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1. THlS IS AN ACTION REQUEST. PLMSE SEE P ~ T  - -- - -- . .. - 

2. SUMMARY: THE EUROPeAN COMMlSSION IS CURGNlLY 
FINALIZING lTS PROPOSAL FOR A COMPREHENSIVE NEW EU 
REGCXATORY REGIME FOR CNEMICAZS, WHICH W U  LIKELY 
MPOSE EXTENSIVE NEW TESTING REQURE&O?NTS ON OVER 
30,000 CHEMICALS. AND EXrWD DATA REQ-S TO 
DOWNSTREAM USERS OF CHMCALS. THE USG IS CONCERNED 
THAT THB COMMISSION'S APPROACH APPEARS 1Y) BE A C O S m ,  



BURDENSOME, AND COmm R!?GUTflRY S Y S m  WHICH COULD 
PROVE DIFfICULT, IF NUT UNWORKABLE, IN F S  
IMPLEMENTATION. DEF'ENDMG ON HOW DOWh'STF&W PRODUas  
ARE ULTIMATELY ADDRESSED, U.S. EXPORTS IN MOST 
INDUSTRIAL SECTORS - TOTAUNG TENS OF BILUONS OF 
boUARS - COULD BE IMPACTED BY THE NEW POLI1:Y- USG - .  

AOWCIES BELlEVE TT 1S m80RTANT TO RF3TEUTE TO THE 
EUROPEAN COMMBSION AND N MEMBER STATES OUR GENERAL - - - - - . - 

CONCERNS BEFORE THEi COMMISSION PINAL(ZBS lTS PORMAL 
PROPOSAL IN EARLY MAY. END SUMMARY. 

3. THE EUROP&AN COMMlSSlON IS WORKINO ON A 
COMPREHPNSIVE OVERHAUL OF EXISTING EU POUCY POR 
CHEMICALS RPGUUTION. IN ITS FEBRUARY 2001 WHlTE PAPER 
ON A "STRATEGY FOR A FCrrURE CHEMICALli POLICY," THE 
COMhCESION PROPcrSW A NEW, EU-WIDE REGULATORY -WORK 
C U D  "REACH" (REGISTRATION, EVALUATION, AND 
AUTHORIZATION OF CHBMICALS) APPLICABIE: TO W FXTSTlNO 
AND NEW CHEMICALS, UNDER THIS PROPOSED SYSTEM. WHICH 
WOULD BE OROUNDED ON THE PROBLEMATIC "PRECAUnONnRY 
PRINCIPLE." CHEMICAL PRODUCERS AND DOWNSTREAM USERS 
WOULD BE RESPONSIBLE FOR TESTING CHFMCALS, CONDUCTING 
RISK ASSESSMU~~S, AND MAKING THIS INFORMATION AVWU 
TO A CEKTUL DATABASE. THE L6GISLATION WLL UKELY 
IMWSE ~ T E N S N E  NEW TESTING ReQ- ON OvER 
30,000 <SHIiMICALS, AND EXlEND DATA REQUIREMEWS TO 
DOWNSTREAM USERS OF CHEMCLS. OVER THIRTY PER- OF 
U.S. CWNICAL EXPORTS GO TO TEE E3J - APPROXiMATEl-Y $20 
BILLION IN ml. DEPENDING ON HOW WfKNSlREAM PRODUCXS 
ARE ULTB4ATU.Y ADDRESSED. U.S. EXPORTS IN MOST 
WUSTRZAL SECXORS - TMAUNG TENS OF BILWONS OF 
DOLLARS - COULD BE D I P A C E D  BY Tm NEW POUCY. 

4. SUBSEQLENTLY ENDORSBD BY THE BUROPEAN COUNCIL AND 
PAR-&, THE COMMISSION (CO-LED BY DO-ENVRONMENT 
AND DGrmERF'RLSE) IS NOW FINALEWG INTER-SERVICE 
CONSULTATIONS ON DM LEGISLATION ~0~~~ THE NEW 
REGULATORY FRAMEWORK THOUGH SIGNIFICANT DIFFERENCE3 
WKHIN TH@ COMMISSION REGARDING I(EY ELEMENTS OF THE 
DRAFT R E G U T I O N  HAS DELAYED 'IHE EU RULeMAKING PROCESS. 
WE NOW UNDERSTAND THAT THE COMMISSION INTENDS TO 
CONCLUDE ITS INTERSERVICE CONSULTATION PROCESS BY 
M D M A Y .  AS A RESULT OF W E  STAKEHOLDER WEREST. AS 
WELL AS CRmClSM FOR THE LACK OF TRANSPARENCY. THE 
COMMISSION HAS INDlCATED IT W l U  P C E  D m  





EU REGULATORY PROCESS. THE USO IS ALSO CONCERNED TWAT 
THE ELI'S APPROACH REPRESENTS A MOVE AWAY PROM GRUTPR 
HARMONIZATION OP CHEMICAL REGULATORY APPROACEIES AMONG --- 

OBCD COU~RIES. EPA IS ENGAGED IN A CONSTRUCIWE 
DIALOGUE WlTH THE COMMISSION AT THE REGULATOR-LEVEL. 

8. THERE IS GROWING m A n O N A L  CONCERN ABOUT THE 
W E  IMPLICATIONS OF REACH. MOST RECENTLY, AT THE 
MARCH 2003 WTO TBT CO- mTLNG,  JAPAN, CANADA. 
AUSTWUA, CHINA, BRAZa, KOREA, AND MALAYSIA JOJNBD 
THE UNITED STATES IN RAISING CONCERNS WlTH 'IHE APPROACH 
OUTLINED IN THE ECS WHlll3 PAF'ER. TlE  ISSUE IS ALSO AN 
APEC PRIORlTY THROUGH n3 CReMlCAL DIALOGUE. T I E  
TRANSATLANTIC BUSINESS DWGUEi  VABD) DENTIFED EU 
CKEMU3ALS POLICY AS A PRIORITY BSUE AT lTS NO- 
urn cBo.LEYEL CONFIDENCE. 

9. EU MEMBER STATES (AND INCREASINGLY, THE ACCESSION 
CANDIDATFS) WILL PLAY A KEY ROLE IN THE DEVELOPMEN? AND 
APPROVAL OF ANY NEW EU CEEMCALS REGULARON. IN 
PARTICULAR. AS THE M E M B B  STATE3 W U  HAVE TIIE 
RESPONSIBILITY OF W I N G  THE RESULTING 
REOULATlON, AND AS ' IIEIR OWN INDUSTRIES WILL BE 
IMPACTED, WE ANTlCIPATE THAT THeY VVIII. BE MUCH MORE 
SENSlTIVE TO IMPACTS ON EU C O M m E N E S S .  I 3 @ L O m .  

ALSO, THE C O M P E ~ S S  COUNCIL'S INTEREST IN EU 
CHEMICALS PQLICY SUGGESTS A MEMBER STATE INTEREST IN 
ENSUIUNG BROADER CONCERNS ARE RFFLKED IN ANY FINAL 
REGULATION. PRESENTLY, rr APPEARS THAT MOST EU MEMBER 
STATES ARE WAlTlNO TO SEE THE COMMISSION'S FORMAL 
REGULATORY PROPOSAL BEPORE FORMING A GOVKRNMENT 
POSlTION. HOWEVER, WE UNDERSTAND THAT GERMAN INDUSTRY. 
IN PARTICWLAR, 1.3 ACI'MLY EXPRESSING CONCERNS TO ITS 
GOV-. 

10. ACIlON REQUESTED: USG AGENCES BELIEVE LTIS 
MORTANT FOR POSTS TO RIXEUTE TO THE EUROPEAN 
COMMISSION AND EU MEMBER STATES OUR GENERAL CONCERNS 
BEFORE THK COMMISSION REACHES AGREEMENT ON lTS FORMAL 
PROPOSAL. USEU IS RKQUESTED TO COhWJNCATE PROMPIZY 
USG CONCERNS IN PARA 11 TO W RELEVANT COMMISSION 
DIRECTORATES-GENERAL. POSTS IN BU MEMBER STATES ARE 
REQUES?ED TO COMMUNICATE US0 CONCERNS TO APPROF'RIATE 
HOST GOVERNMWI ENVIRONMENT, TRADE, INDUSTRY AND 



FOREIGN MINISTRY OFFICIALS, DRAWING UPON THB TAWCING 
POINTS IN PARA 11 AS APPRoPRlA'I2 WASHINGTON AGENCIES 
WOULD APPRECIATE ANY REPORTS ON COMMISSION AND EU - ~ - 

MEMBER STATE FE6DBACK. 

11. BEOIN TALKING P O N S :  

REGULATORY OBJE- AND APPROACH 

.- THE EU'S DEVELOPMENT OF A NEW, COMPREHENSIVE 
REGULATORY FRAMEWORK FOR CHEMICALS ("REACH") IS OF - -  

SUBSTANTIAL NlTREST TO THE LINKED STATES AND OTH%R 
TRADING PARTNERS. 

-- WE FlRLY SUPPORT THE OVERARCHING REGUIATORY 
OBJECIWES OF THE POLICY TO PROTECT HUMAN HEAL3T-l AND 
THEENVIRONMENT. 

-. HOWEVER THE COMPLEX REGULATORY APPROACH OUWNED m 
THE COMMLSSION'S WHITE PAPER W E S  QUESTIONS -OW RS 
WORKABILR'Y - AND THUS ITS A B M Y  TO EFWECTrVELY 
ACHIEVE lTS HW=M AND ENVIRO-AL Policy 0BEClWE.S. 

- OUR ASSESSMENT IS THAT THE PROPOSAL'S FOCUS ON I W S  
OF THOUSANDS OF CHEMICALS IS TOO BROAD AND lACKS 

FOR EXAMPLE, WE NOTE THAT TIE COMMISSION ESTIMATES THAT 
EU TESTING CAPACr'Y IS CAPABLE! OF UNZIWTAiClNG ONLY 
25-3046 OP THE TESTINO THAT COULD BE REQUIRED OVER THE 
PIRST TEN M R S .  

-- WE BELIBVE THAT REGULATORY RESOURCES S H O W  FOCUS ON 
CHEMICALS POSING THE GREATEST HEALTH AND E N V I R O ~ A L  
RISKS. WE SUPWRT COMMLSSION CONSIDERA~ON OF 
MECHANISMS TO BETTER TARGET RESOURCES AND REDUCE 
BURDENS. 

-IN THIS RESPECT, WE SUGGEST THE mausIoN OR MORE 
LlMIED TREATMENT OF CERTAIN LOW RISK TYPES OF 
CHEMICALS - SUCH AS CERTAIN POLYMEI(S AND -IAfiS 
WHERE EXPOSURE IS NEGLICrIBLE - AND MOST CONSTITUENTS OF 
ARTICLES. 

- -  WE RECOGNIZE AND ENCOURAQE TWE EU'S ONGOlNG 
CONSIDERATION OF THESE TYPES OF MECHANJSMS THAT WE 



BELIEVE CAN Yf6LD A MORE EPmQgM ReGULAnON. 

-. AN ADDITIONAL B- TO A MORB'WKNSBD APPROACH 
WOULD BE REDUCED ANIMAL TESTING - AN OUTCOME m H  - -- 

WOULD BE CONSISTENT WITH EU ANPAALW~~FARE O B ~ E S .  

-- OUR EXPERIENCE SHOWS TIUT E N W R 0 ~ A U . Y  SOUND 
GAGEMENT OF CHEMICALS CAN BE ACHIEVED THROUGH 
APPROACHES THAT BE1T6R BALANCE RISK AND ECONOMIC 
CONSWERATJONS, 

- WE CONrNUE TO SUPPORT MtnTMTBRU EPFORTS Dl THE 
OECD TO PROMOTE G R E A m  INTERNATIONAL REGULATORY 
COOPERAnON AND HARMONlZATION IN THE AREA OF CHEMICALS. 
6% NOTE THAT THE COMMLSSIONS APPROACH IN DEVELOPING 
lTS PROPOSAL HAS DEPARTED FROM THIS ONOOINO OECD 
C o o m n o N .  

COSTS AM, CONSEQUENCES 

-- THE COSTS TO IMPL6MENF REACH ARE SUBSTANTIAL THE 
COMMISSIONS OWN COST ESTIMATES FOR REACH TOTAL 18-32 
BIUJON BUROS. AND DO NOT T A U  JNTO ACCOUNT EFFEf3S ON 
PRICES. LNTERNATIONAL C O M P E ~ S  AKD EWYMENT. 

-- THESE COMPLIANCE COSTS MAY NEGATJYELY PAPACT 
IN?VOVATION AND EU DEVUOF'MENT OF NEW. MORE ERECTIVE, 
AND SAFER CHEMICALS AND DOWNSTREAM PRODUCTS. 

-- THE PROPOSED APPROACH WOULD ADVERSELY IMPACT 
PRODUCTiON AND TRANSAT'UNTIC TRADE M W S  OF W O N S  
OF W W S  IN CHEMICALS AND DOWNSTREAM PRODUCTS - FROM 
AUTOS TO TEXTllXS, WERE CONcEItNED THAT llIE ECONOMIC 
IMPLICATIONS ARE NOT B m G  ADEQUATELY ASSESSED. 

-- DOWNSWAM USERS OF CHEMICALS ARE ESPECIALLY 
CONCERNED THAT REACH C O W  SIONlPICANlLY DlSRUPT GLOBAL 
SUPPLY CWAl.NS. MANUPAC~URERS OF c3iEMlCAI.S FOR MANY 
APPUCATIONS MAY W T  PRODUCITON WHER6 DBMAND DOES NOT 
JUSTLIT REGISTRATION AND TESTING COSTS. 

-- WE AJSO NOTE THAT TEE COSTS OF COMPLYING WIX REACH 
COULD NEQArrvlLY TMPAm mJ COMPB~ENWS, EMPLO- 
AND FORBION INITSMINT. THE CHBMIOUS MDUSTRY IS THE 
TOP VALUE-ADDED SECTOR IN THE EU AND EMPLOYS 1.7 



MILUoN EUROPEANS. 

- SMALL MANLJPACTURERS, WHO ACCOUNT FDR TIE MCJORIlT OF 
THE EU CHEMICALS INDUSTRY. WOULD FACE A 
DISPROPORTIONATE BURDEN IN COhfPLYINQ WITH REACH. SOME 
EU AND FOREIGN MANUFACTURERS OF CHEMlCAU AND 
DOWNSTREAM PRODUCTS MAY SIMPLY EXIT THE EU MARKET. 

CONCLUDP?O REMARKS 

- TRANSPARENCY IS KEY M ACHIEVING A BALANCED. 
EWEClWE REGULATORY APPROACH. 

-- BEPORE PPIALlZING ITS PROPOSAL, WE URGE THE EC TO 
CONDUCT A COMPLETE IMPACT ASSESS-, WCLUDLNb TIIE 
IMPACI'S ON DOWNSTREAM USERS AND FUTURE JA'VESTMENT AND 
JNNOVATION. 

- WE URGE THE COMhOSSION TO PROVIDE AU. STAKHHOLDERS A 
W I N G F l J L  OPPORTUMW TO PROMDE COMMENTS ON lTS 1200 
PAGE DRAFT REGULATION, INCLUDING AN EXPIANATION FOR HOW 
SUCH COMMENTS WERE CONSIDERED IN ITS FINAL PROPOSAL. 

- -  THE ANTICIPATED FlVEWEEK INTERNET CONSULTATION 
SIMPLY IS NOT SUFFICUWT TIME GWBN THE SCOPE. 
FAR-RGACHING IMPLICATIONS AM) GLOBAL WERkT IN THIS 
REGULATION. 

- WE REMAlN INTBRtiSTED IN COOPERATIVE WOAOEMBlrTT WITH 
THE EU ON THIS IMPORTANT ISSUE. 

END POINTS. 

POWELL. 
BT 
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