SYINIVAT T AR T14Ta1a— MR ST
ELSI-STHHE

FX K D == Bt 28 25 i
HERKFZEDR

PARINE:



" N
EXREBITFIZ & H5HE



BREICHITOERKRMZIEIZ I DR H

:Common Rule —E DB BTN ERE-IIHEEIT LTI
LCERASINSIRE (EBIERFTDEHE)

FDA Requlations —#HrEFDEGRABROERLTEIZEAIND
B REZLE (Food and Drug Administration) 3R #il (E 28 F 40

EREBRFORTDREZTHF T HED, TORWENZEFD
FEOITITHYMELGEITERASIND)

-FDA Regulations ¥, 1970 X #& 3 LI, RERIIZIE Common

Rule [CBESE AL IBLESN TS =,

21st Century Cares Act (2016) § 3023(a) ---the Secretary of Health and Human
Services - shall, to the extent practicable and consistent with other
statutory provisions, harmonize differences between the HHS Human
Subject Requlations and the FDA Human Subject Regulations.......
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OFE - )IL—IL DY

OEFDAETHEM-FFEITHMEICSMT SMEREFZICKLT,
OF - )L—)LESEOFERIE (written assurance) DIRHEEEE DT
HBEICEHOTHERBREDENMEZHER BAER, EMEFHED
HE#9ZE (Federalwide Assurance, FWA) Z#ER&EHRER (Office for Human
Research Protections, OHRP) [ZiZHIL, TDERZBZH/LHEMNKRHLENTIND) .

QBMEMERITKTL, HEEMEEE TITHONDEFD E T HEE - % B
THHMRICOWNT, TOABRZEHFHIICEEL, M OERDEMRIC
Y- RNEEZE B < (institutional review board, IRB) A& L]
TSN TWSIEZHER T HEIIKRDHHEELIZ, TDHER -
BIZDOWTEHEHRTE,

QE < DEFEEREDREDNEDIZHEDEDELT, A2 TA—LE-T
>tz bk (informed consent, IC) D EHIZDNTODEFHLIRRE
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FDAFRH] DHEW—DHHS : € - JL—JL WMA : NILY VTS
1938 Food, Drug, and Cosmetic Act
(EFEmR5taI60H /A H)
1962 {Drug Amendments of 1962
(EEEMIRFEICFDAD KSR,
WERE D RIR)
1964 D. of Helsinki (consent)
1966 FDARRI (BmEIC, ICRBREN PHSEHREREER (REREER,
D EEIEAL) IC)
1971 ARBEEFRRICEERER
1972 XA F X —IFEMRERE
1974 DHEW 3 Rl 7E (5)
1974 National Research Act(7)
1975 D. of Helsinki (EXR, £E&%)
1978 The Belmont Report
1981 FDA#ZHISKET DHHSHRISKIE / KiTEEE S
1991 Common Rule
2017 Common RulegzT (20195&1T)
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Sheet1

				FDA規則 キソク		DHEWーDHHS：コモン・ルール		WMA：ヘルシンキ宣言 センゲン

		1938		Food, Drug, and Cosmetic Act（医薬品販売前60日届出） イヤクヒン ハンバイ マエ ニチ トドケデ

		1962		Drug Amendments of 1962（医薬品販売にFDAの承認，被験者の同意） イヤクヒン ハンバイ ショウニン ヒケンシャ ドウイ

		1964						D. of Helsinki (consent)

		1966		FDA規則（書面IC，IC免除要件の厳格化） キソク ショメン メンジョ ヨウケン ゲンカクカ		PHS医務局長指示（委員会審査，IC）

		1971		入院患者等試験に委員会審査 ニュウイン カンジャ トウ シケン イインカイ シンサ

		1972				タスキギー梅毒研究報道 バイドク ケンキュウ ホウドウ

		1974				DHEW規則制定(5) キソクセイテイ

		1974				National Research Act(7)

		1975						D. of Helsinki (東京，委員会) トウキョウ イインカイ

		1978				The Belmont Report

		1981		FDA規則改訂 キソク カイテイ		DHHS規則改正／大統領委勧告 キソク カイセイ ダイトウリョウ イ カンコク

		1991				Common Rule

		2017				Common Rule改訂（2019施行） カイテイ セコウ
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& Tuskegee Syphilis Study® #E &EAd Hoc PaneliR &2

7 5/\<T M Tuskegee T1932FE M5, 400 ADEANEBHZEEFLE200AD
EARMBEZERELLT, EEDEABREZTEHEITLIMELITH
A, 1973F(THAEMNFIESNSETIZ, #HERBBDHI>H28 AHFETEL,

ZFNLUSMZI00 AN [ZEDN R DE LS EIH - F5 18
COMERZETRZFEL-HE (N.Y.Times) [Tx L T,

EEEESIZE-ST-,

DHEW [& Tuskegee

Syphilis Study Ad Hoc Panelz=g% 717z CONRILDEREHRES

(197354 A288) (¥, AZRRETDHMED DS,

DIl ELEH DHE

(manj

BZERFHLDIT AT OWTIRFIT HHERZE L DOE R D HEE 5%

EJAFIEHERICENITLI,




RIEZE R A R OFE DRE

1973F, A RETOIMRITH T HRHAEH DA EEEIET H1=HD
EENOMEREZERICIRHINT=,

FROFE -2 REFEZTEERB/INEZEEEZ A K THH-Edward
Kennedy &% 8 (&, Tuskegee PanelD&NEIZHE>T FRHIIERZHF DAL
@) National Human Experimentation Board 2% B3 A EZIRHLT-
M, BRI T BRAAITENT-, ZIHEELT,

DHEW (Department of Health, Education and Welfare) — AZ Xt &R ET S

MRISERASNSIRE|DHIFE (BRIZHE I EHo71=)

E# FRZEE——National Commission for the Protection of Human Subjects
of Biomedical and Behavioral Researchz GR#IVERDLGWEREE S
L) HRET B EFE DRI, ——National Research Act of 1974 (19744
7H12H)




RIEZE 1B E R B E D#RE

€ DHEW

1973F 10 : CNFTHEEHDETEDHON TNV AT RET S
2% 9 SR H|ZDHEWD A & B EFEFNBAE RICIHE
L7=(38 Fed. Reg. 27,882, Oct. 9, 1973),

19745308 - A EMNOHINT-ERZHEFATMED L, IE]
DENTF-FEE|EL T2 (39 Fed. Reg. 18,914)

—MEEHRDZEZE S (a committee of the organization) [CEBHEE
DEH (Ff-I2, HRFEIINTIHENEHNEZTEDEHINE
mEntz), 412 I74—LF-a DA, DHEWREE|DESF D

EIDBEHNBEESINT-,

v
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National Research Act & National Commission

197447 B 12 H——National Research Act of 19740 3L,
(DNational Commission D ER&

ZTDEF—0)DEYEFM - 1TTHFENMETHOERMNHEBRIEDREE,
QREBREBIZHST=AARTAVDRE, QFXBESE, N, ERINERE
EEEDBEDAVI+—LR -2V FOEHORTE, Q)BREMESIV
FRAENEHZDODWTOIRAE &L, 4L,

@fEBh D BB 55 IZFEL Tlnstitutional Review BoardS¥ B4+ A D S Dk
HDIRHEZERFDIT5H(BEHIZ, “Institutional Review Board”d
AFMNEEDERZIZIRESD) o

@RLIREER(ZDUVT, National CommissionD&ENEET, DHEWIZ &S
Eh-ABEZIE L= (ESFOL),




National Commission&ENJLE R -LR—F

National Commission(&1974~ 19785 (2T THENDBIIZFEIL, BEIT,
RRIRTIR, AA, 5N E, KRESR, FRESAEZXRET SR, IRBE
A TA—LK-aAVEUMIETH1I7THOHEE (AppendixZFE L) [TFEED
bnt=,

=i[Z, 197642 A, National Research Act A% National Commission|Z3k&H
HFITEYMEZM - 1THZENARBEOERLLGOIRNZEARANMREBREDIE
RIGEDERZEZTIOIC, AZVZTUBREDANIILEV AV TFLU X
EUA—ICEWTABBICh o=@ MNEMIM-. TOREFEETDEDEE
DARIENIVEDR-LIR—FIZFREHONT=. NILEVRLIR—FTIIEERE
MEZXANTEIREESIVEREREOERMMBIERAI (respect for
persons, beneficence, justice) AVERL 5417=, The Belmont Report: Ethical Principles

and Guidelines for the Protection of Human Subjects of Research, September 1978.
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REHBRERAEBRANSIE - IL—ILA

1974 DHEW, Protection of Human Subjects (May 30, 1974)—— AZ xR ET HHHE
|ZBS 3 BADHEW®D 38 Bl D Fll 7E
1975 DHEW, Protection of Human Subjects, Technical Amendments (Mar. 13,

1975)——National Research Act ICE St 57O DHEWR B|Z KT (“a
committee of the organization” A% “an Institutional Review Board” [TEZHL X )

1981 President‘s Commission for the Study of Ethical Problems in Medicine and
Biomedical and Behavioral Research, Protecting Human Subjects (Dec. 1981)——19~

NTOEHRETH, HEEDRED-HDDHHSIHRAIZIFRIRT S5 58F

1986 Office of Science and Technology Policy (OSTP), Proposed Model Federal
Pollcy for Protection of Human Subject (June 3, 1986)——RI{& & T A& ZE L =& $R

ki A

1988 OSTP, Federal Policy for the Protection of Human Subjects (Nov. 10,
1988)——Proposed Model Federal Policyl[ZxfL THEN =B RZSEIZHET N 1=
Federal PolicyZ=A, FRAIZELL TIERSN = (common rule@ EEMNEHNT-)

1991 OSTP, Federal Policy for the Protection of Human Subjects; Notices and Rules

(June 18, 1991)——Federal PolicyM 158 [T DFRENEL TR (AFE - )L—JLARAL)
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HOONEDIEE T T EIEL - IL—ILDEE
¥ Expedited review (§  .110)
“research involving no more than minimal risk

*minor changes
O LEEEREFH

7/ LR fmIEE £ (2013) 554 -10(5)
—BRWEER, HRME, R/DMEDEKRZEZ G
AEFZRY %ﬁﬁﬂafﬂzom)%u 3
—éilﬂﬁﬁ?ﬂ BRMGERE, BREENAMRE, B

v

I_

i
%

A

-

T
O EFRIEHIZHEITAHICORIRIE (F12-7) 8 116(d) &,
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OE - JL—ILDERET FERESE

2011.7.26——DHHS, Human Subjects Research Protections: Enhancing
Protections for Research Subjects and Reducing Burden, Delay, and
Ambiguity for Investigators (Advance notice of proposed rulemaking:
ANPRM), 76 Fed. Reg. 44,512, Jul. 26, 2011.

JFD-)IL—ILEHIER20FED2011F7H, EFBE & A (Department of Health
& Human Services = DHHS) [XOSTPEEMEL T, JF-IL—ILD, ShEek it
BIAZEDIEM, RES—EXMELHESF -1TEIRIFEME, T—38—X, A
DB—=FIbh, N AN DERVWSHARDILKGE DEALIZH I TE7EL7ED
TERELT, O W=V OERIHRETICHEIF-FRAIH FESEmAZ HL
T=o TCTIE, AR REBDREDHRELLELIC, ERLTMREZHEAEL, R
BT L5818, EiF EAEZRDSELSHYAICEHLT, 3€V-IL—ILD
ERE R8T, RICEFRTL, ThoICBEALTEARMNLGERIZHT2ERMN
Kehont-,
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SEUES

2015.9.8——Department of Homeland Security % & 160D & [T, Federal Policy for the
Protection of Human Subjects (Notice of proposed rulemaking: NPRM), 80 Fed. Reg. 53,933,
Sep. 8, 2015.

ANPRMTIRIRSN-FELGRIER(E, LLTFTDI0R,

(1) ERBEAS

=18 (BRI EEROMHARF A g, EFFAEZT, ERHFT, £5/

L—HIDR, EQEE)DEM, SRBANERRIRTEIZLBICHHRE,

2) AAEBZAVASHER, ELIELSNTEIEVIIL—ILOXR, REFAHD R
HZEFIRIZxt T BICHEH, Broad consentDFE ., HF - EEZIFHDERE - FI A
BARX10ELLT,

() 1EHR-SREHMREELE (4) EAKRNFEHEBERIL,

(5) EIRTERINSIERNDMERDZ i HLEHTICDOWVTE—IRBEEZEHT(T,
BITIXETRDIFER,

6) TRBEFRATAOT —RETPIEIDAHDEEREIZA>F-AZEIZDULNTD AR
EEEHREIE,

(7) EFRDEEZZITHERNDIEHZDERAKREZITIL—ILDOFNRET D,
(8) Broad consent®KHZIEB L= XRIZFHE DL TICEH D RIREFEOHTELY,
9) MRIEFEDER - ZEFICEITDICEHDRER,

(10) EEEREABRICE D NFHAT—IN—A~DEEX,
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=2 )L—ILDERET 3Rl

2017.1.19—Department of Homeland Security % & 16M & T, Federal Policy for the
Protection of Human Subjects (Final rule), 82 Fed. Reg. 7,149,Jan. 19, 2017.

ANPRMTIRRSINT=F ELGRIE R F HEFLIE, LTDESY,

(1) EREASIE (ERLEROMAEFIADTEEN, SRFALIE, HRMAT £ /4
C—OIVR, EQFE)DEM, FREABKAE (BREICEEFHRLLE) ICRDICHEE,
2) EELFH-FHRORE -~ REYAZEF| AT 5 broad consent DEFE, 5844+ JE

ERTEHROERE FIFEE FELRET HE4 0],
() AR, (&) FABRNFHRER,
(5) ENTERSNOIERNDERD LT ERHATTICOVDTE—IRBEEEFTIT,
TBITIEETRDIER,
6) RBEXNRAR T —R2EETCBHDAHDERFEIZAST=AEIZ DT DT
BEEEHEIE,
(7) AR, 8) FHIRGERAXMEMNEE)
Q) FHRIEHEBEDER-ZEFICEWWTICEHDERLL,
(10) EEEREAERICNED AT —IN—A~DE X,
%2020 1 A20HEADE—IRBEEEHLISME, 2018F1A19B Mo T-E A, s




MIEEOJFE - )L—ILDOFEE

(a) ERBHDREHR-NBICETHSREDEMIZLDICORE,
D EREADEEER(§ _ .116(a)(5))
ICOEEET, MEREFHENTAESMIZOLTEHIMT IEDEBRERIT5
BEENEHREERICIRETI A EMKDHoNT=,
@ EAXHIHBAEBOEM(S  .116(b)(9))
()& A AT RE L E AN B SR E - (FERFBHDOINEFEOCHTIZDONT, HAIF
b\ﬁllﬁ'éﬁh EMICHELUIZIFEDOAEICF A IR SNSAIEEEDH

© ;Enumnﬂﬁﬂrﬁaw __.116(c)(7)-(9)) M1EAN

MR REOHBNEFFBAINDIAEEY, BLUREENFIALZHT
BMESH.

OEEERMICEELHERERE EANGLOZET) AREFICHTINSD,

ShBEEICIEFDEE,
ORHMERVIFEIZELT, AEALS /LY —ITURESATNDE
F-1ZZ DAEEER A H DM ESH,
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E-)IL—ILOBE

(b) AR AEEAAL - (BERD

RE-—REVBAEFIAIZxtJ SHbroad consent® EF

(8§ .116(d))

1 Broad consenth FBRENBDIES
(b DFAFZ DT=HIZF = [EHF R B B LS TIRE S D) A AT Re 75 B A
BHRELITIERDHDORES IV Z XA EFIBIZ® I Sbroad consenthd

EERINT-,
@ [LATH&]

(c) ICEHDRER-ZEE(§__ .116(f))

@O #RRIZBELT, #AATRELGEHR - HBHOREFEZROMAEFAIZTT S
broad consentZz3R&hoN-BNENZIEEZLIZIFZEIZIE, IRBIE, D XD
HRELEZRMMEARBICHTAIRIEZRIRT HAEIEITELGLVELNEE

cnf=(§__ .116(f)(1)),

@ RBR-EEHNBHONSZEMELT, R MR A AAENER- LK

HMOEREESTCHEAIC, U

A, BIER- FHE A TEARETAVS

CEHLICERTAIEN, ERLE, AAIEETHAZE, N EMENT=

(8§ .116(f)(3)(iii)) o
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WIEOE - IL—ILDEEE

(d) MRIEHEDER-ZEZFICEITAICEHEDHEER(S  .116(9))
MEEN, HRIFFHBDER, &, ERMEHIEDBIT, TDICKEL, &
M-SARERE IS ETEOHEETEZIRBOARIZET HEMNEHLNT-,
(e) ICXEDNIITHALTODAF(S  .116(h))
EHDEBTHER-@EBTHEEKRARICEALTIE, #hhextsFEIE
HEIHDETH, ICXEDOUVLEFTIRBNEZELI=LD1EE=AREOER YT
THAMIBBHTHENEHR S TONT-,

(f) —EOMEICH T HitiTEEZHOBEEIE(S  .109(F))
NETEHEMTONTEIRBIZESF 1R EDO#GEEEHL, DEE
EEDXNRETELHE, QIREIRBOEBEEZZITE=MHE, @@T— 'Stﬁ’q’:ﬁ
GEAIAIREZ B - AP DBTZEL), FIXOFEREDEMEEKRT —4
IREDEEREIZASTEIZ DT, RAEIELTREELESNT,
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IEIE - IL—ILDELE

(0) ZHERERMARICOVTHOE—IRBEEDEAE[TIH(s__ .114)

2R HEMEICSINT SERENICEET HiEEIE, ERENTE
EENBHE(DEH)[CDOLT, BE—IRBIZLD—EEEEZ(T, &3R%E
BACENEHE G IToN-, BEICYT-BIRBIX, IEEHBI-EiHET S
BEIEITHNETEL, FIE, E-5EHRINIREL, BERZHTHIETH
ARETDHEDEEDONT=,

=1L, OEEINEHRDIRBOEEEZRDOLIMEL, O EEMHE-E
Y HEIMETH, UZBFEDKRICITE—IRBOFERANTEYTHS
EHIETT HHMERICONTIE, —HEBEEBEDHINLEHBND,
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WIEJE-IL—ILOE
(h) BAEEERNSBITIZIRESINAREHENDORNETDREFIL

D QAFE-IL—ILLAMZBEENESTT )

I Y R I D LB ZE 4 D H

MmN LETICIRHESNAENICEAT AEHNKREICEHRIESNT-,

iR

@ MEEEHAMKIS HIRBEFRTT HEHDHI

b

@ IRBEERE, FHREFLEDRTEHEDIRBOEHHRE~DIEE)
HE, EHELEOEN (FWA)ZE DR, FOKHILT HIRBAOHRPIZ

Zikash, IRBIZCEET S8 107TEKU §

WU RSN TS EZHERIT HIEEZEICEEIEHLLELY,
@ HESRDIRBAMEZERTHEEDETDHIEBIZDONTRERTIE

IXDEX

108D FEIZLI=ADT,

hiEEE M EREL-IRBNIATRZER T HIGE(C, AR EEERHA H5%EHR
[ZDWWTHEZIRBIZIKILT AL, BLUIEVIIL—ILDEHESFD=HIZ

DIFont=-(REERD S  .1035(e)),

MRAEEREIRBERETRZMNGISRTIEETXNE Tk I 2 ENERHF
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WIEOE>-IIL—I)LDEITH - #E A ) EE]

& Federal Policy for the Protection of Human

Subjects: Delay of the

Revisions to the Federal Policy for the Protection of Human Subjects
(Interim final rule), 83 Fed. Reg. 2,885 (Jan. 22, 2018).

RIS ERREE S A DG ETE

HETRABELELT,

FNHITEPLUV— N EABEZ2018F 78198 IZIE i3 2 E 3R A
MAERIN-(SSHICHEERIATEIELTE) . H4H, ZmEHRME—

HEEEN20205E1 A20BEITIEFEEINLGE M- T=,

& Federal Policy for the Protection of Human Subjects: Six Month Delay of
the General Compliance Date of Revisions While Allowing the Use of
Three Burden-Reducing Provisions During the Delay Period, 83 Fed. Reg.

28,497 (June 19, 2018).

WEJIEVIIL—ILO— I E A EHZ2019F 1 A21HEEOHHEER

EJ ARAINERSNT=,
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Final NIH Policy on the Use of a Single Institutional Review
Board for Multi-Site Research (NoT-0D-16-094, June 21, 2016)

The National Institutes of Health (NIH) Policy on the Use of a Single Institutional Review Board of
Record for Multi-Site Research establishes the expectation that all sites participating in multi—
site studies involving non—exempt human subjects research funded by the National Institutes of
Health (NIH) will use a single Institutional Review Board (sIRB) to conduct the ethical review
required by the Department of Health and Human Services regulations for the Protection of
Human Subjects at 45 CFR Part 46. This policy, which is consistent with 45 CFR Part 46.114, is
intended to enhance and streamline the process of IRB review and reduce inefficiencies so that
research can proceed as expeditiously as possible without compromising ethical principles and

protections for human research participants.

[ Z iR B —IRBEIZEE I ANIHIEST I (X, NIHA#EEN T 5 GE AR R THLY) A
ﬂ%ﬁﬁnéat ZHEMEICS T 5T NTDNEEEA, 45 CFR Part 46 DDHHSHKERE R

AN KRDDAGEEETLZIO-0IC, BE—IRBERAWVWACLFHETHIEEEN D, AIE
fﬂi, 45 CFR Part 46.114 |[Z@EE&LTHY, IRBEEF &b -HE l'?‘é&&%l-mﬁté
S, DWVTIE, MERAEHERBREZIEGOIELS, ARG RYMEIZET
TELHIHERINT=-2DTH S,

[FE1T(E, 254D, 2017458258 LS TULNV =AY, 212, 2018F1 B25H IR SN 1=, ]
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= = A
EUBGR R ERIE D
2001.5.EUER R E& 54 (Directive 2001/20/EC: Clinical Trials Directive) 23
Zii]

® FERNR ——REREL R DBERAR GEN ARERZ[RQ

® FEEREEE—— A2 9 B ER T, WEERZEE (investigational medicinal
products) DERERHI, EZM, EVMFEEMNREEZRRE -RIET S
CEBHETHED, QRBREDEMERAZRIET ALTHMET D
1D, QL LM - AN EHERITHENTHEEDRIN, 7%, K3,
HHEZMRITHEZHAETHHD (2(0))

o HEE —EUBKOFMMEEZTSHAT, BRRRICHL
THRBONRERDE EHBELTRLLNHED, BARET,
RN OHRCHA- WS AESNBE0, KBS BIH LI T
FHINDGE, RBIN-HBKIZOWTEMNEREZFS -OIZH
WohBIEEFET,

Ll
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EURRIREABRIE R

E35 MR R BRBBERE DIRFE

218 BERHEBRIILL T DS EICRER>TERETES,

(@) FRISNDIRVEREDN, BERBH LMD ATIIFRDE
BICHAFINAFIREEESN, HEZF B = (Ethics Committee) £
LU FEEFEDHEHBD, TSNS EBNELUVARBER
FIIEMNIRIZIE ST HEDFERICEET HIFEICR->TEIRT

E, COEHDODFEENKFEMICE=ZZ—NESGEICR->THRKET
HEMTE D,
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EURRPREERTE T
Eok HEZAS

F11E MBEZX, BRABRERZBENELT, MEBEZESDRE-EZIZHER
HEZHELCLTITNIEGSE0,

F21H MERERE, BKRGBROREIBRIIZ, KON RIZTDOWNT, TOE
REHBIGFNIEESAY,

F3E MEFEEE, TOERZAETAHICHTIHST, KIS, UTORZFRETL
HITNIXESELY,

(a) ERIRABRDERETDHEBRT T

(b) BEIFKHE2IHQ) B TROHONADFRISNSFIREVRIDFEMMNEE TE, £

DFERMNIEZBILEINEEDTHSH

(c) ZOkajL

(d) ARBRUMEXZIERAZ2YTDEHR M

(e) [HERZED A TORERIBHET AHBREDERER - R T —25 3R EFE I O— v —

(f) MEEDE [LITHR]
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EURRFIREERTE T
Eox HEZAS

ol MEZESEIEINLHREEDZEAL L, AFEESLVHEZNEBEIZHS
TAFMELBICERGESNERZHITFETIC, RROBNAEZLNS,

F60lH MEFERIT, ERZKROBHHAFICOVTORTEHARBRAIZ, BHEFEEMS
I CICRHEEIN-BBREZE R T DIEMREKROSHKEZXIEIZE-TESZEMNT
=5, FSIETTEDHHEM X, #HBIBEHRDZEETHITLAEL,

75 FSIETHTEITHA0BOHBOERIX, EnFAaEE-IIAHMEEED
FFODEER, FIEEGCFREEYESOEERETRNRETHHEBDIEE
LT, EBoHonaly, ...

FI5& BE—ER
MBEEX E—DNBEDELIANICEESNT-ZIEREERAERICEAL T, MmE
FESDHIZHIHELT, UZNMBEICE—DERDEIREZEDHHFHEE
[FE T IEEES IR,

RIFFICEROMBEICEWVTE RSN S LD HERFRRABRDIGSICENTIE, &
EERRERICEDLANMEEEICE— DS ENAEINGITFNIZESERLY,

27



EURRPREABR 2R A

2014.4.16. EU issued Clinical Trial Regulation: Regulation (EU) No
536/2014 of the European Parliament and of the Council of 16
April 2014 on clinical trials on medicinal products for human use,
and repealing Directive 2001/20/EC.

& Z#)(d, 2016F5A28A LI DT, DL, [T2018F 108 1T
IZ3EHA, 201756 A 16H, 2019F & F 1L,
IR 7£ £ The audit of the system will commence in December 2020.
@ NMBEMNEFIHEZELICLETKDHDIESTMID, EREFTELT
D AzaEFE DA,

o FEHEMRBARRAERICONT, —EICLDEEREND, EEH
E%‘j:_xﬂ:o
® {KIREEERIREAER Tt I HFRFIEH DE A,
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EUEE & a5 Al
Europe Medical Device Regulation (MDR)

2017.4.5. EU issued Medical Device Regulation: Regulation (EU) 2017/745
of the European Parliament and of the Council of 5 April 2017 on
medical devices, amending Directive 2001/83/EC, Regulation (EC) No
178/2002 and Regulation (EC) No 1223/2009 and repealing Council
Directives 90/385/EEC and 93/42/EEC.

®20174FE58 258 F %M, 20205826 B 1T (LY BRLVERAZEH S48
H5E, BRIRZEIZELTIXALY),
o MBEDERESELTODMAZFEDIRE,
® HRFEICREH AT LERIRAEICEAHL S RAFZEENH S,
O EHMETERDERMEIZDONT, BE—DFE KR ZEEHEHAIEE
(785%)
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22 3k

& H LI TEMES (EU) IZBITHEERAE IR I EEHES EZF27570

H (2012)

O EFRFHRFIEUEBRBIKRARIES &4 X XERKE 5 R Bl J B PR 5T i
31(2)351 K (2004), EIITEU(BRIMEE) IZH T HERRAERHIE D= 1[E

42(2)%486H (2014)
MRICETOENDIEE LFHANEDFELDLRIELE

& 3[R FR AT BR R

HEM PR REGETR24FERERARBSS

O LA T ER R B
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