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Hb [ = ; i EEUNFIEE2010FI A BRERANERES ENESFE

HRIEIRERE ENTERPRISE (Regulatory Affairs Professionals Society, RAPS) fEll = &, iXZELF
MEMBER HZEZMESRWATFEL BERH —M B ERIE RAPSHILF 1976
RAPS £, SFRAS AL A HAORE N4 RER L 4 AR SR 305 BB 52 RAP'S

FrE S “&H. 6. EM. BE. BiE. FE. AT BE NEEMEE
ERASEGEA T A LAH#SRHNERILER.

RAPSTE2013F A NENMESR I AEBHEZ (Regulatory
Affairs Professional Development Framework) )EEHHIEHRAL
VIR FRREFRITASSESARN. MATEAASHE L EX—
KR EHIART R, BREMIAARAT I ATHREE TIENRETE
fifti#3Z (Submission/Registration) . {ERAPSIA AR T A TTERRE
BHEEHENNANAREXEE, B~ MERE AL THEER
LR, RAPSHX—BES5US2REANE URATHITHI RS
it TeEG ARBERENE L ATRABIETEMS. xf
Filb kiR, ERANFEERTHTEAREEE EREEREN,
FRAZNOSRER AT TFEHEMNRR 0 ik S EIREEME
WA THE A BN ER A EARA T X PHANNEEZ2.

E#ZE S (Regulatory Affairs, RA) T A+UNE BA5REE, 3 FRAZ A A TAVEEFRE N\ 2R S M. XX ERFRE LAY
FIREREENEIAR, BRERE R FSNEEMNENE T AFNEES2IRNFIENTEEETER— W Fi
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Support work of regulatory team;building
regulatory knowledge base
Typical job titles(industry):coordinator,specialist

Regulatory techniacl expertise; managing
regulatory functions

Typical job titles (industry) : manager,senior
manager; (regulators): reviewer

Level | —tJE9FF4

REIRREAEEN. FER I ZNBUH A Z FARREATE
DE, F R IR RS AT HEE TR OfferELEEXREE T
EME A RR9E WE SRR 5. BN E R B2 Im R RS TiEF
FEHBBERA, MREIFENEMAIR, TRENSEZRIER ZNE
R IDE RS,

B & X RAVAR 2t d B TR AR FM A T i {EMN
BRI, X— RN FEMESAGNKBALARERATHN. HEHAR
At SHER, EFRERE R —EBEERERERFEY
BHBENERE, EFETICERI “BRESHFN.ER 12118
IR, XU EM T WA RENEEPRBIFA N HEE RSEEQEN
TFREMARBIFTEHE—DIE: "GHAREEN, REEXEN X
BUATRRIEEERHEE T THERT L ERE X, HFRONEEET
AfhE.

EITEERMEM LA FRAZ W A LER IV R RATE X ERAHEH
H R IEREX MR AN FRIEA SRR EREERE T L&
HEIAH, BT AFGNEMEEASE, BNERbREECIH BaEmF
BTR—#H—EIEK NRRAE W AETEX MG B PR BERZ B E
TREERNERNEN, BEELRT AT TR TEFEERFLNS
18, A EHR N /AR R g TR 8.

RILER G % E TS0 IRERI1T MR R ER BN T IREES
#, AIBERATIC AT 2RS40

Level Il /NEZ

MERRNFISHT, BHETH TIFRIERNS R T mOE9ERE
F R HEEMI B | SERFE EHRIE 53832, R SR, BIRARZEES
AL, T XN ERREX - PESERRSETEERKE
BEALBSE— —, 5& @A KBS . FRES Rl mEf B FEE
T RS AEEE, T B AEREREFE, W/ NAREEdER
R IERA RN T L,
EEEXERNATEMNBRAEA T LA THENE BESFFE
HIAR =) Lok Bl o BB R A KA VB A, BIERIAMAZIF & — M FhE
Hi0ho SN SR 5278 252 J1.3KCE. FDACNMPARERHE R E AAMERR T H 57, X
MIERERTELSK SRS L, #5 BB, SEBIRFHIRN
EU LB R RN RANE, ZMNEmM B LBNEEH TR ER
T EX M ERRAT I AR 5298, SSHSMENN EHRBEE
BERE TR, FMARR A EREH TS ‘Bl it aSh

Translate regulatory, scientific, operational and
business knowledge into strategy

Typical job titles (industry): director; (regula-
tors): senior reviewer, section manager

Executive regulatory leader and strategist
Typical job (industry): VP, executive director, CEQ;
(regulators): division director, agency director

AN SRS S e IR E T BATE B TIERIRIE. XE T, iE
FREEAH DB N RIEANES ARMIZFFREMERL SR, A8 Si#NR
WE BT — B B & X B R S H VS RAPSHEML B B
L IAIE (Regulatory Affairs Certification, RAC) 2R ERH], £EEIN
VIR B S HEHALR, L T I B8NS AR S8 HE B30, 52
BEMAIREE D ARV EMN L.

Level Il f@ e AY%Z 2

ENERERAT I A LRI A RS BENIEFFRIZ KR, ZRAR AER
WA AR Z . A TR EHFNEREM, FETEINEREH
FERE—MERM LA ZEA R REH Nk & RS = B ST E RTH
LL0HEEE, ESTIr A R ERAT I A A KA R BFRTE . FERTE A R
EBEMEERBEITAVERE, RAZTWA T HERMBRZEE LS
&%, ENREERNFARE I TER I EHERM2ALR.ER
REAESE M. THFE RMEEE R, FERESSE. IR IERALENIT
F BT — P IUSTEENERE AT HAIRAT I A 3R, miRX L
AEAREREE S, EReBRENERY ERmERER.

SENA“AIN EHEHRGENRES 2R 2X M BRRAT
W AERXRE “THERE, ZMERE", EMME T 05K, £KE
TEREREETFFN.EERESENEEEM TR, BENRES
M RBLE, HEMA RS AR ARBER A R2RHRER hXEET
T B4R, B RARTHHE R RS fii. il S EMFIR S 23K
BRI R BV 1L, XEME = £ — BRI F.

Level IV BEKXE

B, ZANARSEDTZRRTERNAEEI.HREETS.
EFENBRAER. RE) | BEAYER, REZFRENNATEEEHET
AREEBERARIFE T EHFERER.

“BFMOGETOL", HERAT I ATHANXMTURE R T 5B
#EERIR R LR R R, NAXERE - EFRIHRF. HEEEIE
5 el B 5 | X M BB R a1 10 1T, 2 53X (FIZIAHWP)
52K (FIMICH/IMDRF) £33, FR T A BN ERIE B IESMBBIB R
TE, BN B E/ B R P B M TIE. EHE RS TR B, TE LT
T ZMRIE, BREFES—UEAMLA ZEEFEX—BRTF.
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