMNWWTWEBOF
CHEMICALS - SUCH AS CERTAIN POLYMERS AND INTERMEDIATES
\XRWEXPOSUREEWM-MDMQSTWS OF

-~ WE RECOGNIZE AND ENCOURAGE THE EU'S ONGOING
CONSIDERATION OF THESE TYPES OF MECHANISMS THAT WE




BE.UBVECANYIEI.DAMOREMREOUMHOH.

.- AN ADDITIONAL BENEFIT TO A MORE FOCUSED APPROACH
WOULD BE REDUCED ANIMAL TESTING - AN OUTCOME WHICH
WOULD BE CONSISTENT WITH EU ANIMAL WELFARE OBJECTIVES,

- OUR EXPERIENCE SHOWS THAT ENVIRONMENTALLY SOUND
MANAGEMENT OF CAN BE ACHIEVED THROUGH
APPROACHES THAT BETTER BALANCE RISK AND ECONOMIC
CONSIDERATIONS.

- WE CONMTDSUPPORTMULMTERALEH’QRTS]NTHE
ORCD TO PROMOTE GREATER INTERNATIONAL REGULATORY
COOPERATION AND BARMONIZATION IN THE AREA OF CHEMICALS,
WE NOTE THAT THE COMMISSION'S APPROACH IN DEVELOPING

ITS PROPOSAL HAS DEPARTED FROM THIS ONGOING OECD

COMMISSION'S OWN COST ESTIMATES FOR REACH TOTAL 1832
BILI ION EUROS, AND DO NOT TAKD INTO ACCOUNT EFFECTS ON
PRICES, INTERNATIONAL COMPETITIVENESS AND EMPLOYMENT.

.- THESE COMPLIANCE COSTS MAY NEGATIVELY IMPACT
INNOVATION AND EU DEVELOPMENT OF NEW, MORE
AND SAFER CHEMICALS AND DOWNSTREAM PRODUCTS.

- THE PROPOSED APPROACH WOULD ADVERSELY IMPACT
PRODUCTION AND TRANSATLANTIC TRADE IN TENS OF BILLIONS
OF DOLLARS IN CHEMICALS AND DOWNSTREAM PRODUCTS - FROM
AUTOS TO TEXTILES, WERE CONCERNED THAT THE ECONOMIC
DMPLICATIONS ARE NOT BEING ADEQUATELY ASSESSED.

. DOWNSTREAM USERS OF CHEMICALS ARE ESPECIALLY
CONCERNED THAT REACH COULD SIGNIFICANTLY DISRUFT GLOBAL
SUPPLY CHAINS, MANUFACTURERS OF CHEMICALS FOR MANY
APPLICATIONS MAY HALT PRODUCTION WHERE DEMAND DOES NOT
JUSTIFY REGISTRATION AND TESTING COSTS.




MILLION EURCPFEANS.

_ SMALL MANUFACTURERS, WHO ACCOUNT FOR THE MAJORITY OF
THE EU CHEMICALS INDUSTRY, WOULD FACE A
DISPROPORTIONATE BURDEN IN COMPLYING WITH REACH. SOME
EU AND FOREIGN MANUFACTURERS OF CHEMICALS AND
DOWNSTREAM PRODUCTS MAY $IMPLY EXIT THE EU MAREET.

CONCLUDING REMARES

-MSPARBNCYEKEYTDAWGAW.
EFFECTIVE REGULATORY AFPROACH.

— BEFORE FINALIZING ITS PROPOSAL, WE URGETHEECTO
CONDUCT A COMPLETE IMPACT ASSESSMENT, INCLUDING THE
IMPACTS ON DOWNSTREAM USERS AND FUTURE INVESTMENT AND
INNOVATION.

nWEURGETHECOMSIGNTOPKOVIDEALLS‘IAKBHOIDERSA

_ THE ANTICIPATED FIVE-WEEK INTERNET CONSULTATION
SIVIPLY IS NOT SUFFICIENT TIME GIVEN THE SCOFE,
EAR-REACHING IMPLICATIONS AND GLOBAL INTEREST IN THIS
REGULATION.

— WE REMAIN INTERESTED IN COOPERATIVE ENGAGEMENT WITH
‘THE EU ON THES IMPORTANT ISSUE.

END POINTS.
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