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HESOBRESHE (FTA) XBICHLTIE, BRICMAEEERNBFOFEMOHAEEE
HBHRFNBANDELATE-> TS, AAETREE T, AHEBAHICHT I ENLEE
BALT CETA (EU AT 4 AEMBEZREZHE) GLEDXTTHEHICOVT, BERTS
BFCERGEERT—IRILI—~Om#MELEDH. RYFLHT=,

BHE. ARBEFRRAXREFASHEZHHIZOBKAEZTKRIIER. PEZM,

[(RRFIER]

AUR—FTRELTLSFRIT. CRIRAShZFOTHE - REICEWVLTIERESLY,
TIbATIE. TESLETERGIRROBHZEZDETTEYFE TS, ALR—FTRELE:
ARICEEL T, CAAShAIASTHBFEWMAERAELIELTH, DbOBE LY
REEI—VOREZALDIRET DT, TTERIZSLY,

i)
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F1E [FCHIC

BREWMITHELERIL, . ERTHofz. LHAL. WTO (HRZZHE) HE®
EPA (BFEEWME) /FTA (BBRESIHE) I2&-T. HICHAERDOMLITESOERIE
RiFICHIE Sz VEBESI Y LTWAS,

BRI TEZEHITIEEL L TSABRESINELSICHSTLSDL,. ERNR
H THD, FEAEHIETNDEREREICDODNT, HAIENBAEELILLHEELRA
LTWBBA. TOEICHZEFZFHET 5-OICEARAITERG B TRHREZED
DBERHY . BMNEZIRX OO D, FTOENRLEELBAOREREELDEL
RHFYICKETNL BROBEEHELHIDEZALRVEELHY 55, EEDHRHI
DEVZEYESITFOND EVWSRIEIR. REEEDHLLT. ZEESHEDORHT
£L>5%,

BZEYITHENBRHICOVTIE, TIC. WIOBRED—EHTHS SPS hHE (FikiE
MIREREOEAICET 51HE) 2& TBTHE (BZOEMMESICET SHE) DR
MR EEDTLNS, SPSHER TBT HEK. AIRELGIHEICE ERAFOTEIC L 188
Z/h&E < L (TEA%0 (harmonization) | & LY d) . RAFMHPERHETHSIHEEICE. EEDOR
BT 2EBRBET oY . NEOHRFHIFEEDORHEBRLLILEDTH>TLZOH
RIZBVWTIIRAZELRHI-YT 545 E. REQOERNRHOHEEN LT EZHIRMEE
BHIZ B &1L > T (TFHZE (coordination)] & WLvbhhd)., ERBEHINEZOREEZF
DHEICHRBLEVNESHER LTS, AIMCHARICRIRERE. BRGENFELTLDS
EPA/FTA D SPS & (BAEMEMBREREICET HE) L TBTE (BSZ0RMMESICEY
5E) THEEHBNTLS,

FELETAERS VDK, BRRHITES. ARUBENOEGOEEDRE. R
BERE. HEEREL VS EOELLGHFNLOBNERERT 5-OITITHNTLNSDT
HY. BRRFNEZZHIT TS5 EWL-T, WTOHBER EPA/FTAIZESLIZZED
ERAHOEELZROLIDITTIEGEWEWVNS ATH S, FITEE., WTO HEAS EPAFTA
HEROBHIEREZH LTS EDRENBE->TNDEC D, EBRBFHNLE-LTE
DELESHBRMEEMSI LD>0% . ERSHIC & HIE LA OBHOERLALT S
NEWESICEET S ENFAR 5T,

ELARHEHEDEMICEREL DD, ERNBRFHIQRAFOCHAEL S 5ICHED D -H DMK
it#A L LTSN D00, BElHRD THD. RBElGLH. THbERESERMOFHA
FREELHERLLEBTITONTELMN, FE. EPASFTA SIESIEHICRIT DIBEAE YA

LIRGIE L 12, EEXIFEELD) HEDEVWNWESERERLLLZZ L H P, ARE
E(FRF CGEFLDOEE) DEVEXRRET D,

2 SPSREIL. BEEORFDOITHEIC, HENSHASNIEELEEYNCREN SEH
AEDACEEYDEGCREZRET H-ODELDERRET D,

P TBTIREILX. EROEFHMHOEETLIE - £EFERICHRIEECRFIT, SPSIHEDORR &
BoEWHDERRET S,
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FNd ENHB, HNTH, EU LD FHH2016 £ 10 A 30 HIZESA L1- CETA (A1F
BIEFE SR TE - Comprehensive Economic and Trade Agreement) (. #R#l# 0B L TEE
MEEZECHNOHTDFTA L LTER ShTWS, . XEEEUARBL TS
TTIP GRAFEEE ZRE/N\— rF+—2 v 7 . Transatlantic Trade and Investment Partnership)
CEVTHRENFAPHD—DLLDHLEFE TS L, BRE EUNRSHD B

EU - EPA L RHBAICEAT EEZ ST LHFE Sh TS,

CETA. TTIP, HEU - EPAICE T HRHEB AR, BRERMIZEFHIL—IL AL X2
DHYAEZRELEZDAENELHD, ELV50EH. ThoDLbp B A FTA TN
% EPA/FTA ICE T HRFIH HEZ, BEIFOERRFICDOVTORMEFAEEHLDHK
53, FRFID TUNER (convergence) ] ZEHBHZEHLBERELTULNS 4, FBHlD TS
F. FEOERBRHOMEEZ/NSC LTS EVWS AT MAMN LRKO7 FO—FT
HEH. I, BEOFL-LEASCKE UL—ILAAFX2Y) OBRICEVTHEELEA
WBAT S EISELT, HoNLHEEDDLLWRENRASNSLSICHERTSICEE
BiELTW5ET, IREERDHAMI 3 WNZ5E0THS5, NI #BHNET SR
FBAITENTIE, L—ILAMFTOBRERICEVNT., RALBEOHZIDAHLEST
EPA/FTA BHIEDRRT—I RN F—DEEEKRHSH CE T, RHEDTEZERRITHE
FRDBEOZHRLETROFERBMEIE LS ELTLEHIRLBFHMUTH S,

fzf2 L. 2017 £ 3 AKRITE. TTIPOHEU - EPA EXRBAZE L THE LT, CETA £k
ENTHDIH. ChSDOBRFNFANERICEDLS ITEASINIONFEATHD, =
DR CETA DRFHADERIZOWVTIF, REEHFFOETERA SN TLVS RCC R

% £ - Requlatory Cooperation Council) METILE LD DTIEELVMEEHOATILNS
6

o

FITAHREEL., TITHEBAIZDOLT CETA, TTIP, RCC UNDIRREBE L 1=1%
(F2F). CETADHFIRHELEET 2 TDMOREEMFT S (FE3E). TTIP DR
FBAEICOVTIE, EUBIDREDHADLARINTLSINDT, L LTEURIDIREEZD
EIZRBDRREBRBE TS (FE4E), T RCCOIEMALERIZOVWTHESRZEMA S
(B55%), RRICHEFIBHOSEHOBELZRRD (F6E),

42017 E 3 AAFFITBITAEERMYAE,

S TBKEAE TAHFTANEZ DEFIZEEL —REOAMM SEHDUINEA~ | [HFRBFT
#®] ETE 1S (2016 &), 26-27 B,

6 2017 E 3 AAFTFITBITAEEMYAE,
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E2E BRAGHREmA
BEBAICEIHRRELDONH D, -EZIE, AN, TLHEHLEBRFEORMELEZ LI LIS
FOTEHEDRHDHEEZDLCLES ETH0DIE BRVNRTHIHR N LdhnlE. A,
THELLEEORFZNELONEEREEBS L EHOERZMABIZT 2=HDEHRK
BOAEBEME L TRVREIGHI 2EATEH303H5H, =, WK, THaHLHEIC
SEEDRHLBE CH-LEUHSRBICHET IHEORFEFZ AL THERLELSIET S
L0LHNE. EEEORFLBIARMZIEN—RE LTELEORFLBIZL SHHD
ERICHBNT B2 L4 H D, EoIC, AREEDTLHIVRITEFEIENEEFL>TWLD
EPA/FTA [CE D IREIBE N TH BM. EPASFTA [CE DM G VREZH I REEM SR
BRTITHN TS,

CITlE, RO FET HHRAGIRFIRNE. EPASFTAICE DAL VREIH A &
EPA/FTA ICE D CREIHH 127+ THER T 5,

(1) EPA/FTA [CE DA WREIR S

XM D, EPASFTA LT3 L HEEM ITAVE T, BRALROBTHZ AN THhh T
W3,

F9. BEAMFEORZ T AN PCRSEHDREICEET S LT, REDFAE 175 3l
BABTHA TS, BHATEHRERBREE. HERITMEREDIT > @S HEDE
R%. BEXIGZE#EMT - -EEHTEOBRE L TRITANS I LENHRTEHELEDT
HbH, BRIFINET. EU. PUAR—IL, T4UED, 4. REELHERZEHELR
ATWSIED, BELORTIIEE REBAERZIRODIRYRHLEINTINS, F-. i
EORECHFNBEORECHHERETHILRBET S LE1H D, -ELAIEAR
X, ERESRFICETLRAFEICONT, KE. EU. RARELHBEEICAZETHSZ &
ERELTLS, TELRYBEEHHMEBZRDOZFTANVCEFREDREEITOINE L
X. ZLDEPA/FTATHEEDHONTEY . HICKYRFIDHEENSET HEZEEEN
—EREEMFIA TS, =2, BEHHEEROZ T ANCREHORE L. R0
BEAREVLLGCTEILEZBNETEEDTIELEL., FLHEMNLEHRNERODEDTIE
g LB,

F-. —EROBEERFOR T, RADHEECL>TET IEZEEOMEN BRI
52 ENHDH, EAFEXRIBRBEERE. BXDEZEFRE. BXRRFEMIELTL
DRFHBEZITL. TOFTHXRORFOEEICET 2MELZHBEL TS, A/
(&. 1993 F UM AMEEBRMZEZEHMNICHAEL TS, 25 LERFHEE. RS
BEIOHBATIEGELD, HFEORFGZLIBIAOVTIHELZTS>LT, —EEER
HOFEF ITEB L TE 1=,

RIATIE, FE-LGRFLOMEICOVNT, —ERTHALTHRAZERLELSETEE
BlLHd, -EAILAMBAFIEL, 2007FE3 A 198, /N/ —N—EFEFIZELL. loT/I41 V&
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ARY—40 2T HEBRRELRICOVTHATSHZEIZEELTLS 5 10T IZDWVT
(. 2015 £F 10 BIZERIL STz ITAC (loTH#HEI VY —S T L) AKRES 42 20 B
VDAY oA —IN—FEREZHFATWS, 25 LEERYBAIE, FHf-LEH EORREIC
DVWTHATSHI LT, RHEDRB #EA5LT53DTH D,

ERL-&S5G_ERTOBAIIMZ. 2FICZHEBTITHORATOSRFH L H
%,

f= & ZIXEBEBR/IC OV TIE, IMDRF (EEEMBRHILE 74+ —3 L International
Medical Device Regulators Forum) [Z& 1+ %R #HItH AWM THN TV, IMDRF &,
GHTF(Global Harmonization Task Force)[Z& 1T 5 iEFEN &ML LT, 2011 F 10 AIZE&IL S
N, BRRMZIELOH ETHERERDRFLB/OPIDL LG ->T, EREHFICET SR
DIAMEEMIC. BENEHAFEZEZIT> TS, IMDRF Tlk. DITTA (EEE{EZHT -
E&E IT - EHRAREZEEAS  Global Diagnostic Imaging Healthcare 1T & Radiation
Therapy Trade Association) 4> GMTA (EFEE#EE TR : Global Medical Technology
Alliance) ZBLTEERLDBAIEH SN TS, EERITDOWLTIE, BXKERIZ K 55
MO-HDHHRETH S ICH (EEZRFFFEFRESEE : International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use) ®I[EAy, PIC/S

(EESERMERVEERERARRF—L) OTFTTERLBEOHZG AN THATL
%,

BHEE(CDULVTIE, UNECE (EERMMBERZER) OTICHRESN-BBEREERNMH
RIO+—FL (WP29) IZEWT. REVREICHRS BEIERMEEDRF ORI DHBER
REEDDZ-DDEENTHONTILND, WP IZHIT2BHIBHIE. BHENOEE LD
ZEPRFBICEHT HIEEDOERMAMBRVOZROHEERZTE LB E L1- 1958 FHE (EM
WNICEBAQERMT T RIFEMICE 1T HFEAITRELEE R OS2 &R S8 — MG T £
DEHEOFREVICCNSDEHFICEDVTITONSREDHERZED-ODOEHICET
SHE) EREZEILHETLECRAFEZRALTVAEDMAZRIREICT 58I
KESNT- 1998 FHE (ERATITEFAOTT FRIFEFTICH T LHFEANATRELGEER
UEBaRCfR A HABMTRAIOERICET 51HE) #EBLE LTS Y, 2016 £EXRFETIC,

TRBFEEETLRY) ) —R THBRFEEREDN [N/ —N—EEF] ICBEZLFEL~
FEOREFREGICET SERBHORMEHEEE~] (2017F3 A 20 B).
http://www.meti.go.jp/press/2016/03/20170320002/20170320001.html.
PREEERLETLRAVYY—X TEAR 0T 2HEOHBAIRLIEE~DEELTHONE L]

(2016 ££ 10 A 11 H) . http://www.meti.go.jp/press/2016/10/20161011007/20161011007.html.
CEEEFRLETILRVYY—X TEH 0T 2HFOHBAIRLIEE~DEELTHONE L]

(2016 £ 2 B 24 B). http://www.meti.go.jp/press/2016/02/20170224004/20170224004.html.
VRFEFETLRYY)—X THR 0T 7 FOHBAICHRIBRE~DELNMTOAFE L]

(2016 £ 3 B 21 B). http://www.meti.go.jp/press/2016/03/20170321005/20170321005.html.
U ELEREE 1958 FHE. 1998 FHEIS DT,
http://www.mlit.go.jp/common/001027288.pdf.
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1958 FHED T T 137 DIBEMRAIA 2, 1998 F£HED T T 18 O GTR (HEHHMTFRA -
Global Technical Regulation) BAMFEIREhTULVS,

EZREHTE. REBAD-ODHENGREAEGENBLOD, E&EITL>TGHS (B
FRONDERUVRRICET 2HRFFI S X T L : The Globally Harmonized System of
Classification and Labelling of Chemicals) M3ERE SN T LIED. ILEMEOZTDREHD
HERAEICBELTTR MHA K54 > (OECD Guidelines for the Testing of Chemicals) A%
OECD (EFWHNFAFEMEE) [CE>THRESNh TS,

AEACITHONA TS BE ORI (BT HULD K S GEBE. EPA/FTAICE
DCRFBAICEVTELEFAINS EFESIND,

(2) EPA/FTA IZE D HRHIHAH

FLIETHRANIEY . EPA/FTAICE D CRFIG AL, BHEOFFCHAZRDAE ST,
FKEERDHRHFDINHEZEZBEME LTI EVWSHELH B,

AFEETEPA/FTAICE DS HRHBAEFTHES 5I12H=>T. RD 5 R % FHEEE
ELTEIFRIENTES,

FL1(C, HHBHOEN THS, RHEDABD-ODERIMAEE . REMGTEMNZIS
(FTLWBDH . REIDFAFOCIRBDI=DIRFNCRFDER - WE L—ILAALF2T) B
BOEFFTEILEMELTLIDONERLEELIEEZTH S,

F2(c, HAHEBOOHEILDEE THS5, FHELAILTDA U T+—TIILTT kiKY
HHRHEBHESATLLEO0E., RHEBHETS>-OOMBERILZY., BELANILD
RENSMT 2EHHN LR ERAEEZFELLZVTEELEDET, HELOEEIHRLTH
%,

FE32, HAHEBAICEFTDIRT—I RIS —DBEE THD., EPA/FTA [TED RFIH
NZBVWTEERZELDHET IRT—IVHRILI—DEEETARTHSH., BITRT—
DRIV FT—~DEHBRBEFET HICELEFEFIDON. RT—IVRILT—ICERBROES
ZH5EZTWSH. HELBEOKEICRT—IHRILE—HSMNT 5 L LARENTE, B
ENESWNMIEPA/FTAIZE>TEL S,

F41Z, FREFMMEIE~DIRE THD. FEIDHEIELERTHLEIAEHBHMN. HITE
BEOANELGEORFUNDEBEIZOVT, BEXRUNOTROFZEDEEFLENDLS
[CREESETWEOHMEREL LD,

E£5I2. 2HNDREHE D THD., EPA/FTAICEWTIX., HHEHNLEFRHE—
BRIZEDHDE LB, BEDDHFITOVWT Y BHRAALRFIRAZED S EMNTAE

12 UNECE, UN Vehicle Regulations - 1958 Agreement: Addenda to the 1958 Agreement
(Regulations 121-140), http://www.unece.org/trans/main/wp29/wp29regs121-140.html.
13 UNECE, Global Technical Regulations (GTRs): 1998 Agreement on Global Technical
Regulations (GTRs),
http://www.unece.org/trans/main/wp29/wp29wgs/wp29gen/wp29glob_registry.html.

8

Copyright(C) 2017 JETRO. All right reserved.



ENnd, EORFICOVTEDEEDRFIHGAEED TV LM FHEDIERL G5,

L EOFHEREZICMZ ., FEE L 0BG LFRMICITMEL G D, EZIE TTIPA
R LTIGE. TTIPICE D CRRORHEBAICHANED L SICES LS eV SHE
ThHd, £fz. CETAL TTIPARIZEHLIZBE. WA H FTADEGHB AN ED L SIZ
HMEERAT L BMEE LD, REELEB-BEETSMEE LT, CETARES LI
#%. CETA O#RFIHH & RCC DMFIB AN ED K S IZHERAT 2N EVSHELH S
M. EXLFABLGEOHN G, SEOERZHFIOLENH D

CETA L TTIPICDWVWTIERELRTRHZMASE LT, UTTREES. EU LEELE
D FTAIZEDCRHEMAZHB/NT D, EU L. CETALRICHLIRFIBAHICEAT IHEZSE
LEPA/FTAZR S - ML THY .. BELMHELEZ FTARRZTORRMLGLDOTHS, =
DIFEH 2014 5 10 BIZKSHIERT LTS EU U HR—IL FTA £ EU BBE FTA SEIL
REHBAREREESTH, EU DU AR—ILFTAIL. 2017 £ 3 ARBE. ZODORE
LA TLVELY,

EUEE FTAIZAA. B EU - EPA & TPP (BRKF#/\— rF+—2 v 7 : Trans-Pacific
Partnership) HHEICDVWTHLETFERT S, HEU-EPAIZDVWTIERHBOEDENEE
BEFARINTLELDT, ARINTVWSIEHRZ L LICEHERREZRBNT D, T
TPPREIE. BEBAICEDIEZSATHEVEOD, BHIHHEEMT S TBHOES
% (regulatory coherence) | ICBIF 2EEZEATHEY. RIDEEHOERLAHFHBHLENDE
FZ@RTHL LTS,

@EU BE FTA

EU 82[E FTA(Free trade Agreement between the European Union and its Member States, of the
one part, and the Republic of Korea, of the other part)i&. 2007 & 5 Bh 5 R $HH{THH. 2010
F10A6HIZESR, 2005412 A 1I3AIZEXEML 1=

EU 8E FTA (X, 2006 4 10 AIcHFKR I~ EU OFEEEER ([ 0—/\)L-3—0y
/N BICEDSEFEULNBELEZWMOTOFTATH S %, T5o—/\L - 3—0v/\) (&
GHEFEORGFEDESHZEOLSI_ETESGEZRT CENRFTEL LIBT3 X T,
ZDEHOAFELDY—ILLEREN - —_ERORGEHRATHS LIEHT S Y, oI,
SEBMIET D FTAICE VLTI REIQUREK 1Z& Y FERETRERDHIFE BIE T N E1- L34
355,

Y2017 E3 AN FFICEITHIEERYRE.

5 European Commission: External Trade, Global Europe: Competing in the World: A Contribution
to the EU’s Growth and Jobs Strategy (October 2006) [WATF. ' B—/\)L - 3—0w/\]],
http://trade.ec.europa.eu/doclib/docs/2006/october/tradoc_130376.pdf.

Y BARESIREME (O bO), [EUERE FTA OBIZE #2011 F) [T, [EUE
E FTA O#E fiFER]). 2 B,

Vorgo—m\)L - 3—0y/i), FigiE 15, 9K,

B ryo—/)L - 3—0y/N), mgE 15, 11 E,

9
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EUBRE FTA 21X, RHEBAICET 2MIOEIFGE LD, TBTICHR DS 4 EITHTHIHA
[COVWTORE NEHLNTLND, THHOLELTE 43K 1IEF. EHUEOHIEIZD
WTOHOHBEERZIEEL. MOBSHHNEOTE~NDT7 IV A ZMEIZTH-OIZ. E#E,
EHEFRERVESHFEFRONFICEVT, BAZBELBETNELESHVEED D,
AFETEEFIC, BRI BFHGREIGEZRTEIZEATEIHIEEH TS, F
f=. EA3FK2ME@Q)E. BEFEOEELE LANILEZHE LRFIERODENLIRAEZRS 1=
HIZ. MERUVT—2 OXBORZHRUBEMHEHAGEZE L. REBHERELE
FNREHESHRNEEDD,

COEFEM BEF - EHESE. BBE, EXEL - EEER. LZERD 45T OV TORH
BENEFENTHEY., ThETNOMEETHREG L NEHLN TS Y,

FITEF - EEBEBICOLVTEDIMEEZ 2-BIX. F75£1BT. Al LOMEIZOW
TOXBEOEBHERET SOITHALEBTNELELHNVEEDH D, FE7F2IEIL.
TAMEROHAEZTANDI=ODOBRNGLEHADHRLILROE=OICH D LG TAIK
BoEWELEDHD, FTFKA4EF, HRERKD EMC (BRI PREMIZOVTD
BEfFDsaFIRRME (RE) ZE L= YHT-REEReE GG 2BALEY 5T,
fth A DFFHIEIERL . MARTREGEREFZRELGTNELGS LV EED D,

HEIEICHRLIMEE 2-C (X, REIOINEKIZDOLVTODE 25T, WP NBEHEIZELT
ERELZRTET SHETHILRBHDIEEHIC (LIE), WP29 IZK 2= HRAIDIFIR
[CHALGINEGELHEWEEDHD QEH), . F451E@Q)F. BERBPLGTR &
B 5= EHRE RE) Z2BATEHILEEZEABTNELLENEED. FEIFEL
BT, AMBEZICETIMEICOVWTIHALBET S22 L8R L TS,

EESL - EEERICHRLIMEZ 2D I, F 15T, B LoMBELEREREIZE TS
ERETORRICEVT., HHUEOHRANEETHLSI I LZHRL TS, RElHAHIZD
WTESHT-ZE 5 FIF. WHO (HHFRREHEE) . OECD. ICH. GTHF, PIC/S IZ& > THRRE
SN-EES - EREFICHT IERNGRFIBITRUEHEZERE TS LEROIHEL
£ (118, #EEMEERMEA GLP(Good Laboratory Practices)%> GMP(Good Manufacturing
Practices)[Zi8 > TiTHhh N DEHHNE OEEBTHAERIETICEHRL TWSBEIC, EE
MM ZZTANSZ EITDOVTOHRFHNEOEFEERTHIEEHTLNS (2I1B),

EZ2RICHRIMBE 2-EIL. F£2/85957()T. LEZROFHHHECEREIZCOVNTOT T
AO—F #MI 571=6. GLP(Good laboratory Practice) T X b HA KRS A4 > DHEBFTIHN
LEBETNELGSLEWEED D,

UEichmz, BEE. EEL - EEEE. EFRICOVTIEX., EEES(Working Groups)
DERE SNTHY (F 1535 11E@Q). (b). (). HHEBAZERT I+—5 LELE LTS

(MEE2-CHEIE. MEZE2DHESEK3IE. 415, 510, MEE2EHE 4/355357),

B RHRALUNOHMBEEDORBFUTEZSRE, [EUEE FTA OBE L FE5]. 7S 16,
54-65 B,

10
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LEDESIZ, BHICEF - Etitiss, BEE. EEL - EEESE. LFHD45HFICD
WTIE, RHEDAEDAHL 5 FHRIMONFEEEE LERHEBDOREANE TSN TLY
b, z2L. CETA ZEBFHIBAEFHIEIL L TWLEDITTIEAL L., DEHEEAAREIR
HEBREM TIEH D, Fiz. CETA LHRD ERXRT—U HRILF—DBESOERFMME~
DEEICEAYT AMEL TR LIFEZA L,

@A EU - EPA

BAL EUI, 2011 £5 AICH EU T ERIBERICEVWVTRI—EV T OEKIZER
L. 2012 F5AICRO—EV T #EEMICKRT L=k, 2013F 3 AICHEU - EPA DX S
ZRAtE L=, 2017 £ 3 AR, ERNEBEICAIT-RKEOHDRSNTHOATINS,

HEU - EPA DEXEZEARIATOEWLS, HBEBHIZERIENMEA SIS LHE
INTWE D, ThIZDUVT, 201543 A 17 BIZBEM#E S -5 18 E H EU FEEBEXE
[CEVWTImYFEEHoNT- THEURGIHAICET 2HEANXE] 2 TlEk. BFHHNEICST
BIL=IW A X T BEOUHREREICEVNTIHATE ETCRELEECHEEZERT S
EWS5, HRHEOWHZEBNET IRRERDORFNBNHOEESENHER ShTWb, Fi=.
BEROMREIHHZE L T, EREMHGRIEOEEQERPLERDEM LGS EAEFSN
TLWAELBE EWVA D, SHIIHFIORTHBAE LT, ARy b, £F. BEEZD
AHICHEITHERIBLG EDRFIFHZED T ZEMBRENT NS,

F-REEL. 201543 A, THEURGIHRHICET 2125 RBFEERTE (EPA) ik
BOFXERFEAT—) 28KL. DEON) 2 —F =M O—NILIZENDH, H
EU-EPAZE L THRIBGAZHEL T REZLFREL TS 2, &5122016 5 12
AIZRESHRRIA—0y/NNEBRRHBAICHATIHRREZARLTLS 2, RAERIR
El&. BEU-EPAD TRHIBAOHIERMER L L THEETSE 5. TESRYFHIC,
DOTRICHDLHLELANILTEE] $52LEZRHOTWVS . KYERKMICIK, HERRL
EEBLE-REORBOALLT . BRFEORFDEELZ LG LY. FH-GRENEA
ENBGEEITIL—ILAM X T OB THEEZTO Z & TBARED DL VRTINS
ASNBE5HRLIZYTHEE. RAEDOFMOCWRBZEEMNET HRHBHEBIETRE
ELTWD, HEIHBA~ADIIEFEF. B-EUECRR - 59V KF—TJIBRNIZEWLNTE

0 4354 T5$210E BHEU THEMGELXR T LAFH (RER) 20134F 11 A 19 H].
http://www.mofa.go.jp/mofaj/files/000019938.pdf. & 39/85 4557 ; BFELEE [TER 271 &
EmEE BAXRZENLTHEATECHOMEDZ®HIZ] (2015 F). 316 H,

A REFEFETLRYY—X TBEURGIBAICEAT IHRAXEZ LY FEDHFELT]
(2015 € 3 B 17 B). http://www.meti.go.jp/press/2014/03/20150317005/20150317005.pdf.

2 AAREHRARESS THEURHBAICET 18 —BHEEBEEPAFKBERDGEXZE
RIEAT—1 (2015 5% 3 A 17 B). http://www.keidanren.or.jp/policy/2015/024.html.

3 BABRFHAESESR TH EURKBAICET H#RIZE] (2016 £ 12 A 13 H).
http://www.keidanren.or.jp/policy/2016/119 honbun.html?v=s.
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REASN TS %

®TPP
BrROEBEY. WD PAGE (FU. PVoAR—IL, =a—2—F52F, TiLrA
[C&BFTA) ZHEEET D TPPIEEIX. 2016 E2 A4 B, BAZESTC 2 HhEICE-T
ZEAZEINT-, BRTIL, 2016 F£ 12 A 9 HIZC TPP B ERZEER UVBEEEZEN AR S NI
Lz, bSO TRMERTIHES KEDOAHERBROELE L EITKY., 2017 F£3 AXKE
. TPPIBEHRHIIORE LIXIL > TLVELY,
TPPIBZEICIERFBAZFEENLGTVLOND., REOEEMICEHAT HE (E25F) »iE
AIhTW3, RN EAZBHEORH LBEOHHDOHY HEEDHZDITH L. paz)
HOBAMET, SHHEOERNOBHDERORE L—LA(LX ) OBEOHE
ZRDD, HFITKEL., REDOHHERFIHAFOBREHZERLTHEY. BidTdHLDS
2. TTIP RBIZTEWVWTIERAF OB A L RFNOEEMMILITL TEBSN TS,
TPPIBFEICH T HRFDEES MR, REDOEEHZ TEABEKROBMDZEREMIEIC
THOORFBEDLE. LE. ., EERVRELOBREIZENT, HUITHEZE
HEHEL, DO, ERES. BREE. BERERVERZRET 5-ODOHRHIZET
LN EHET LIBFLEDEAICTENT., RHEICEIIBRWMETERAWNS I L] EEE
95 (2525 11H), TM5 AT, RHOZEFMOEZHEDOERGE . RAICET S
h#97% B LME T (Core Good Regulatory Practices)Z R 5k 3KH B (FE2555%), &
f=. REDEEHICEHT HINEERMNRESINSIEL (F25.6%). ATOEEHEDHR
EDEREABICTE-ODHAFTENEOH 5N (5 25.75F). BENLGIHBRINZETSIOH
DHEHALEBIONTLND, ChoDREFHRFORAE, FAFM. NWHZEEODEWET S
LOTRENA, HHEOERICES 2B DERPBIE UL—ILAS 2 T) DB
BEMNFTEHLITK-T, MEMICHABOFEE, AN, WBEERT SN BH D,
CDIENTPPIFEICELNTIL, SPSE (F7E) LTBTE (F8E) ITBLWTEHLREH
BHORUSFIOBRAEFINEHNDIEN D, BEARVEDS KR ADOABLIZET S
E (B2 ITEIKEHTEVTHRHBAHITHES T HFENTONALAREELH S,

#B-EUEDRR - TOUFRT—TJIL TR-EUESHRR - 9V FTF—JILREREE
(fxER). “EU & Japan - Taking strides towards a common sustainable future” ~EU & BA&~
Finrge G RICAIT—SEBA#H T ~1 (2016 £ 4 A 20 B). http://www.eu-japan-
brt.eu/sites/eu-japan-brt.eu/files/Part%201%20recommendations_JP_endorsed%20final_2.pdf, 4-5
B, COEFEMITLESER, BAEEEEHEES [T 26 EENN—AKOBEFRREBIBED
EOOERRFRESTE FENEONN—RDOE DR RAREERKICEAT HHAE) REE)
(2015 £ 3 B) . http://www.meti.go.jp/meti_lib/report/2015fy/000186.pdf.
® TPPIHED SPS ER UV TBT EDMERIFLLTEZSHR, BKBE [TPPaAVA VA —ILET
[ £7EFEEDREGP)EE. E8EHEZORMMES(TBTE] [E 5 LEH] 2017
F4A5,
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$E3E CETA
(1) CETA QIR

EU &AFFIE, 2009 5 AIC CETA DX ZRLA L 2, 2016 4 10 A 30 BHIZEBAICE
271,

EUIZHE LTI, 201742 A 15 B, BRIMEBERA CETAZERZEL TS, CETAIZEUD
¥ERR & EU B EDER DN A 2B 5B &1 (mixed agreement) & o 5 Z &I2H o 1=
O, EUIZMATEIRTO EUMBEIZE > THIME SN IDELHD, CNETICIE
NLF—D7 O UEORIZE > T CETANEZNEN-CLEHY. §% EUMBEER
NTOFHENIERIESHEFHEHFSAVVRRETH S,

AFFITONTIE, 2017 F2 B 14 BICAFTHELTRT CETANERE I, 2017 F 3
A27 HERE., LIRTOEZEHTTHS 2, LIRTIH CETAICIHT H@UVRXTHEL, FHA
KEBDMITONDIRAATHS P ==L, RBFHEEL LRI, CETAERD=HIZFEE
RAZRET ILENH D LDIERHEIH D ¥

CETAS 307 £ 1EIZ&NIE, MHNENSMAED-OICKLELZER - HAFHETTL
EDEBTHBEMEIT =24 AIZ, CETAXEMT S, LML, EdiL=&kSIZEU
MBERTOFHFEICHERELIIDNDEFRINDZO. HBMDORE LIXIL> TLVRLY,

#th75 T CETA % 39.7 &£ 3 1H(a) (L. EXFEEN&IEAIZ, CETAZEEMICERT S L%
RHOHTWS, COREICENE., BFHNEINEEMBERO-OICLELZERN - HAFHEE
ETLI-EOEETORMZET>I-ZAIC, CETAXEENICERAEINSZ LIZH S, T
TIZEU [EERMNBEDORRICEYEENERADO-OICHERERNFRERZI TLDSH.
NTFBRICEDERBFHEMNET LI-EA (B 5< 2017 FHE) (2. BEREICHAT S
HEGE—SMEBRVWTEENERAINBES Z &I124H5 %, CETAE 39.7 £ 3E()IT&N

% RBBEOKRICOVTIFLUTLER, BRESIRE#E (P tn) JYavtwLE
BATENAEIMEIMNO S 7 CISER (201347 A).
https://www.jetro.go.jp/ext_images/jfile/report/07001442/eu_ca_fta.pdf.

TREHMELE LTRSS EDHIBIE, EMAGHIEE VDS &Y EUMBEICERRE L-BUakF
¥ T & o 7=, European Commission Press Release, European Commission proposes signature and
conclusion of EU-Canada trade deal (July 5, 2016), http://europa.eu/rapid/press-release_IP-16-
2371_en.htm.

B AFFOEHMUETOER(IZDNVTIXLLT S8, Laura Barnett, Background Paper,
Publication No. 2008-45-E, Canada’s Approach to the Treaty-Making Process (November 24, 2008,
Revised November 6, 2012), http://www.lop.parl.gc.ca/Content/LOP/ResearchPublications/2008-45-
e.pdf.

PI7TEIAAFTFICBITHEENYRAE.

% Cyndee Todgham Cherniak (Canada-U.S. Blog: Legal Developments Affecting Canada-U.S.
Cross Border Trade), When Will The Canada-EU CETA Be Provisionally Implemented? (March 24,
2017), http://www.canada-usblog.com/2017/03/24/when-will-the-canada-eu-ceta-be-provisionally-
implemented.

120173 A 23 BFDOHHEETIE. 2017F5A1AXIE6 A LENCEEMERSIN
BDTIEEDFRMNETEINTLVS, Cyndee Todgham Cherniak (Canada-U.S. Blog: Legal
Developments Affecting Canada-U.S. Cross Border Trade), Are You Ready for CETA?: 20
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X, EEMERASINLBEE. BMLEBELRALENDREZETSELEEND,

EE. Brexit DFEZEIZDONT, RENEU ZERICHMRT 5 F TIIHAREEIL CETAD
EMRTEEHERAORNR LG DN, EXICHBETNE. IEEEEZ LGVEYERARNE
nNEl B 2,

CETAIXE 21 ETHREMGHEED TS, CETA DRFFHE(E. K Y FHLMA EPAS
FIAZ#ET 2 LEDEU LT FDEENARMIW-EE THY. TOEMNIE RHEDAR
PRMDOAHE ST, FizCERShEYREShEY T ERHEQOWEILECRELER DL
DERHTWS B, HIZEUICOWWTIE, EaLiz&k S ICHm@rmEeg oy o—/\L - 3—
A/ OFTHRHEIGHE EPA/FTABBROGREMEMITTEY *. CETA ~DRFIFH
HWEBALIDESHEUDHERIZKZEZHNKEN, AFFITBEVNTH. BEIFAHIC
KO TEBZEHITF TV LHRFIDOFHECHM. IS ED EDHAFELELHIT, HFICEU LD
BEHR N EREEDORENBHAEDHIVE—NFURIZLEVWEDBREAHSZ P, RElS
HEEF, DL DELREKRIC, 2017 FFENSEEMICERAEINSIFE THDS,

2017 & 3 BRBAE. FYXIIEEHNERASR CETA DRFNFHEAED LS ITERSN D
MMIFBEHATHD, TZTUTTIE. CETA DEFFAERVRFIHZHICBEET 57D
DEDEXERHRTHEET B,

(2) RHBHAE (F21HE)
OEMERE (5 21.1%)

REGAIE, RERFFICHEETIOBBIZOVTEDH SN TEA. CETA DRFIHAH
EIXTBT (F4FE) ©SPS (F5E) OXMRELIRFNOALG LT, BEH—EXIEI
(E0%F) OIFHuAELEE% F22F), 7@ (F23F), RE EUEF) CREHBHE
MR ELTWSEMNEESND, LIzA > T, RHEBHEOEZZBHLMNZT 501
T, ChothDELDEEICLBETIHLELH D,

QRAl (F212%)
FHENIRBETOERNELEBEETHLERRET DL LEIT (LIB). SPSHE.
TBTHE. CETALGEICEDEARUVBENOEMRIIBEOCRENS MRELZHRT S
CEEMERLTWLWS (QIB), F£-. ZERRUZHEM TITHhN L RGIH HOffiE % &R

Questions That Canadian Importers Should Be Asking (March 23, 2017), http://www.canada-
usblog.com/2017/03/23/are-you-ready-for-ceta-20-questions-that-canadian-importers-should-be-
asking.

2 Dominic Webb (House of Commons Library), Briefing Paper Number 7492: CETA: the EU-
Canada Free Trade Agreement (February 2, 2017),
http://researchbriefings.files.parliament.uk/documents/CBP-7492/CBP-7492.pdf, 19 B,
BATEIAAFTFICBITHEENMYRE.

¥ 1Ja—/mjL - 3—nvs3], FigiE 15, 9B,

$ 2017 FE3 AN FFICETHEHERYRE.
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$5—AT B, RABHANHLEFTEEMICTOLNEILDTHASAZEELHELTWLS
(618), MAEIFAVNE=ZEHICHINI=RTITONESI LLBHGEEINS BIH), I5IT,
QEBEZRUEBREICHT STFRELGEEZRE LAIBT 5=, OFEFHEA/ A= 3y
D-HDIREZEZ L=, OLHBERBNEZXFLRAFLABOEHZETT HEHAT.
PEMTHRWGCREBEZRET 570, REBHEZRESELIIEAHEREND (4
1), BH. EUEHFT AT 2004 FE 12 A2l DEEICEDESHRFG HEBRAKICET 58
#H (Framework on Regulatory Co-operation and Transparency)®D T T ZE#H TLV=5HY,
CETAIZEDCHRFIBAEInIRDD LTS (51H),
HHBALPBEINICEDONLS S EAAREINATLS AN, ARHBEBHOEREFE
LEVWLDTHACENAFASA TSI EmMIEE LEXA S, RHEBHAVBENICED S
N, BEHTEHAZVC & IXERBEIRSCEoint Interpretative Instrument) 2B W T LR S Hh
TWd, -, F=ELOBFRICHE SN TWSIREEEH ShdD, EARHTFFT LR
BLRERRICHIKELDEFZRTEU LDRFIBANED & S 2T HHhHNSERER
CTEWTEFEEN S,

QEFIHADEH (5 21.3 %)

REBHDOEME LT, @QADES. BEXIEIRE., BEMOEGXIIERELVICIRE
DREICEMT S L. O)EEZESE, REANTURITOVTOREEREZFD. HF
NoHMREZER. O —EROBEZRVEEZMBICL. ()EXOBREFNEDHEEOREICE
MI b5 EexB/BIFTLNS,

FA250RAEFRIC. BRRUBREOMBILELLIZ, ARUSEYOEmILE
B, REOREZEHME LTHE LTWbRAMNEESN S,

@IEFNHHDES (5 21.4 )

B3RICEH NS EMERDEDIZTSRFBAZFTHEL T, @BFHOHNF R
[CBELTERTHEL TERIT S & ORFERBEDLG I RNERETHEICH
BLERXMZETS2&. OFRRGRY FLRFERERM TSI L. (DiLOMHEEDE
BICHEBESARLIRFRIBOSPSHEDREZLINCRVRETIFRIEH TS &,
eMttDWHEDEFEICIE LT, RAEDREDELZRMI S L. (NREF SN TUL SRR
LOHEPHEICODVWTHEINCBVEETERRIRT 52 &, O)RFDTLELGHEEE
B/RICT H5-OORRKLICOVTRET 52 &, ERFRE, EHRUVHEDIERGE
[CHRAEEITOVTHRNT S & (WVRFDIRILE LD T—2IZOVWTHE—RIZELDT
— 2 ZRNET HRLUMOTREEZRAT S L. ()T 2 REICEHT BT EEHAMICLE
BIDH5ZE. T —E2AME T HRMROFECOVTR—RFELDIDERN D EY
HOHRERERET S L. DAMITRIFMIROCHEICOVWTERMICHET S L. (M)
RHEDBRPREME. MITISOVWTOERERBIT S L. MBALTHRZITS L. (0)

15

Copyright(C) 2017 JETRO. All right reserved.



BRHECBEROERBEORELZEITS 2L, ORBERORELICAL BN LHERHITRICD
WTHERT S L. (RERORE LOFBREMAOHEIICIRMT S L. NEIFDR
FIDHEEICLE > TETHIBEEZHIBT A-OITEU L7 TO—FER/ETSHIE. 0B
MOBIITEET SEHRPMEERIBLT 5 & &HELTEIF TS,
UEDFEHEIHFIRINETHY ., ChUNDFEBLEAS 5. BEMNLGRE LT, RED
RHZEERBES 5702, READEBROBRE UL—ILrAA4X2T) DBEDEVERRETHA
B CENFEENTVEC L . BRHEIZDILDODEHRIILDA 5T REIDIERLAOH
E Ob=NAA%2T) ORLELET—E2PRIMFEICOVTOERIRILEITS C&A°
BEENS L AHITON D,

GRFIHE B & A 14 (compatibility) (& 21.5 &)
AFFHEORFIEEDIRBOCESHEEEDH S1=0HI2, BLTIHAIZIXE CHBIZET 3
thDFHIEDRHFIEERA =T T4 T2ZEELBEITNELGRSHEVEEH TS,
B CRREIC DLW T DFFHNE & B CREIZERT 5 2 EAEFT T o dDITTIEGL
M. DECELRCRFIZERT SAMEEZEET I LMAROONATINDS,

OB T+ —F L (5216 &)

CETA¥ 262 £ 1H(ICEDE, REIBAZABICLMDERET H1-8D RCF (R
$H 2 4—5 4 : Regulatory Cooperation Forum) HME%E st 5 (1I8), RCF D#EEE L T,
QMEEICELDOHLAHBER LOMEZERT 25T RUT 5. O)ELXORFZBZEL
NFEBETADBEMNGN—FF—ZBEELZTORIGFHEXIRET S &0 (ORHIHH
DRREGEY 5 BMHENBET DA77 T4 TEREFATHI L. (F 214 FKIZEDIKZE
FOHAFEOER T ERM LR OEB KR EZRFATHZ LN ETFLNS (21H), RCFT
(X. ZFEE (Deputy Ministe) HEDAFFDHREK L. BBEEZD EUDKRERIARERE
#BH5H BIH), F-. HHNEOEEIZLY ZOMOFERBFREZLZ RCFOREICSMEE
5 ENTES (BIH), RCFIFICETADHEY (RIFHFEMER) REVDESIZENTE
HEOFHMEED. TODEIFEBERETHL LB, REBAEDOEREIKRE CETA #FE
FERICHWE LB ITNEE LG (41H),

RCF [ CETA ICEDCRFEIB N DOFIERI LR L4 Y | K EEETMICHR < R HI 1E
BORABETIEFEEIND, T, REBGHOBYIEBUAHARVESH G T (LR E
THHETH P, BFEDEHRAERNARBREEZEDLELSIROLATNNS RLEETH
%, RCFIZERBBRELLEDRT—IRILF—DEMTELSNIBREFRTERBALL, 4
T ED NEBREOS MDA 2RO TS HALFHE TE 5,

OFHEMDO S L 5HH (8217 5)

¥ 017 E3IAHFFIZEITHEEMYRE,
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BRI ILETE L TOSRFIETEIC OV TOFEREEHAMICKIZLEY (1FH), BED
XRzeR5 Q). BRUNDEMLDEBRIBOEHIZHNT S QIR 417) BE, &
LIREAHBADAEEMLEZTEHTLVD,

@RMEARLE DFE (55 21.85)
L£MHOEL. BRUSNOBRRERZIHIC. RT—URILEI—0FEBRE (&,
VOB NGO, EER., HEEHALGLE) LIBEBTETLHLEEHTWLS,
RT—YHRILA—DEEERH-L DL LTEHETE S0, BEOEBHARIFH TIEA
WSR. RT—VHRILET—DREBNEDLS ITRBEINSMDPBASTEINATE LS. RET
BIEi 9 5 TTIP ICfRD EUIRRE L HRL LRERN TH D

OEMEF (5 21.95)

EREBIEH T F D9 IFEERD TBT £ /5 (Technical Barriers and Regulations Division), EU
NERMBESDERNTIS - EXE - B - W/ NEERBROEME ="y k(International Affairs
Unit of the Directorate-General for Internal Market, Industry, Entrepreneurship and SMEs) & $57E &
nTLad,

Q) RHEBHIZFE D TDMDIERTE
DTBT (554 &)

FAIEIZB LT, SAEFREZFICONT, F2UEICEDEHRBHZEIEIREZLE
EDHTWD, EFB SN LD, &FIHRE. EEHRE. EEUHbEFRICMA. EEH
(metrology). 115 & X (4 BE %8 (market surveillance or monitoring) . #417;& &fi(enforcement
activities) (R A HZHAE LTS RTH 5,

FF 44 KT, MFHNEORTRIEOESEEHERT 5-OI12. BHFEOIFERFD
SEFIREDOBEERR,. AR, T3 LEZRBLATNELRSLHRVEED D, HEHIFREL®
ZTOEDFERIWERDDIHBEFZ D, BEREOERT -2 EDERIZHERDHL T
LT, BREDQWHERT LEATF Shbd, HEERICEDEEDT—IMRHEINLINTE
RAzEHFTINEES G,

4.6 FlE. BEFERVCESHHEFROEBBREICE T, oOFHNEOFEERK
BESMEEEHES5KDTIS,

QBEEEMEERMDAFICH TS50 (TBT EHES)
1998 F£1HE L CETARHBAEZ B L THRFGNEZEDH T S EAER SN TS

STEUIZDLVT., T %S 88, European Commission, Market monitoring,
http://ec.europa.eu/consumers/consumer_evidence/consumer_scoreboards/market_monitoring/index
_en.htm; European Commission, Market surveillance,
http://ec.europa.eu/consumers/consumers_safety/market_surveillance/index_en.htm.
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(515218, 318), Ff=. ATENBREDFIA T VI VATLEEIZDNT
UNECE MERAZBEFEA TCENEEZRET S ENHERINTIND (B 45, HICEBK
FUODIF. EU EXENBEEICHRLIBHEFEZFAMS L L, 85FZMEL 156, Rk
DEEHZEZEU LA T A THREITRENEREST SL-OBALEFNELESLNEEDHT
W2 ATHD (B6F), RCCICEEELTHRRT HL 512, BEEICEHT HRFHIDONT
FHFFRRKEDOBRFICEESSE TSI EVNSEEADHY . CETARAEShEADEN
S TREBEMEKFEEDZINIZESCHVEU ORFIEE S EIDIEES TIEEL, RITK
BRI TRHFDFFCIBEED S &EITNIE. BT CRERIC K HIRAMORBELITL
TEDDIONREHNTHSS ¥,

QFftrReaFF. HE. RIE (F2FE. FBE. F245H)
FREIL, ARG ZREL TSI LEZHNERL (B221%F1H), TOHDE
HEFBHE (FEBE) RVESZLEREREE FUE) OEREEDTL ZEAROLND
(B 2215310, FHCPRBEZECHHATRLGRAZECOVTEDLEERE. EBE. 5§
24 BIFRFIFAICERERT 53O TEHGULA, REIFAICE WD TIEFMIMEE~DEE
AROLNTNSHEC A HEBADXARICENT NS DENER SN S AR AH 5.

@ERBE D/ N— kF— v T TE (Strategic Partnership Agreement)

A+ & & EU L CETA L RIRFICEIRM/A— b F—2y THEZHU. BEIHFE2STE
LEVEBIZSOVWTORAZED D LENRLTLD, HEBAICEEZEET HHETIE
LA, EREHEORZRRIEICET 22 EABEFIA TS,

(4) ¢

2017 £ 3 AR{E. CETAIXREUNTHY . BEMBERLIBE>THE Y. CETAICE
DLARHBHAEZFHET HICEFHARMBETH D, I CETADEXEZBFANE, ThE
TITHWEALERFIBHERBELES5ETDHLDELTEETE S,

9 CETADRFBHAEDEMICONT, RADFHAZLHMDOAL ST, REDIREL
BATWALEHETE S,

FIEILDIREIC DT, RCFICK > THIEMGEBIAEZ ShTW 5, BICBROER
RKEDNRCFDHERBREEHFDDICLIZE T, BLBUAKEFA—2aVERESELT
WEEMFHETE %,

RTF—=IHRILE—IZDNT, E5ERHTVBREVSAEFFHETZ 100D, EBEMNT
F5 <. EEOERICK>TIERENEGEBESICHEI2BNEH D,

¥ ZORIZTOVWTIXUTHSE, European Commission, A Trade SIA Relating to the
Negotiation of a Comprehensive Economic and Trade Agreement (CETA) Between the EU and
Canada: Final Report (June 2011) (prepared by Colin Kirkpatrick et al), 184-185 H,
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FERFHUMECOVWTEELETNIEES BN LIZDONTIE, CETA2AKREEL T’
FEINTWD, EEORERERMNBAICRBMEIN SN, REOERZFLETNERS
B, RT—Y RIS —DBEELLEET D, ERICIEE XS EERNRHH DB
RBlcsml., ZOHETROFERFMUMENI R INIC K BEEDTIHEELLNEDBERZN
NGO L EMBRAINTIVS ¥,

AEANORHFBADICONTIK, FEALEBBHESFICRESNA TS, TO—DONDEA
ELT. EUEAFFIERT LERENERNELSBEWN—AT, hFHFEXkELOBERFRMN
BENIZEHRAHFBAICEVTHLERBICERETHL-O. T F L EU LDOHRFIH AN LT
SIRFMHMRIEIBONT DLV REEWETE S, LIEVAR. DA LB ESED EPA
SFTAIZE T 5REHBAEDETILE LTIE. CETADRFBHEIZIIXRELEELHD
LEHETE S,

% Stuart Trew, From NAFTA to CETA: Corporate lobbying through the back door: How regulatory
cooperation serves as lobbyists’ boulevard of influence in NAFTA and CETA (February 9, 2017),
https://corporateeurope.org/sites/default/files/en_from-nafta-to-ceta_k2-1_final.pdf, 16-18 & ;
Max Bank with Ronan O’Brien and Lora Verheecke, More cooperation for less regulation, in
Making Sense of CETA (2™ edition): An Analysis of the Final Tet of the Canada-European Union
Comprehensive Economic and Trade Agreement (September 2016),
https://www.policyalternatives.ca/sites/default/files/uploads/publications/National%200ffice/2016/0
9/Making_Sense_of CETA 2016.pdf. 44-46 B,
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E4E TTIP
(1) TTIP ZHDIIK

KEE EUIK, 201356 AL TTIPORBEToTWNS, 017FE1AD SV TRK
HEOHREDOEELH Y. 2017 F3 AXRBFAERSEIERLFLLTLEN, KFEBEDF
CIFRFBHEEENTEY ., RICTTIPAESEICENSRHBHAOELEL LFE Sh
TW3,

EUIE. REDIRFIBHEHEDEINZFEHRE LT, ORERELERZRYT. QHESH
DFRFEHIEZ 5. ORHZRILT 5. DEFEBENEETHD. D42 FEIFTTLD
A, F= TTIP ORFMHAIZTDOLTIE, EU QRHLKEQRFIEHE S THRMEES
NEDTELBEVAEDBEEANEUNISRCHY ., <5 LEBRZICODISHIET 50 AR
BOEDREICEFTLAEELHAD—D LE>TLVS,

KEL, TTIPICHHFRAEZB/AT I LZXIFLTWS, FZEU KU D, EFHHNE
REBOBHIER - HE L—L A1 F2Y) BEORBCHADASHORRE LY ER
LTWBEEA D, IEAIFUSTR CREBEARKRERD (X, TTIP 28T 5 IFBIFIER %
HEEZEMBELT. HHEBAL LEBITREIOBEMRUEAREEIF TS 2, F£1z 2015
F6 AICHILLI=L\hW S TPA (B Z{RHEHERR : Trade Promotion Authority) ;%(Bipartisan
Congressional Trade Priorities and Accountability Act of 2015)I%. KEDHB 7V LR ZilF 5

HEEFTISOVTOEBE LR BEAME LT, BN, ASHRE. BHERDIC L SBHOWE
EHRELBTFTVES., FHUPRT—IRILT—DBEELEEIZTOVWTHEDRTIDE
EMEBHDCLEBICHRTA LTUS S, ZOEMKEBISEF(USCO)E. HElN
DREE LT, BEHORSHORRDIRE L RHERBROBEFREIF TS %, KEH
TLEFIEE. BHOBANFERBHBREIZST DB =HHET. BHERVRT—
SN E—DAE . B % BRI RO E B REC & > TRAILBA R ES
5 LEHBLTITbhAREE EU OB BROEEERBRLES LESR2T, B
HOBEAM LG HAOVEDEEREDHDDEH, HITHEIC OV TEREOFI OIS
S YL EAHTEEROS FANBE LR ORZSEOREL ERHORAEOFRLE LT

CTITIP RSDOBRIRERKEERDIIGZICOVTIEIUT SR, BAESIREME (O
ba) JYUa v EHENARERMOLT CISER [TEU XEFOSENE ZRER
E (TTIP) | ISEDH 2R SEB KR EFKEXRDOREA] (2016 £3 A).
https://www.jetro.go.jp/ext_images/_Reports/01/75d8af7bd2c6f8e1/20150163.pdf.

1 European Commission, TTIP and Regulation: An Overview (February 10, 2015) [LAF. TTIP
Overview] , http://trade.ec.europa.eu/doclib/docs/2015/february/tradoc_153121.pdf.

42 Office of the United States Trade Representatives, Non-Tariff Barriers and Regulatory Issues,
https://ustr.gov/trade-agreements/free-trade-agreements/transatlantic-trade-and-investment-
partnership-t-tip/t-tip-2.

B TPAEE 2 &(b)(7).

# U.S. Chamber of Commerce, Why Regulatory Cooperation is Key to the Transatlantic Trade
Talks (February 25, 2016), https://www.uschamber.com/why-regulatory-cooperation-key-the-
transatlantic-trade-talks.
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AWARELFRLTLS S,
TTIP DBHIBAIZDONTIE, HICEUNZ L DEREZELAFALTH Y. LT TIXEU AR
HLTWA1EHREZETLE L THWTHEZRENT 5.

(2) MHHFHEEUIRE (2016 F 3 AR

REMBAEIC DT, 2016 F 7 B LI (E# & £ CEZE (consolidated text)[ZE D < 32
BITLTWLWAN S, MIEEXEREARIN TV, hATEUMRELEZRHEBAHE
DEXEEMN2016F3 A 21 HIZARASA TS Y, ZZTlk. CETA LB LDD. EU
MRELE-EXEZOBEEZBNT 5.

OE#M (Ex1%F)

BEBAEOEMM., BHOKREZABICLOD, TROHNEELEDFED=H
2. ZEMORFBHERILEELTII L. HHNEOLALBEKEMORRICEMT 5
& EMMLTRERGZRET 52 L. BENGHRHET T0—F2RELTRELGRFHIE
HBEEIFET A L. RHECBRIEBRNLEEEXEDEREERER T LICHILEEDD
nd, £, RHEABANIKBERIBFORELTIFLIETRLGLLHBET S LEEHME
LTWBI L. RAEBAENAKBKRLEOBMEERRT H5-HICHEZ L HMNEOHER
[CEEBEZE5ZD5EDTIEHBVN EAMERESINTIVS, CETADHRE LR, BElFHDE
el T, MRPF/NEEDOFFLGEDAHABERBMNDERZ L YFIEICHBIFTLS Aadt
HHEEAD S,

BE. TTIPRIXICHRFIBHICHRIXEEZB/ATSAIENEUICE>TRESATL
%, REIZENE, FIXTE., AHBEREMEERT A-OIRHREENEETHS
L. BBHNEOHRFERICEELETNIELE OBV ENEESINDS,

QEZE (Ex2%)
MRFEZF © TRHEEE] AERSN D, RHROREL CETA IZIEALY,

% US Chamber of Commerce, Regulatory Coherence & Cooperation in the Transatlantic Trade and
Investment Partnership (TTIP) (February 27, 2015),
https://www.uschamber.com/sites/default/files/regulatory_coherence_regulatory_cooperation -
chamber_ttip_paper_-_final_3-02.pdf.

% European Commission, Report of the 14th Round of Negotiations for the Transatlantic Trade and
Investment Partnership (July 2016) [LAF. TTIP 14" Round Negotiations Report] ,
http://trade.ec.europa.eu/doclib/docs/2016/august/tradoc_154837.pdf, 6 B,

47 European Commission, Revised EU proposal on regulatory cooperation,
http://trade.ec.europa.eu/doclib/docs/2016/march/tradoc_154377.pdf.
BEURNTORT—IHRILT—LDIBEDHERERML TS LRI SN S, European
Commission, Regulatory Cooperation in TTIP: An Introduction to the EU’s Revised Proposal
(March 21, 2016), http://trade.ec.europa.eu/doclib/docs/2016/march/tradoc_154378.pdf.
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L. EAMGRRSETFC TTIP thE &S OREFRIE, RERTO EU DIRENGIXHAETE
LY.

@EFNBAIHRLS—MWRE (FEx4 %)
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WT. EHNEORFN LB EIMADOHHIEDRFNIEBICIRET IMEEEAONDEED
bhd, COREICEIREN., F6XTRESNDIARERRHH AT OIS LD—
BEGD, BARMICHEEZEADRFIBEZEALLYREZT YT HEEICE.
a5 DFEHECH N EFERRIBOBREEZA L TIELR LAV EIEDH LN D,

COREE BEHZHORMAEROEHMLERELEZEDH-L DT, CETA IS[EAE VR
E THD, =12, CETAIZDOVTH., MGMLGRGEIHEHET > TOKBRETRFGHDOR
HABKREZREITRENESTHZLEHS S,

ORHBNDBEEMEEZIRET 5-ODRHEDES (58 x5 %)

REDBESHEZEDHLH-ODHBNESHOHF E LT, £EDFEA, HBEHXIFITHREDR
R, BHBEEORIFEDOHEERZE XL, SHHNEOERFROBERDXTEMAEZE
Fohd, Ff-. WHENEOBRARITEANTHREL TREBEICET 2EFNTIREZ
MFHEICRET 22 EATE, MHENERZOL S BRECOVLTHEL., BALIEE
[CIEZDREZHREXRFZATOT S LICHARFLTNELGSLBEOEEHOND,
CDIFEHL. EFMLGAEXZEDERPER. IREEDORFICEVNTHATHIELED L
nThd,

ARETEIEE SN SDK, BRAARILEANEHHEICx L TT S BEIEEC DO
TORENEHHIEDRFRNICRRENSHZ ENARL SN TND RTHDH. HEEHN
LBEVNTIE. RT—=IRLT—ZLNIRFBRICSMEEINMNEREL LT > TL SN
AREFRT—IHRILE—DEVEEEAEEICT S EHFEIND,

@FEAURUVARDSM (5 x.6 5)

RN EERAEDHLHETERT 570, BRARITENCRBEBERIEEZE
ARTNREG LRV EEDH BN D,

Tz, HHHVEL, BEPREFHBESATWSRFBNFEDE F L O KERERFRR
HHATOTSLEARL, BEEHLLTAELRLLBVWEED D, HRFERRHHH T
O3 ALIZDWT, EFHEIENOEBEELGELTTAEELBNELEDLN
R
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K HREXRBEIG A TOT S LIE. TTIP QESIB OB EER T2 L #HAlaN S,
CETAIZIZRABHD 705 S5 AlEHE WA, RETHERSESICRCC TIECNIZFELULIE-ER
EEHBEAERSINTLNS,

DFFRRLRILORFIGN (B x75)

MFFRIENERE L TIT 50O THhRLUAL] ORHHHEMERFONDDIZH L,
MEPRLAIIL] DOBA. TEDLLEENENORHNEDRFI LD L NILTITHN SR
NEBMTEHEICERETHEEDODND, 2L, BREEICEY HRE LRk, Kig
ENEFMICED LS BRFIBHERE L TLLOMNIEFFRTIXEAETELY,

®FEE (Ex8%F)
BMNZERAFRRLEZBARTERORL, REFRR(CRESNERICOWT, 1E#R
ERIMIHLELIT, BERBREOESEZS AR TIAEG LGN EEDND,
EEBRETOERRMETSCLICE T, REDRBEEDHL S LT HBE THS.

OMFMREDOTEA (5 x9 %)
TTIP D% RREIRFBAREIERASNGVEEH NS,
CETAIZIERWRAETH SN, LWIFhIct &, HEHDIXIERETIER T H L ENBHIC
xt L CREBICKIEL T -0DEHATHY . & YEHMGERNRD SN EHHME
RFMCEIZCHEVTHAS, HGH. RETHKS RCC TIX. WTO %4 £ DI ERERF R
TEOLNTWSMREIZTDLTIERCC TIEEHHEWI EELETATWS,

OERED-HDFIE (HEE)

SHOTTIPRSICHENT. BERHDO-ODHEMLEHEACDOVNTIRETH LD EU
DFEHIBR 5N TS, EUIZENIE, 2016 £ 7 BLUBZOAICDOVLWTOHERMNITHhI
TW3 %, E{RBICIE, CETAICHI1TE RCF JREIBH T+ —5 L) [CHUT DML L
T. TRF GEKRFEFREILUEE 7+ —F L : Transatlantic Regulators’ Forum) ZE&R31 Z & A
BE TSP, GHEU I, HIEMNGREAZERT HICHE->TEELGEREL
T. BUBMI7hO VR E) T4 — (BEBIKEOER). EMNGRAE (BHEFEBOESIC
DLWTOERERAL), EBRAY (RT—IKRILTI—DEE) 2FFTLS,

“ TTIP 14" Round Negotiations Report. #i[#8;¥ 46. 6 & ; European Commission, Report of the

15th Round of Negotiations for the Transatlantic Trade and Investment Partnership (October 2016)
[LATF. TTIP 15" Round Negotiations Report]

http://trade.ec.europa.eu/doclib/docs/2016/october/tradoc_155027.pdf, 7 B,

¥ TTIP Overview, AI#8iE 41, 8-9 H,
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Q) HMEBANICHEDZDMDEED EURE
RHEBHABUSNOEICE. BEBAHICETIRENMEESNA TS, LT, EUDRE
E—EHENT S,

DOREHRFNBTE

RERGMETICEATIEORANMRERESIN, BROLHOCRT—IRILE—LDHBEL
ENRHBNTILVS (2016 F£3 ALKRIEE) °. ZHHNEORNIICE 1T HRHIDIERAH
E U= AAFY) BEERETH LT, MEBENICHEFROERET D LHHE Sh
%, BERFIETICOVTODEE, CETAIZIXAWLA, TPP ORFHIDBEMICET HEIC
LY 5, LB L& S ITREAIFRERFETEZECHAFOBREHOMEICEALNS
L TTIPRBIZEVWTIEREMICHEFB A ERFOBEEORAZECENEGESINST
BEELH 5,

@TBT &

TBTE(F., RE7 TO—FOWHKERT L BMICIBIT. TO-HOIEEIIEE, &
#, BAMTEFHEZFICETIHAERIELEThERSBWNEEDHOND (20155 1 A
ARIRE) % TBTICEATAHAERGBAETESSTCRANN—hTEY ., TBTEICK
STEBMENZHEFIFEAELRNTHS S,

QR EHrIMES

PHEANOMBEICEVTELRFB AV RESA TS,

FFLEFERITONT, LEROREHHFITODVTOT— 2 OERERIBRT 52 L0,
F-GREENE LGS BRI OHEZLITO S LDEDL., REFGAITOVTOHRREE
FEEICEDEHREBHEED DI ENFEINTINS (2016 F 7 ALKIRE) 3, 2016
£ 10 AR, EUDREICEDEFHUWEBRIMDITHN TN %,

eZMICEALT-E& Z I ACC CREMEZEI %1% : American Chemistry Council) &,
TTIP IZEDILZRICEAT 2BHB AR FOEERIC & YLK & ERBIHIZEIT
HEHMFLTILNS D, &= Cefic (BRMIL2ET%E® : European Chemical Industry Council)
(. HITIEERDREFEEIANY VT, FHEEFHEAE. BRIBICOVLTORFHHIZD

1 TTIP - EU Proposal for Chapter: Good Regulatory Practices,
http://trade.ec.europa.eu/doclib/docs/2016/march/tradoc_154380.pdf.

%2 EU Textual Proposal: Technical Barriers to Trade,
http://trade.ec.europa.eu/doclib/docs/2015/january/tradoc_153025.pdf.

3 TTIP - EU Proposal for Annex/Chapter on Chemicals,
http://trade.ec.europa.eu/doclib/docs/2016/july/tradoc_154795.pdf.

% TTIP 15" Round Negotiations Report, #$85¥ 49, 11-17 H,

% ACC, ACC Calls for Enhanced Chemical Regulatory Cooperation Under TTIP (July 24, 2013).
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WTHARFZERLTLS %, LGHZERAHIZE L TIX. EU TIX REACH(Registration,
Evaluation, Authorization and Restriction of Chemicals)’ BBl [CE D EBUNILERITIZEERT S
CEMNROONDE—A. KETIEZEDL S GERRBILLEVD, TTIP DRFHNIZE-T
4+ REACH FRAICE DK ERFEHIEbL LWL EETN TS Y,

EER ITO0 T, BEORRBICOVTOREMERBT 50, FEHRREZRELT
BEBAEEDDZZENFTESNTIS (2016 F£5 AARIZE) %, EU TIE. BEERIC
DVTORFIBAFTMECEAZRLET 20AL 5T, RELABOMELOCEERDT Y
TRAMEICHLERT D EHFEINA TS P, thATREIZEWVNTIE, REDORMEED D
CEITEELGFELHY O 25 LEBRIH-TH. EERKABFORFFHIZOVLTOR
BITIKAR L L THIEAERBSICH B °

ISR [CDOWT, EHMRDREMZFIZOVTOT—F LIFRERIRT S L0, #Hf-#
MEMNE LG EICERXBOBEETS ZLIFH. REBAICOLTOEREETE
[CEDEHREBHEEDDIENFESINTILNS (2016 F7 ALREE) %, 2016 £ 10
ABRE. KT ThOEXEEZDREICEDIIIZSMNITHA TS B,

EHERITDOVTORMDOAHDIED, 30 BL—ADIRMEELTWVLHLEDHELH
Yo HMEOEXRICEVTIE. MEORHEHDEEEZVLECTEHILITOVTOEVEFA
H5 P GHEHMRKIEAELTIE. YRV -V EDLHENKET—RAEESR

% Cefic, Regulatory co-operation and chemicals in TTIP (September 8, 2015),
http://www.cefic.org/Documents/RESOURCES/PositionPapers/Regulatory-co-operation-and-
chemicals-in-TTIP-Cefic-position-September2015.pdf.

> TTIP Overview, RI#&E 41, 6 H, {LZEHDOMHFNZDOLT, EUDT7 TO—FEREDT
TO—F EDOBIZIZDELBUVENDH S E S b, European Commission, Trade SIA on the
Transatlantic Trade and Investment Partnership (TTIP) between the EU and the USA: Draft Interim
Technical Report (Prepared by Ecorys, May 2016), http://www.trade-sia.com/ttip/wp-
content/uploads/sites/6/2014/02/TSIA-TTIP-draft-Interim-Technical-Report.pdf [EAF, TTIP SIA
Draft Interim Report], 255-256 B, 264-265 H,

%8 EU Proposal for an Annex on Medicinal Products,
http://trade.ec.europa.eu/doclib/docs/2016/may/tradoc_154582.pdf.

% Copenhagen Economics, How a strong pharma chapter in TTIP will benefit the EU: Report
prepared for EFPIA (May 2016), http://www.efpia.eu/uploads/Modules/Documents/2188-02-efpia-
ttip-study-23may2016.pdf. EEZD TV £ RICBL TIE. UTHSH, TTIPSIADDraft
Interim Report, BI85 57, 21 &, 128-129 B,

€0 Jonathan Kimball(PhRMA), Getting TTIP right, not rushed (April 29, 2016),
http://catalyst.phrma.org/getting-ttip-right-not-rushed.

61 TTIP 15" Round Negotiations Report. #i$85¥ 49, 12 H,

2 TTIP - EU Proposal for Annex/Chapter on Cosmetics,
http://trade.ec.europa.eu/doclib/docs/2016/july/tradoc_154796.pdf.

8 TTIP 15" Round Negotiations Report. R85 49, 9 &,

64 Cosmetics Europe the Personal Care Association, Working for a caring future Activity Report
2014, 11 H|,

8 Cosmetics Europe the Personal Care Association, Annual Report 2015,
https://www.cosmeticseurope.eu/files/6914/6521/7072/Cosmetics_Europe_Annual_Report.pdf, 9
B Personal Care Products Council, Statement by Francine Lamoriello, Executive Vice President,
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(over-the-counter medicines) & L TERIICYBOFME L A 2B TNIELR S BN EAEU
BOBESBELGE>TEY . TTIP ORFBAORMAD T TEHEBSNDATEEMENH HBTE
MEMEE LTEITFONTLNS ®, BERETERTDLIIT. YRV )—2IZDVT
(& RCC DHEHAD T T—EREINITHNI TS,

EEMEE ICDOLTIE. IMDRF ZIELHET HERMGIA—F LZRBLTIHNETED
HLEEBHIT. RMAEMBAITOVTOHEEXFEICEDEHRHFBHEZTOIENFEINT
LV % (2016 £ 7 AARIRE) v, 2016 F 10 ARE. MEDOREICEIDETHEEZNERD
REERETEDTLDS %,

ERFARDSIE. TTIP OFRFHIHAZEE L TRIDIEZE RD D HREHEISE SN O, 45
[CEBEECSVEEEL LT, EREMFOREETEGEICHAYT S8 —HE. UDI (HFREH
HAF) ORMINI-EE. RERFLRRICRBFICIRET A EZAREICT 28 —DL
HADBZEIFEN TS ™,

BEE [CDWVT, 198 FHEZR C-RAHHNEED HFH. BEFEORGICET 51
BETRYFELGRBOBAICKR L TERIIBREZIT oY TEIENFESINTLSD
(2016 £ 7 AARIRER) ", ERIC, HARICEATHHBA0. HRAEESTEICE D R
WL FESATWND, FE—HOBEDORFCOVT, ZEFOAMEED LR TNIEES
BWEEDHOBND, 2016 F 10 AETIZ, KRRENTNDEXEEZDREIZEDIKSN
FRLTLS %

BEEERICEOTE., BHLYLRFOEENSET LEZFHRMROANKRENE

Global Affairs The Personal Care Products Council On the Introduction of Trade Promotion
Authority (TPA) Legislation (April 16, 2015),
http://www.personalcarecouncil.org/newsroom/20150416.

% TTIP Overview, RiI#&i 41, 7 H,

67 EU Proposal for an Annex on Medical Devices,
http://trade.ec.europa.eu/doclib/docs/2016/july/tradoc_154797.pdf.

8 TTIP 15" Round Negotiations Report. #$85¥ 49, 10 H,

8 AdvaMed, Medical Technology Industry Calls for Regulatory Convergence in U.S.-E.U. Trade
Deal (April 11, 2013), http://www.advamed.org/newsroom/press-releases/medical-technology-
industry-calls-regulatory-convergence-us-eu-trade-deal; Joint EU-US Industry Contribution to EU
and US call for input on opportunities to promote greater regulatory compatibility in the medical
technology sector (April 10, 2013),
http://www.cocir.org/uploads/media/FINAL_Joint EU_and _US_Industry_Contribution_for TTIP_
meeting_10_April_2013.pdf.

0 AdvaMed, EU and US Medical Technology Industry Welcomes Progress and Renews Call for
Regulatory Cooperation in T-TIP (February 12, 2016), http://www.advamed.org/newsroom/press-
releases/eu-and-us-medical-technology-industry-welcomes-progress-and-renews-call.

" EU Proposal for an Annex on Motor Vehicles and Motor Vehicles’ Parts,
http://trade.ec.europa.eu/doclib/docs/2016/july/tradoc_154799.pdf.

2 TTIP 14" Round Negotiations Report, 8% 46, 10 H ; TTIP 15" Round Negotiations

Report, BiI#&:E 49, 9 H,
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SN B, TTIPICK HRFDUINHEMSKIEE IR MEIERIC DA S LHFSh TS M, =&
ZIEKE CAR (BHENEMFE > ¥ — : Center for Automotive Research) DFREIZ I NIE,
2014 D 1 EMICEVWTREROBBEEEDHEEICKY BEID 2FBXRFILOIX MY
RELZESATWLS S,

EURRMEDEN, Too=7Yry, MR ECHTIMEERZIRELTWS,

DE 5 LR REGHKE

TTIP [ZHEWVTIE, ERFHMEANDERLITVEASRFIRHZED TS ZEMNKRD
bhd, CHICEELT, B EHRAIREGRAEICET2EDHRANEU ITL>TRES
nTLd (2015F 11 A 6 BARRE) ° EUREICENE, HICIRERECHTEBEEL
BEMICESBERLEEEDHITNIELRS W ENERSN, FO=OIZIEEOH B
TETIN—TELORBEITORBITNIELE SRV ETEDH NS, 2016 £ 10 BETIZ, X
FRENTNDEXEZEDREICED(KSNMITONTNS 7, BH LFGAeLHAREE
BEH D ICEEBRT 5L DO TIEAEWLD, REFHICEH I+ 5 ERFNHE~DEEZITD
XARTEESNDAEEM B H D,

(4) EFAd

TTIP X5 ZmERSFTHY . RRMICEESNLIRFBHENEDL S LLDICHE D
MNIFHEETH D, =12, DECLEDEUNREL TV ARFBHAEEZXERE, FiDHY
BREBHEERFELELSE LTS EFHETE S,

REIFZHED EUREOBEMICOVTIE, RHEDFAZLCHMDOAL ST, REDIREL
BATWS, SoICHAHFOESHORBELRONTEY . XKERMNADELEZRBLI-1LD
EEoTLVD,

FIEIEDEEICONT, EUREICENE, REBGHOHY A ZRETHHEALHEAXT

3 Peterson Institute for International Economics (PIIE) Policy Brief, Caroline Freund and Sarah
Oliver, Gains from Harmonizing US and EU Auto Regulations under the Transatlantic Trade and
Investment Partnership (June 2015), https://piie.com/sites/default/files/publications/pb/pb15-10.pdf.
"= EZIEUTESEE, AAPC (American Automotive Policy Council), Billions Could Be Saved
Each Year Through Automotive Safety Regulatory Convergence Under TTIP (July 13, 2016),
http://www.americanautocouncil.org/content/billions-could-be-saved-each-year-through-automotive-
safety-regulatory-convergence-under. ACEA(European Automotive Manufacturers Association) £
RHEDTLRY Y—REH LTS,

> Center for Automotive Research, Potential Cost Savings and Additional Benefits of Convergence
of Safety Regulations between the United States and the European Union: Prepared for the Alliance
of Automobile Manufacturers (July 2016), http://www.cargroup.org/wp-
content/uploads/2017/02/Potential-Cost-Savings-and-Additional-Benefits-of-Convergence-of-
Safety-Regulations-between-the-United-States-and-the-European-Union.pdf, 25 B,

6 EU Textual Proposal Trade and Sustainable Development,
http://trade.ec.europa.eu/doclib/docs/2015/november/tradoc_153923.pdf.

7 TTIP 15" Round Negotiations Report. #$85¥ 49, 13 H,

27

Copyright(C) 2017 JETRO. All right reserved.



EHOLNBHE, CETALULDHE/ABIEEIA TS,

RAT—IRILE—DOEEK. CAETITHLZVZEEEIZEVLOMNERSIA TS
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BN DD,

FERFUBECOVTIEELBETNIEELSHENI ENEUREIZEVLTIERYIRLE
FEnTHY., FHETED, ==, EOREERRIIERFMMENRFBNICRBREN D
NMNEERZEHELZITAEE LB,

AEANORHFBAICONT, FHEHELMBEEL LTRESATWS I LAFETE
%, DHANODEMERMENT B INATLSDIE. FERICETDREBFIBA~DE A
FERMLTWLS,

RICTTIPAAFEZI L. TTIP ICE D RHFB AR TITONS Z LIZHNIE. REIDE
BAORE L—ILAMF29) OBRIZEVT, KRN ChETULIZY—EF—2vT%
EBESITHRY, BRZELOHET HMENZKRGEELERIFTEEZOND,

28

Copyright(C) 2017 JETRO. All right reserved.



¥ 5E RCC
(1) BRLHE

2011 2 A48, KE (F/\TK#HHE: &8 &hFTH Ov—/"—8EHE: Z8) X ™
EDORELBUAICREL D OAERFOBRFNZEH A LEZBMIC, RHICET SMEE
DHNERDZHEHAE LTRCC GREGHRE) ZRIET DI ELITEELE S,

RCC MBMIFILFE T, ZL DFHIFE R | OREMDOREE. BEHTHEEROMBER
RBEWWoTz, iﬁ%’lo)nﬂﬁ’éﬁﬁ’]t LTWLahH, mED HHD EE&@lignment))] ZHIET
LDLEFENTLS P, THE] FEFBICEEINTLSDITTIEALA, XKNMOBRHFH %L
Thb\@lﬁl@iﬁ%ﬂkﬁbﬁét@ KChEsihFELATEY., LizA->T @& (&
(CTEMTOHEM EEWNMEZE2LETES,

2011 £ 12 ARt S - RO FRITEIFHE Joint Action Plan) Tl&. B{REIZ BRI E
FCEHEH. BEXLGLE29DAFICEVWTHRHEBANESO Snfz, TNICTKY—FEDORHR
EFHo=t DD, EERMSEF+HEDMHBBLHo1= ¥,

FIT.2EBORREREED EIZ, 2014 F 8 BICHR 74 —7— FEHEJoint
Forward Plan)h’F & S . RCC D#HAANKL YKIELSNE L L2 8, HET+—
J— FEEICENIE. BECHRUTOERETHREB AN ED SN D,

OET LANIILOIEHI S— kF—2 v T(Department-Level Regulatory Partnerships)

RCC IZEDHRHFBNDRAMD A Tv T & LT, RCC HREOMFNLBOFE AL F
& O =K XE T H 5 RPS(Regulatory Partnership Statement) N 3REI LB & ITHERR SN B,
2017 £ 3 AXRBE. EXERCERESRICET 5HhF 7 REE(HC: Health Canada) & KE &
fhEEZE T B (FDA: U.S. Food and Drug Administration) & @ RPS, BEIEL EICETE2HhT4H
1B #§14 (TC: Transport Canada) & K EE#i4 (DT: U.S. Department of Transportation) & 0 RPS.
IRIILF—RMZEICET 5 hF FRAEIRAE (NRCan: Natural Resources Canada) & K E
I 3 JLF—%4(DOE: US Department of Energy) & @ RPS 7% £, 13 M RPS AMER S TLY
%,

RPS DHREPHEXIEDBFICL >TEZLELLN., BT, BEREAD/N\A LAR)LEHN
FUORERICHIET BOICHATHILICOVTOMER. RT—VRILF—LREZR

8 White House Press Release (February 4, 2011), Joint Statement by President Obama and Prime
Minister Harper of Canada on Regulatory Cooperation, https://obamawhitehouse.archives.gov/the-
press-office/2011/02/04/joint-statement-president-obama-and-prime-minister-harper-canada-regul-0.
" Canadian Chamber of Commerce, Canada’s Next Top Trade Barrier: Taking International
Regulatory Cooperation Seriously (April 2016) [LL . CCC, Regulatory Cooperation]. 12-16
=18

8 CCC, Regulatory Cooperation, Ri7#8¥ 79, 19 H,

81 Canada-United States Regulatory Cooperation Council Joint Forward Plan (August 2014) [L4
. Joint Forward Plan] , https://www.canada.ca/en/treasury-board-
secretariat/corporate/transparency/acts-regulations/canada-us-regulatory-cooperation-council/joint-
forward-plan-august-2014.html.
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REYBAFBBCOVWTERLEZYV T E-OOREESZI B ITNEG SN &, FFEE
BOERRELMTOIAGTINEGE SN EREMNTEEIN TN,

Q& TEDFIE & YEZE5HE(Department-to-Department Commitments and Work Plans)

RPS [CRENTF-HHOT. &Y EMALGIELEE (Work Plans) N2 B C & ITER SN B,
ERFEEFIBEER SN, ChFETORFIBHAORAROCSROEEFENRR SN TS,
EERFBEOERICH > TIE., BRNCRT—IRILI—LeEZHEL. BEEGLEHFER
ShThs ®

FETBDOERITKXMZENZNORFNLBIZERONS, KETIEETA /NI RAD
OIRA (1E%R - #RFIRGREZ : Office of Information and Regulatory Affairs) A%, 17 4% TILEA7
£ B & (Treasury Board) N RFIHZ A EFBDEAREMIBEL TS, EXITHBERESRIE. &
BEI L BIRET DH-HRFEOREEICDLNT, RCCDEEHEEABL TSI E
BREtL. BIEZ1T5 %,

Q4> B # A4 R B (Cross-Cutting Issues)
HETA—T— FEHETIE, EFEEOEFELA’TL T, S EFEMMGEETSEG A
BERLDEBETIENATFESATLS,

BE. 2017 F 2 AORMERSHICE T, §8E RCC [CE DK RFRAZHEDTLY
S ENFER aht= ¥,

(2) FEFRDORKR

2016 £EIZIF 16 DKM H L BASMT 5 100 U LDOREFZHAFBHNTHhA TS L&
hd, CZTIEHZEDOENTEH., EPA/FTAICE D CBEIR N L DBEFRAENMEZ R, BHE
B, EXR. ERESFICEET SRHFBHICOVTHERT S,

O] [4=1

1t B D EHE (chemicals management)[ZT DWWV T, £FE 74+ —7— FEHETIX, hFFIRE
4 (EC: Environment Canada) & U h F ¥ (R 24 & KEIRE R FT(EPA: Environmental
Protection Agency) & DI T. EFHDEHBEIC DL TDIZ N OILEME D F -4 FI A%
THRBEFOERDSRINA TS &,

22017 FE3 AN FFICETHHERYRE.

B 217 E3ANFTFICETHEHERYRE.

BT E3IRAHFFIZEITHEEMYFEAE., LLTHSHE, Inside US Trade, President of
Canada's treasury board talks regulatory cooperation goals with OMB's Mulvaney (February 24,
2017), https://insidetrade.com/trade/president-canadas-treasury-board-talks-regulatory-cooperation-
goals-ombs-mulvaney.

8 Joint Forward Plan, #i{8:¥ 81. 20 H,
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KM THRED SNU (EEFHHFIA) RAEDFTFDSNA (EEFHRES) HRAICE
LTIk, EXR. NGO. BUFEEHRE &L EIiTE3EER= (Technical Working Group) A 2015
F5AICRESN., BERIIGCHEEEFZOREEZR>TILVS %,

FRVRIFHBIZDONTH., RROBMIEEIEMN 2015 F5 AIZEKES . EERDOE
PR ETAMl (< BE 9 5 @ /R B % & & T ST 173 8 2348 (Assessment Collaboration Framework) 4
BRIZE T =AM #EGEL TS &,

Q@BE=E

I RILF—NERMEEHE (energy efficiency standards) 2D WV T, £FE 7+ —7— FEHET
(. WFFRREBREEKXKEIRIILTF—ELEOMT, TR MFEG - RECET SHEOR
A, REHEECEREBICEATLSNAN FS4 D OER. HFEICEITHEEDLTI N EH
DEFBEADSM. TRILXF—HEHEIETILHEBMTOFA~DEBENTEITSC
LRI TS %,

BES A X (vehicle and engine emissions)[CD W T, £FE 74+ —7— FEHEITIX., AT 5 RE
ELXRERERETLEOM T, KRURKEIZET % KMME &K(U.S.-Canada Air Quality
Committee: AQC) %3 L. BEMLRFIDER L ZDBEHNLEERD-DICHNTEHI LN
HERESNATWS S, 205 F 7 AICIF. SYBRLWKEOEEZICHTIOEEZEHOE S
THEENMTHOA Y, CIICKYBERUVIRIEICDOLNT 2015 £55 2030 FETIC5ERFIL
HADOMRNEFENDEEINTLS P,

HEE DL £ E % (motor vehicle safety standards)(CD WV T., £FE 7+ —7— REHETIL.
HhF 5B &K EEHM A ER R EL L H(National Highway Traffic Safety Administration)
F. REREDEROANPERICEOVTERRBEZTIGEICLY . ReEEDEESTE
HBEENRLTNS 2, £z, TRAMOHEEER L TITSAEEICEEELTL
%5, BREOREEEIIDVTIE., BICHTFRELKEOEEIZELE SR T, 24
Y. iEEEFORERE. 1T 7. BEHEAZHHEEELEOBESNIAET
[ZfThn TS %,

8 RCC - June 2016 Work Plan, Chemicals Management, Work stream A: Significant New Activity
(SNAC) provisions and Significant New Use Rules (SNURSs),
http://trade.gov/rcc/documents/2016_RCC_Chemicals_Management_Work_Plan.pdf.

87 RCC - June 2016 Work Plan, Chemicals Management, Work stream B: Risk Assessment,
http://trade.gov/rcc/documents/2016_RCC_Chemicals_Management_Work_Plan.pdf.

8 Joint Forward Plan, #ii{8;¥ 81, 18 H,

& Joint Forward Plan, #i{8:¥ 81, 19 H,

% CCC, Regulatory Cooperation, RiT#8¥ 79, 20 B,

%1 Canada-United States Regulatory Cooperation Council E-Newsletter, March 2016,
https://www.canada.ca/en/treasury-board-secretariat/corporate/transparency/acts-regulations/canada-
us-regulatory-cooperation-council/e-newsletter-march-2016.html.

%2 Joint Forward Plan, #ii{8:¥ 81, 24 H,

BT E3IAHFFIZEITHEEMYRE,
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QEXRMA

EFE S - /N1 #A EZ & (pharmaceutical and biological products)[ZDWV\T, £R 74+ —7—F
FETIE. AT RBELKXERRERRB LOMT. BFEORBMNLGRMEAZEL., T
REAIRUTRZOERICOVTORMOEES ZEDY . BEICOVTOFERIIMRZITS
YT BHIELICTEELTLS Y,

CNETOEKRMLGHERD—DELT. ERGRUNAMAERROBEICEHTLIHAESE
FEFES — b x A (Common Electronic Submission Gateway) DEAMNZE T 5h B %,

F 1= — iR A EE 35 & (over-the-counter products) D WVT, HAIEAMEIZHBED OTC EEHA
£/ %5 7(0TC Drug monographs) {9 5 Z &M BRI =A. £R 7+ —7— FEtE
Tk, MERFLEDO OTCEXERE/ V7 70EBBRELZEE S E 5L L5 BRITAHRER
BLTWE®, 4B, TTIPRSDEBELLE>TVEAYURI)—VIZDVT, KET
2014 11 ISR L= VR —V - A/ R_R=2aViEkld, OTCEERE/ VT TL
FRDTAERICEKYRHDERBER/DIZLZROTVS, ThERITT, hFHF3LH
A YY—VDHRVWEREICHES S EAODREICEFLTLDS 7,

DERES

= S HE 25 (medical devices)[CD VT, #FE 74 —7— REHEITIE, hF 4 REELAELEXEE
MEERFBLOMT. BFEOEBMLEHEAZELC. REOIRKICHITTHAT L LN
HERINATWE %, CNFETOEHTIE. EBRERODELIANYJIIDOVT, A4S
DRFNZEZXEDOHRF~NEHLEIHTOEENTHA TS ¥,

(3) EFi

RCCIZEDCHAHMFZ AL, K& LS BRELGEFBREERICLTAREICA>TWLS D
DTIEHZN. ZOHHMEAEEPA/FTA ICE DK HFFRADEMEADETILERY 5 5,
RCCIZE DK HRHB AN BEMIL. RESMOBFIDIRHKE NS KU E, BEOXKMNDIR
FDMEBEZHEESICKY VBT DRI LICK - TEBGHBHNREEFNZSZ CLI2Hd, TOE
BRT. CETAR TTIP TERAESNATWSRFBAICERTENIERENEEL S H5HB4
LYo F=7f2 BEAMITKIMOBRHNLB/AREFELTIHERITHLICE > T, EHERETE

% Joint Forward Plan, ®i#85¥ 81, 21 H,

% Joint Forward Plan, ®ij$8;¥ 81, 2 H,

% Joint Forward Plan, ®i#8;¥ 81, 21 H,

T H Ry 1) —URFDXKMOIREIFZ A DNTIELLT#SE, RCC - June 2016 Work
Plan, Over-the-Counter Products, Work stream A: Cooperation on Sunscreens,
http://trade.gov/rcc/documents/2016%20RCC%200TC%20Work%20Plan.pdf.

% Joint Forward Plan, ®i#85¥ 81, 21 H,

9 RCC - June 2016 Work Plan, Medical Devices, Work stream B: Health Canada Initiatives to
Improve Regulatory Convergence,
http://trade.gov/rcc/documents/2016%20RCC%20Medical%20Devices%20Work%20Plan. pdf.
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L. MEORROHEERFICTHELLIT. REDEROCEEDEMICHELNTEHRD
BREENETDHIILEDHEVESHRTES O, Ff-. RCCIZEDILAFHHNIE. Rl
DBEEICEH>TEERDIR FEHIFT D EVSEMERIZ, RELBOIX FZEIET
5EVSEMBLEHRLTLNS O, ZOEKT., RCCIZEILEFIBHIE. KNMERIZH
(THITRREL HHEEEEL TS 1%,

FIEEDEEICONT, & LTHEORFLBAZNENDH Y U F —/~3— ~ &R
BAFEBEZEDTEY . BB EH2AREHETHHESNTRICEZOSNTNSDITT
7L, BIZKEROBAMEFA—L 3 VOB ZERTI2EEHY O, RElGHES
SICHELEDD-HIZIE. RCC #HELL-YESRBARREZEEIEYTHIERE
NRHEBEEEAS, TNIZEEL T, KME PR X 1S (CABC: Canadian American Business
Council)l&. NAFTADQRE LICHLSEZD 1 mB L LT, NAFTA [CHRFIHAEZEBAL
RCC #i#{bd 52 & #ZE(IFTLVS 1%, {RIZ RCC A NAFTABRFIMAEIC THELETFI Sh
BT EI2NIE, KMOBFIZADOHESEL L LEBIZ, TOENELRAEOEFOES
NOMEDINEEEOBEVL OIS EHFINS,

AT—IRILE—OEFIZONT, EEHBEOERGEICELTRT—IRILE—ED
MEOHREFTONTE Y., KINOBIREM. KMEPRABER., H T FRIE - &
H % & 1% % (Canadian Manufacturers and Exporters) % & D2 RFAANEE LK ENZ R LT
%, =12, EERLGEDRT—UHRILE—IE LTEESA+ITREVEDTHELEH D

105

o

ERFNME~DEEBICEAL. AT—IRILEF—OFEELLEET HH. TRLAILT
(. RCCIZAEELTWART—VHRILF—IEEL LTEERTHY . REPELITDONT
DHRODENRBEINIZ W EDHLHINDH B 1%,

EdRLF=&k 512, RCCIEDBF I LITRFIBHZED TS, EBIKRIEIADTFIZLST
B2 b, HICHREBAPRRZL T TVWALHFO—DOLNEHERHFT. W OIDEET
BENEATWND, 2L, EEL LTIH ST O LB AIEELISE I KEDFHRHIZ
BETLHRHNEEATHIEVSF—ANGRGEIFEN Lh>THEY., §% CETALRENT S

NEEMICERAINSZLETEUNNIUA—NFVRERY, KYRELRIHETORHS

NITZBDTEBELHSNEDHFLHD Y, ZOEMEZRIZTONTE, EZRODELS

02017 F3 ANFFIHITHEEAETIMY AR,

WL 2017 3 AAFHFICEITHEEMYAE,

102 Jeff Heynen, The Canada-U.S. Regulatory Cooperation Council, in OECD, The Canada-U.S.
Regulatory Cooperation Council International Regulatory Co-operation: Case Studies, Vol. 2,
Canada-US Co-operation, EU Energy Regulation, Risk Assessment and Banking Supervision,
Chapter 1 (13 May 2013), http://dx.doi.org/10.1787/9789264200500-3-en, 17-18 B,
132007 3 AN FHFITHEITHHEEMYAE,

104 CABC, Wish List for NAFTA Modernization, http://cabc.co/nafta-top-10.html.

152007 3 AN FHITHE T HEEMYAE,

% Trew, AI#EE 39, 8-9 H,

2017 F3 ANFFIEITHEETMY AR,
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NY VT OFH. H-GILEMEDORRLEEITDTRCC ITEDI L RFIR N DOERICH
9 2ENHD %, AH. XKMTEHLELEENRFDHEENEZHFESISEILTL
0. BHMF LG H>TUVHMEREL RCC TIHFEHLGEWI LITE>TLNVS,

108 joint Statement by ACC (American Chemistry Council), CIAC (Chemical Industry Association
of Canada), and ANIQ (National Association of the Chemical Industry) on NAFTA: The North
American Chemical Industry & NAFTA (March 1, 2017),
http://www.canadianchemistry.ca/library/uploads/NAFTA_and_the North American_Chemical_Ind
ustry.pdf.
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HF6E SRORE

DED&SIT, CETAIZIERFDRABOAMDO AL 5T, RAEIOINHL BRI & LRl
BHENMEASHh TS, BEU-EPARTTIPIZH, EHD. HD W& YBFDRIZRH
BAENBASND EFEIND,

EPA/FTA ORFIBAENB M & T DR DUNEKIE. FHITRFIAER SNV EEEFED
BEINHESHhT=YT DRI, #thd) EPA/FTA BHEORHI LD L ERTB LY REEL
UTHEERDEHILET, AHDFELGHELEENELLGVKLSHERTHIDTH
%, == L. RHEFHELMD EPA/FTABHE L E—DRHBNEIERT 5 2 & E2HMAT
23D TIFEL, D EPA/FTA B ORT LB & BRRIBOMEZEZT 5 Z EMNERBFH
Fon, ZTNICE>TEYEEDVLVRFIIDMER SIS I ENEFINDELTEH, &
BIICEDK S THRHEERT 2DEEHMUEDOHETICRR OIS,

EPA/FTA ORFIHFHEIE. AHEDEBOBRE L—ILALFLT) OHYAILEZD
EHFEINDG, ELV50D. RHEIBATEEMICIIRFLBEEOHB A THSH. MiEsIc
(Tt EPA/FTABHEDR T—U  RILF—DEEHIL—IL A X O JTICRBSEDF v
FINERYSB-THD, BETIIE., ChFETC—ERNTEEL T ZIL—ILASXY
T, EDR T RILF—ICLEENICHABRESN S & 51245, =& Z LA EU - EPA
PEDINE, BROEERELTIE. BAORFHLFEZEL. EUDRFILB~ELS
EABHIENAREIZE D, CO&IBVDIFHEDIL—ILA A X2 TADORENLZESMIE
NFETHL—ERBETHLATNSA, EPA/FTADEFHIIRHEIENEZ L YFHENLZED
ANERBSE D, REBHEEERTHE-0ICIE., EEROEHTELROOND, Ti
HhE, ESRXDFERDO=OICITMEDOBRFEORFIZEDLSICHETH I EAEFELL
DH . FEBEDSRADREDEDICIEMEIZED & 5 BBHABELZOMN, ThETU
LICtEORFHICEET HERONRE L AN ETOLELNH D,

EPA/FTA DRFNBAZEEE Tz, =LA XU ITREZHILSEIELTFHEIND,
FERIETTIP AR L. KR THREOFAFMCINELSEDH X, BRZEOMEITZNICE
e E55BLENTHAS, BRELTIE, BEU-EPADRFIHAZEFAL. £fTLT
REIDRIMOUNHEEED D EMNROENE, Ff-. RHEOAMOIRBIE. EREL LTI
HEDNEDHRHF~ND—FHNEHEEZROONIBIEDHY . TOLSHBEEZEEET D
E=OICIFEY T5EH] OHLRFEERTILENH D, & YNERMNTHRMLRF
P, MIEREO LY XREVERTIE FREH] OHLIRHNEEZR D, EAETBARDATH
W TWARFIEYEH, FOT7E2ARTHULLNATWLSRFDAN, BED THEH (X
=L EBHTHA5,

EPA/FTA IZEDCHRHIBADNED I, REVPZLLEVS-TROFENELDON D L
DBIZIRELLEZTHA S5, EPAFTALEDRFIERZEZN T &L o HiLHIE. 5D
ECAHATIERRKRIZELERVBLDTIEAEVK S IZBbHONSH,. HEU - EPA DEMHERE
DEDELGNIE, ZOLS BN BARENTELEFLILEEZAOND, SRITEER
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DAHELITRIEVTROBFZED L SITHRFNFALIL—IL AL F U TBREICENL T
MEEHIhE I EIZHEAS,

EPA/FTA DRFIBHEDHRIEAFEINS—AT, EPA/FTAZDLDDRELHT
BRIZESTVWARRIRBI T ZEIETELL, CETAXE T < 2017 EFICITEER
BRAMNEESEFEINDZEDOD, 2017 F£3 AKRERE. TPPIEVORBELNI-TEDL
9. TTIPOXRBEELFBATH D, =12, FEDHRFDOZVDFICTLELE 5[EEE
FEATWDEVSDIEF, DA ELAEBRTEHEBELEEETHY . RIZEPASFTA
EWSHELELLGWVWELTH, oD THRABATEDONTLCTHSAS, FFTV
TRKGERELIED 2 EROBERNEOD T, BARTHRHEBAOF-LEHMEAERET
S EIFFEETIELGVLEAS M,

2017 £ 3 ARBAEDHFKRIE., EPA/FTAIZE > TIERBER EFEZ LWL DTH S
N, JO—NILELNEARESH, REBAEEEOHTTENGEIETHD, FEOST
NoZZ, BEWRT—IRILE—OFEZRFEARHEBHOF LR ERFIRNETH
55,
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BEH1 CETARHBITEE21 8
Chapter Twenty-One Regulatory Cooperation
ARTICLE 21.1 Scope

This Chapter applies to the development, review and methodological aspects of regulatory measures
of the Parties' regulatory authorities that are covered by, among others, the TBT Agreement, the SPS
Agreement, the GATT 1994, the GATS, and Chapters Four (Technical Barriers to Trade), Five
(Sanitary and Phytosanitary Measures), Nine (Cross-Border Trade in Services), Twenty-Two (Trade
and Sustainable Development), Twenty-Three (Trade and Labour) and Twenty-Four (Trade and

Environment).

ARTICLE 21.2 Principles
1. The Parties reaffirm their rights and obligations with respect to regulatory measures under the
TBT Agreement, the SPS Agreement, the GATT 1994 and the GATS.
2. The Parties are committed to ensure high levels of protection for human, animal and plant life or
health, and the environment in accordance with the TBT Agreement, the SPS Agreement, the GATT
1994, the GATS, and this Agreement.
3. The Parties recognise the value of regulatory cooperation with their relevant trading partners both
bilaterally and multilaterally. The Parties will, whenever practicable and mutually beneficial, approach
regulatory cooperation in a way that is open to participation by other international trading partners.
4. Without limiting the ability of each Party to carry out its regulatory, legislative and policy
activities, the Parties are committed to further develop regulatory cooperation in light of their mutual
interest in order to:
(a) prevent and eliminate unnecessary barriers to trade and investment;
(b) enhance the climate for competitiveness and innovation, including by pursuing regulatory
compatibility, recognition of equivalence, and convergence; and
(c) promote transparent, efficient and effective regulatory processes that support public policy
objectives and fulfil the mandates of regulatory bodies, including through the promotion of
information exchange and enhanced use of best practices.
5.  This Chapter replaces the Framework on Regulatory Co-operation and Transparency between the
Government of Canada and the European Commission, done at Brussels on 21 December 2004, and
governs the activities previously undertaken in the context of that Framework.
6. The Parties may undertake regulatory cooperation activities on a voluntary basis. For greater
certainty, a Party is not required to enter into any particular regulatory cooperation activity, and may
refuse to cooperate or may withdraw from cooperation. However, if a Party refuses to initiate
regulatory cooperation or withdraws from cooperation, it should be prepared to explain the reasons

for its decision to the other Party.
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ARTICLE 21.3 Obijectives of regulatory cooperation

The objectives of regulatory cooperation include to:

(a)

contribute to the protection of human life, health or safety, animal or plant life or health and the

environment by:

(b)

(1) leveraging international resources in areas such as research, pre-market review and risk
analysis to address important regulatory issues of local, national and international concern; and
(i) contributing to the base of information used by regulatory departments to identify, assess
and manage risks;

build trust, deepen mutual understanding of regulatory governance and obtain from each other

the benefit of expertise and perspectives in order to:

(©)

(d)

(1) improve the planning and development of regulatory proposals;
(if) promote transparency and predictability in the development and establishment of
regulations;
(iii) enhance the efficacy of regulations;
(iv) identify alternative instruments;
(V) recognise the associated impacts of regulations;
(vi) avoid unnecessary regulatory differences; and
(vii)improve regulatory implementation and compliance;
facilitate bilateral trade and investment in a way that:
(1) builds on existing cooperative arrangements;
(i) reduces unnecessary differences in regulation; and
(i) identifies new ways of working for cooperation in specific sectors;
contribute to the improvement of competitiveness and efficiency of industry in a way that:
(1) minimises administrative costs whenever possible;
(i) reduces duplicative regulatory requirements and consequential compliance costs whenever
possible; and
(iii) pursues compatible regulatory approaches including, if possible and appropriate, through:
(A) the application of regulatory approaches which are technology-neutral; and
(B) the recognition of equivalence or the promotion of convergence.

ARTICLE 21.4 Regulatory cooperation activities

The Parties endeavour to fulfil the objectives set out in Article 21.3 by undertaking regulatory

cooperation activities that may include:

(a)

engaging in ongoing bilateral discussions on regulatory governance, including to:

(1) discuss regulatory reform and its effects on the Parties' relationship;
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(i1) identify lessons learned;

(iii) explore, if appropriate, alternative approaches to regulation; and

(iv) exchange experiences with regulatory tools and instruments, including regulatory impact

assessments, risk assessment and compliance and enforcement strategies;
(b) consulting with each other, as appropriate, and exchanging information throughout the regulatory
development process. This consultation and exchange should begin as early as possible in that process;
(c) sharing non-public information to the extent that this information may be made available to
foreign governments in accordance with the applicable rules of the Party providing the information;

(d) sharing proposed technical or sanitary and phytosanitary regulations that may have an impact on
trade with the other Party at the earliest stage possible so that comments and proposals for amendments
may be taken into account;
(e) providing, upon request by the other Party, a copy of the proposed regulation, subject to
applicable privacy law, and allow sufficient time for interested parties to provide comments in writing;
(f) exchanging information about contemplated regulatory actions, measures or amendments under
consideration, at the earliest stage possible, in order to:
(1) understand the rationale behind a Party's regulatory choices, including the instrument choice,
and examine the possibilities for greater convergence between the Parties on how to state the
objectives of regulations and how to define their scope. The Parties should also address the
interface between regulations, standards and conformity assessment in this context; and
(if) compare methods and assumptions used to analyse regulatory proposals, including, when
appropriate, an analysis of technical or economic practicability and the benefits in relation to the
objective pursued of any major alternative regulatory requirements or approaches considered.
This information exchange may also include compliance strategies and impact assessments,
including a comparison of the potential
cost-effectiveness of the regulatory proposal to that of major alternative regulatory requirements
or approaches considered;

(g) examining opportunities to minimise unnecessary divergences in regulations through means such
as:
() conducting a concurrent or joint risk assessment and a regulatory impact assessment if
practicable and mutually beneficial;
(i) achieving a harmonised, equivalent or compatible solution; or
(iii) considering mutual recognition in specific cases;
(h) cooperating on issues that concern the development, adoption, implementation and maintenance
of international standards, guides and recommendations;
() examining the appropriateness and possibility of collecting the same or similar data about the
nature, extent and frequency of problems that may potentially give rise to regulatory action when it
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would expedite making statistically significant judgments about those problems;
() periodically comparing data collection practices;
(K) examining the appropriateness and the possibility of using the same or similar assumptions and
methodologies that the other Party uses to analyse data and assess the underlying issues to be addressed
through regulation in order to:

(1) reduce differences in identifying issues; and

(if) promote similarity of results;

(D) periodically comparing analytical assumptions and methodologies;
(m) exchanging information on the administration, implementation and enforcement of regulations,
as well as on the means to obtain and measure compliance;
(n) conducting cooperative research agendas in order to:
(1) reduce duplicative research;
(i) generate more information at less cost;
(iii) gather the best data;
(iv) establish, when appropriate, a common scientific basis;
(v) address the most pressing regulatory problems in a more consistent and performance-
oriented manner; and
(vi) minimise unnecessary differences in new regulatory proposals while more effectively
improving health, safety and environmental protection;
(0) conducting post-implementation reviews of regulations or policies;
(p) comparing methods and assumptions used in those post-implementation reviews;
(q) when applicable, making available to each other summaries of the results of those post-

implementation reviews;

(r) identifying the appropriate approach to reduce adverse effects of existing regulatory differences
on bilateral trade and investment in sectors identified by a Party, including, when appropriate, through
greater convergence, mutual recognition, minimising the use of trade and investment distorting
regulatory instruments, and the use of international standards, including standards and guides for
conformity assessment; or

(s) exchanging information, expertise and experience in the field of animal welfare in order to
promote collaboration on animal welfare between the Parties.

ARTICLE 21.5 Compatibility of regulatory measures
With a view to enhancing convergence and compatibility between the regulatory measures of the
Parties, each Party shall, when appropriate, consider the regulatory measures or initiatives of the other
Party on the same or related topics. A Party is not prevented from adopting different regulatory

measures or pursuing different initiatives for reasons including different institutional or legislative
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approaches, circumstances, values or priorities that are particular to that Party.

ARTICLE 21.6 The Regulatory Cooperation Forum

1. A Regulatory Cooperation Forum ("RCF") is established, pursuant to Article 26.2.1(h)
(Specialised committees), to facilitate and promote regulatory cooperation between the Parties in
accordance with this Chapter.

2. The RCF shall perform the following functions:

(a) provide a forum to discuss regulatory policy issues of mutual interest that the Parties have
identified through, among others, consultations conducted in accordance with Article 21.8;

(b) assist individual regulators to identify potential partners for cooperation activities and provide
them with appropriate tools for that purpose, such as model confidentiality agreements;

(c) review regulatory initiatives, whether in progress or anticipated, that a Party considers may
provide potential for cooperation. The reviews, which will be carried out in consultation with
regulatory departments and agencies, should support the implementation of this Chapter; and

(d) encourage the development of bilateral cooperation activities in accordance with Article 21.4 and,
on the basis of information obtained from regulatory departments and agencies, review the progress,
achievements and best practices of regulatory cooperation initiatives in specific sectors.

3. The RCF shall be co-chaired by a senior representative of the Government of Canada at the level
of a Deputy Minister, equivalent or designate, and a senior representative of the European Commission
at the level of a Director General, equivalent or designate, and shall comprise relevant officials of each
Party. The Parties may by mutual consent invite other interested parties to participate in the meetings
of the RCF.

4. The RCF shall:

(a) adopt its terms of reference, procedures and work-plan at its first meeting after the entry into
force of this Agreement;

(b) meet within one year from the date of entry into force of this Agreement and at least annually
thereafter, unless the Parties decide otherwise; and

() report to the CETA Joint Committee on the implementation of this Chapter, as appropriate.

ARTICLE 21.7 Further cooperation between the Parties
1. Pursuant to Article 21.6.2(c) and to enable monitoring of forthcoming regulatory projects and to
identify opportunities for regulatory cooperation, the Parties shall periodically exchange information
of ongoing or planned regulatory projects in their areas of responsibility. This information should
include, if appropriate, new technical regulations and amendments to existing technical regulations
that are likely to be proposed or adopted.

2. The Parties may facilitate regulatory cooperation through the exchange of officials pursuant to a
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specified arrangement.

3. The Parties endeavour to cooperate and to share information on a voluntary basis in the area of
non-food product safety. This cooperation or exchange of information may in particular relate to:

(a) scientific, technical, and regulatory matters, to help improve non-food product safety;

(b) emerging issues of significant health and safety relevance that fall within the scope of a Party's
authority;

(c) standardisation related activities;

(d) market surveillance and enforcement activities;

(e) risk assessment methods and product testing; and

(f) coordinated product recalls or other similar actions.

4. The Parties may establish reciprocal exchange of information on the safety of consumer products
and on preventive, restrictive and corrective measures taken. In particular, Canada may receive access
to selected information from the European Union RAPEX alert system, or its successor, with respect
to consumer products as referred to in Directive 2001/95/EC of the European Parliament and of the
Council of 3 December 2001 on general product safety. The European Union may receive early
warning information on restrictive measures and product recalls from Canada's consumer product
incident reporting system, known as RADAR, or its successor, with respect to consumer products as
defined in the Canada Consumer Product Safety Act, S.C. 2010, c. 21 and cosmetics as defined in the
Food and Drugs Act, R.S.C. 1985, c. F-27. This reciprocal exchange of information shall be done on
the basis of an arrangement setting out the measures referred to under paragraph 5.

5. Before the Parties conduct the first exchange of information provided for under paragraph 4, they
shall ensure that the Committee on Trade in Goods endorse the measures to implement these
exchanges. The Parties shall ensure that these measures specify the type of information to be
exchanged, the modalities for the exchange and the application of confidentiality and personal data
protection rules.

6. The Committee on Trade in Goods shall endorse the measures under paragraph 5 within one year
from the date of entry into force of this Agreement unless the Parties decide to extend the date.

7. The Parties may modify the measures referred to in paragraph 5. The Committee on Trade in
Goods shall endorse any modification to the measures.

ARTICLE 21.8 Consultations with private entities
In order to gain non-governmental perspectives on matters that relate to the implementation of this
Chapter, each Party or the Parties may consult, as appropriate, with stakeholders and interested parties,
including representatives from academia, think-tanks, non-governmental organisations, businesses,
consumer and other organisations. These consultations may be conducted by any means the Party or
Parties deem appropriate.
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ARTICLE 21.9 Contact points
1. The contact points for communication between the Parties on matters arising under this Chapter
are:
(a) in the case of Canada, the Technical Barriers and Regulations Division of the Department of
Foreign Affairs, Trade and Development, or its successor; and
(b) in the case of the European Union, the International Affairs Unit of the Directorate-General for
Internal Market, Industry, Entrepreneurship and SMEs, European Commission, or its successor.

2. Each contact point is responsible for consulting and coordinating with its respective regulatory
departments and agencies, as appropriate, on matters arising under this Chapter.
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BH2 TTIPRFNBAHFEEVRE (2016 &£ 3 AAR)

TTIP- EU proposal for Chapter: Regulatory Cooperation

This TEXTUAL PROPOSAL is the European Union's proposal for legal text on "Regulatory
Cooperation™ in TTIP. It was tabled for discussion with the US and made public on 21 March 2016.
The actual text in the final agreement will be a result of negotiations between the EU and US.

Preamble to the TTIP:

The Parties, having regard to:

the importance of regulatory measures to achieve public policy objectives, and each Party’s right to
regulate and adopt measures in accordance with that Party's respective regulatory or administrative
procedures to ensure that these objectives are achieved at the level that each Party considers
appropriate and does not reduce, undermine or otherwise compromise the level of protection in the
relevant public policy areas.

Article x1. Objectives and general principles:
1 The objectives of this Chapter are:
a) To establish and reinforce bilateral regulatory cooperation in areas where the Parties
identify common interests and where this cooperation would benefit citizens, entities subject to
regulation, in particular small and medium sized enterprises, as well as the public interest;
b) To contribute to the Parties’ activities pursuing public policy objectives such as inter alia
a high level of protection of:
1) public health; human, animal and plant life and health; health and safety; working
conditions; animal welfare;
if) the environment;
iii) consumers;
IV) social protection and social security;
V) personal data and cybersecurity;
vi) cultural diversity;
vii) financial stability;
whilst facilitating trade and investment.
C) To promote an effective regulatory environment, which is transparent and predictable for
citizens and economic operators;
d) To promote compatible regulatory approaches and reduce unnecessarily burdensome,
duplicative or divergent regulatory requirements, including through recognition of equivalence,
promotion of convergence and other methods, as appropriate;

e) To further the development and implementation of internationally agreed regulatory
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documents? in order to achieve consistent regulatory outcomes with each other and with third
countries.
2. Regulatory co-operation activities shall aim at improving, and not reduce, undermine or
otherwise compromise the level of protection in public policy areas such as those referred to under
paragraph 1 a), as considered appropriate by either Party.
3. Nothing in this Chapter shall affect the ability of each Party to:
a) adopt, maintain and apply measures without delay, in accordance with deadlines under its
respective regulatory or administrative procedures, to achieve its public policy objectives such
as those referred to under paragraph 1 a) at the level of protection it considers appropriate, in
accordance with its regulatory framework and principles;
b) provide or support services of general interest, including those related to water, health,
education or social services;
c) apply its fundamental principles governing regulatory measures in its jurisdiction, for
example in the areas of risk assessment and risk management?.
4. The provisions of this Chapter shall not oblige the Parties to achieve any particular regulatory
outcome.

Avrticle x2. Definitions
For the purposes of this Chapter
a. “regulatory authorities” means:
- For the EU: the European Commission
- For the US: any rule-making authority at the central level of government, including any
Executive Branch or independent agency that develops regulatory measures.
b. “regulatory measures" means measures of general applicability® concerning specific goods or
services prepared by the regulatory authorities, including:
For the EU:
I. proposed Regulations and Directives to be submitted for adoption pursuant to Article 289
of the Treaty on the functioning of the European Union;

1 For greater certainty, only regulatory documents adopted by international bodies or fora in which
both parties' regulatory authorities participate and to which they have agreed can be considered as
"internationally agreed regulatory documents” for the purposes of this Chapter. Cooperation related
to voluntary consensus standards developed by private standardization bodies is not covered by the
provisions of this Chapter; reference is made to [Chapters on TBT, SPS and specific and sectoral
provisions -to be identified].

2 For the EU, such principles include those established in the Treaty on the Functioning of the
European Union as well as in Regulations and Directives adopted pursuant to Article 289 of the
Treaty on the Functioning of the European Union.

3 For greater certainty, this does not include measures addressed to individual natural or legal
persons.
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ii. Delegated and Implementing acts pursuant to Articles 290 and 291, respectively of that
Treaty;
iii. measures which are not legally binding but have a de facto impact on rights and obligations
of entities subject to regulation®.
For the US:
i. Draft bills proposed by the US Administration to Congress;
ii. agency statements of general and future effect designed to implement, interpret, or prescribe
law or policy or describing the organization, procedure, or practice requirements of an agency;
iii. measures which are not legally binding but have a de facto impact on rights and obligations
of entities subject to regulation®;

in respect to any matter covered by this Agreement.

Article x3. Scope
1. The provisions of this Chapter shall apply to:
d Cooperation covered by specific or sectoral provisions concerning goods and services in
this Agreement [to be identified];
b) Cooperation in any other areas or sectors covered by this Agreement that has or is likely
to have a significant impact on trade or investment between the Parties, in relation to which
regulatory authorities of both Parties have determined common interest®.
2. This Chapter shall not apply to regulatory measures concerning those services to which Section
1 of Chapter Il [Liberalisation of investment] and Chapter 111 [Cross border supply of services] of Title
[Services & Investment] do not apply.
3. Incase of any inconsistency between the provisions of this Chapter and the provisions laid down
in specific or sectoral provisions concerning goods and services [to be identified], the latter shall
prevail.’
4. Regulatory cooperation in financial services shall follow specific provisions set out in [to be
identified — Financial Services chapter/section .....].
5. Regulatory cooperation in competition and subsidies as defined by [to be identified -Article x.2
of the Competition chapter/section or Subsidies chapter/section respectively...] shall follow specific

provisions set out in that [chapter/section].

* NB Guidance documents related to requirements for the marketing/supply of individual
goods/services in the EU or the US.

° idem

® For greater certainty, it will be up to the relevant regulatory authorities of each Party to determine
their interest in a particular cooperation.

" NB: It remains open at this stage whether in some sectors, such as for example chemicals, such
specific or sectoral provisions might have a comprehensive character.
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6. With the exception of Article x.7, this Chapter shall only impose obligations on the European
Union and the United States.

Article x.4 General provisions governing regulatory cooperation
1. The Parties shall pursue and keep under periodic review ongoing regulatory cooperation and, in
this context, shall periodically update each other on any developments related to their upcoming
regulatory measures. They agree to collaborate bilaterally and at international level with a view to
identifying opportunities for cooperation and, where appropriate, aim at achieving common or
compatible regulatory measures. To this end, regulatory authorities of either side will have the
opportunity to propose to the regulatory authorities of the other side particular steps to deepen existing
cooperation or to start new cooperation and will receive timely feed-back on their proposals. They
shall incorporate in the Joint Annual Regulatory Cooperation Program referred to in Article x.6
paragraph 2 those cooperation initiatives, which they consider joint priorities and which have or are
likely to have a significant impact on trade or investment between the parties.
2. When developing new or amending existing regulatory measures which will have or are likely to
have an impact on cooperation:
d the Parties shall provide each other opportunities for cooperation and information
exchange, at the earliest possible stage® to allow for the responsible regulatory authorities of
both Parties to discuss regulatory objectives and options and any other related issue;
b)  without prejudice to the Parties' commitments under Article X.5 paragraph 3 and other
international legal commitments, each Party shall take account of approaches by the other party®,
when the other Party has adopted or is planning to adopt regulatory measures on the same or a
related matter.

Avrticle x5. Specific activities promoting regulatory compatibility

1. Cooperation activities towards furthering regulatory compatibility will be conducted by the
relevant regulatory authorities of both Parties. These activities should promote regulatory
compatibility through different means and approaches, inter alia:

a) Common principles, guidelines, or codes of conduct;

8 For greater certainty, US regulatory agencies shall provide cooperation opportunities before the
launch of the (advanced) notice of proposed rulemaking or in a timely manner before adopting or
consulting on a guidance document; the Commission shall provide cooperation opportunities before
the Commission adopts a formal position. Such cooperation opportunities do not imply any
commitment to share draft texts before they have been made public under the respective regulatory
or administrative procedures.

® For greater certainty, this is an obligation for regulatory authorities to examine the regulatory
approaches by the other party on their merits, but not to a particular result.
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b) Mutual recognition of equivalence or harmonization of regulatory measures in whole or in
part;
C) Mutual recognition or reliance on each other's implementing tools, to avoid unnecessary
duplication of regulatory requirements; such as testing, certification, qualifications, audits or
inspections.
2. Natural or legal persons®® of both parties may jointly submit to the Parties concrete and
sufficiently substantiated proposals®! for regulatory measures, which may inter alia include any of the
means and approaches identified in paragraph 1. The Parties shall consult each other and, where they
consider common approaches to be meritorious each Party shall provide timely feed-back on the
submissions received and the Parties shall incorporate a cooperation initiative in the Joint Annual
Regulatory Cooperation Program. Where the Parties have identified a common approach achieving
further compatibility, each Party’s relevant regulatory authorities shall launch the necessary regulatory
procedures on this basis.
3. The Parties shall co-operate bilaterally and with third countries in international fora, with a view
to strengthening, developing and promoting the adoption and implementation of internationally agreed
regulatory documents, where feasible, including through presentation of joint initiatives, proposals
and approaches.
4. The Parties will promote cooperation at the stage preceding the regulatory process, including on
research, where appropriate. This may include the exchange of any information relevant for this

purpose.

[Placeholder for Article on the exchange of confidential information between regulatory
authorities]?

Article x.6 Transparency and public participation
1. Regulatory cooperation shall be carried out in a transparent manner. To this effect, each Party
shall:
a) take appropriate measures to ensure that any natural or legal persons®® are provided timely
opportunities to present their views on the progress of existing regulatory cooperation, propose

10 No class of stakeholders should be accorded privileged treatment. Particular effort should be
made to seek input from small and medium sized enterprises and public interest groups.

11 Each party should provide guidance to facilitate the submission of such proposals, taking into
account in particular the needs of small and medium sized enterprises.

12 NB: Information exchanged in the course of regulatory cooperation shall only be used to further
the objectives of the particular cooperation initiatives.

13 See footnote 10.
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new initiatives and activities* and present their views on priority setting;
b) provide timely information on its assessment of any contributions received, and make the
contributions publicly available, without undue delay, except to the extent necessary to protect
confidential information or withhold personal data or inappropriate content.
2. Ajoint EU-US Annual Regulatory Cooperation Program providing an overview of ongoing and
planned priority regulatory cooperation initiatives as referred to in Article x.3 paragraph 1, shall be
published by each Party on a freely accessible website and shall be updated at least once a year. The
initial Annual Regulatory Cooperation Program shall include, as a minimum, all activities related to
future regulatory cooperation covered by specific or sectoral provisions concerning goods and services
in this Agreement [to be identified, see Article x.3 a] and shall be published at the latest by the time
of signature of this Agreement.
3. Each Party shall consult on the Joint Annual Regulatory Cooperation Program with a domestic
Advisory Group composed by business including small and medium sized enterprises, trade unions
and public interest groups, ensuring a balanced representation of all interests concerned.

Avrticle x.7 Regulatory cooperation at the non-central level®™

1. For the purpose of this Article, "regulatory measures at non-central level” refers to regulatory
measures of general applicability to be adopted by the central authorities of a State of the United States
and regulatory measures of general applicability to be adopted by the central authorities of a Member
State of the European Union, except those that implement acts of the European Union institutions into
Member States laws.

2. The Parties agree to encourage and facilitate regulatory cooperation on regulatory measures at
non-central level in accordance with the provisions of this Chapter in areas or sectors where the
relevant regulatory authorities of both Parties concerned® responsible for the development and
adoption of these measures have identified a common interest. Regulatory authorities concerned will
determine the modalities of the cooperation.

3. This Article is without prejudice to more detailed specific or sectoral provisions concerning
goods and services in this Agreement [to be identified].®

14 NB: idem

15 For greater certainty, this Article refers to a situation where cooperation concerns a measure at
non-central level on either side.

16 For greater certainty, the relevant regulatory authorities concerned could be the regulatory
authorities as defined in Article x.2 b) of either Party on the one hand and the central authority of a
State of the United States of or the central authorities of a Member State of the European Union, on
the other hand, as the case may be.

16 NB: For example, provisions in TTIP that may relate to the mutual recognition of professional
qualifications that should be part of the chapter on services.
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Article x.8 Legislative proposals

1. This Article applies to proposed Regulations and Directives adopted by the European
Commission, and to Congress bills introduced in Congress by Members of Congress.

2. The Parties shall keep each other informed in a timely manner on any legislative proposals that
have or are likely to have an impact on activities covered by Article x.3 paragraph 1.

3. Each Party shall provide an opportunity within its respective regulatory or administrative
procedures for the other Party to present its views on a legislative proposal.

Article x.9 Non-application of dispute settlement
The provisions of dispute settlement under Chapter XX (Dispute Settlement) do not apply to any
matter arising under this Chapter.

Annex
[Placeholder for provisions on the institutional set up for regulatory cooperation under
TTIP]

Institutional set up for Implementation
The EU intends to submit after the February round detailed provisions on the institutional set-up to
support regulatory cooperation under TTIP with a view to:
I.  monitor and facilitate the application of this Chapter;
ii. ensure that proper priority is given to the implementation of specific or sectoral provisions
in TTIP to pursue the cooperation initiatives agreed when TTIP is concluded,;
iii. support and facilitate the determination of areas of common interest.
Below are some of the essential elements that will be required for the set-up of such an institutional
mechanism for cooperation in areas considered joint priorities. These elements are meant to form the
basis for formulating legal text:

e  Political Accountability: Progress on regulatory cooperation needs to be regularly

reviewed at Ministerial level with full participation by the relevant regulatory authorities
concerned. At least once every two years a report will have to be presented by the latter to the
EU-US Summit and to legislators highlighting the progress achieved in terms of specific
regulatory cooperation initiatives. Such reports have to be made available to the public.
Ministerial meetings will be prepared through a process that ensures full participation and
involvement by the relevant regulatory authorities concerned, senior officials responsible for
the implementation of TTIP and the authorities responsible for coordination of regulatory
policies in both parties. In this context, particular attention should also be given by either side
to ensuring proper involvement to legislators (NB: for the EU side the European Council and
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the European Parliament) on regulatory cooperation initiatives.

e  Effective Coordination: An effective coordination structure will have to be set up to

monitor and enhance progress in ongoing co-operation activities and to help to identify those
initiatives that would benefit from a discussion at Ministerial meetings. Any such coordination
structure requires the full involvement of the relevant regulatory authorities.

e  Transparency: Stakeholder involvement is critical for the success of regulatory cooperation
activities. All natural and legal persons need to be given the opportunity to provide input to
ongoing regulatory cooperation initiatives and suggest new initiatives. Appropriate modalities
will need to be established for a transparent dialogue with interested natural and legal persons,
both at the Ministerial and working levels.

e Completion of domestic regulatory or administrative procedures: The institutional

structure will provide support and advise to decision makers. It will not have the power to adopt
legal acts neither will it replace any domestic EU nor US regulatory procedures which will be
needed to implement regulatory cooperation initiatives. All provisions of the Regulatory
Cooperation Chapter will be applied in full respect of the right to regulate to achieve public
policy objectives — decisions on regulations will be made by regulatory and legislative bodies
or institutions. Each side will remain fully sovereign in setting the levels of protection it deems
appropriate.
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