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:Common Rule —EHDEBITHEMRE-IIHEENTHIHE

2% L CEASN DR S (FHBI & 34 D &)

-EDA Regulations ——$1FEZFDEEREAERDEALE (1,

N5Rm

%= % 51 B (Food and Drug Administration) @ 8 !

1S
C

fRBERT . EXRMCERKBFORTOADBZHFIT D
BN, TORMEMZFL-HITITOMRLGEITERSIND)

FDA Regulations %, 1970%

Rule [CBESE AL IBLESNTST =,

R EZFLIRE, REBIIZIE Common



OEY - JIL—IL D4

OEFRDETHNER-HEITOIMRICSMT AAERKZITHLT,
THERE RED A DO FEFIE (written assurance) DIREEZZFIE DT
HIEITE>THBRAREDENMEZHER FEEL EBETEED
492 (Federalwide Assurance, FWA) Z#BR#&EREER (Office for Human
Research Protections, OHRP) [ZIZHL, TDEREBEF/HEMNKRHENTILVNS) o

QBEMEMEERICKL, BEZMERTITHONSEFD A THESE-FFB
THOMRICOWNT, TOABRZEFHIICEEL, MOERDEMRIC
SR NE R ZE 8 £ (institutional review board, IRB) # &R R
HIEERDHBHELELIZ, TDREAC-BIFICONWTEHZHRE,

QME 2 DHEREDREDHIEDHIZHDZENDELT, A2 T4—LF-O
>tz b (informed consent, 1IC) DEHIZDWNTDEEHLTIRE .,

=
=




JFV-IL—ILDER
@ Tuskegee Syphilis Study D #jE EAd Hoc Panel i &5

757\ M Tuskegee T1932FE M5, 400 NDEANHEBFEH L2004
DEANRBEZHREBLLT, BHEOEABEZHTTHMEN
Thh, 1973F([CHENRIEINDETIC, FEEDSH28AH
FEEL, ZNLUSZI00ANIZEDN R AE RSN - FEHIEETZE
SIZEHT=,

COWEEREL-E (N.Y.Times) IZx LT, DHEWI(ZTuskegee
Syphilis Study Ad Hoc PanelZz&%(11=, CO/ARILDERIERIREESE
(19734 48288) ¥, AZXRETEHHEDSE, DAL HEF
DENZEZ (TN T RTIZDOWTIHREIT RIEREZL OEF D1
B RET 5L EHEBERITHEL,

el

=




RIEZE 1Rk & AR A D il € D2

1973F, AEeXRETOIMEICH T HRFNATD AR EEEIET HT=HD
EENOMEFERICIRHEINT=,

FROFE-PREFEZTEERB/INEZEEEZ A K THH-Edward
Kennedy &% 8 (&, Tuskegee PanelD&NEIZHE>T FRHMERZFHF DI
@) National Human Experimentation Board 2% B3 A EZIRHLT-
M, RILTBRAAITEN-, ZIHEELT,

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

MREISERASNSIRE|DHIE (BRIZHE & EHo71=)

E# FRZEE——National Commission for the Protection of Human Subjects
of Biomedical and Behavioral Researchz (JR&EIVER DAL WVVEHEE S
L) BRET B EFE DRI, ——National Research Act of 1974 (19744
7H12H)




RIEZE 1B E R B E D#RE

€ DHEW

1973F 10 : INFETHEHDOETEDHON TV AT RET S
2% 9 SR H|ZDHEWD A LT 5B EFEFNBAE RICIHE
L7=(38 Fed. Reg. 27,882, Oct. 9, 1973)

19745308 - A EMNOHINT-ERZEFATMNEN L, IE]
DENTF-3EE|EL T2 (39 Fed. Reg. 18,914),

—MEEHRDZEZE S (a committee of the organization) [CEHEE
DEH (Ff=I2, HRBFENINTIHENEHNEZTEDEHIE
mEntz), A2I74r—LE-a 0 FOKNE, DHEWIEEH DESFD

ELIDBEHNBEESINT-,

v

| =]



National Research Act & National Commission

197447 B 12 H——National Research Act of 19740 B3I,
(DNational Commission D EXI& .

ZTDEF—0)DEYEFM - 1TTHFENMEETHOERNHEBRIEDRE,
QREBREBIZHST=AARTAVDRE, QFXBESE, N, ERINERE
EEEDBEDAVI+—LR-a U FDEHORTE, Q)BREMESLV
FRAENEHZDODWTOIRAE 5T, 4L,

@f#EBN D BB E5 IZFEL Tlnstitutional Review BoardS¥E 3+ A D S Dk
PORHEEZERFE DTS (BAAIZ, “Institutional Review Board”®
BFMNEZDERZIZIRESD) o

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




National Commission&ENJLE R LR—Fk

National Commission(&1974~ 1978 (2 I+ THENBIIZFEIL, BEIT,
RRIRTIER, KA, BN E, REE, FAETSAEZXNRET HHE, IRBE
A TA—LK-aA MBI H1I7THOHEE (AppendixZFE L) [TFEED
bit=,

=ih(Z, 197652 A, National Research Act A% National Commission(Z3K &
HFITEYMEZM - THZENARTEOERLLGOIRNZEARANREBREDIE
RIGEDERZTIOIC, ASVZTUBEDANIILEV AV TFLURX
EUA—ICEWTABRMIChzo2@NEMT-. TOREELTDERDIRE
DERIENILED L -LIR—RICFEDoNTZ. NILEVMLKR—ITIEEELS
MEZXANTEIEELSIVEREREZEOERMMIERA| (respect for
persons, beneficence, justice) A &R 5417=, The Belmont Report: Ethical Principles

and Guidelines for the Protection of Human Subjects of Research, September 1978.
9



REHBREAEBRANSIE IL—ILA

1974 DHEW, Protection of Human Subjects (May 30, 1974)—— AZx R ET LM
|ZBS 3 BADHEW®D 8 Bl D Fll iE
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” [CEZHZ )

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

NTOERETH, HEEDRED-HDDHHSIHRAIZIFIRT S L58F

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

ki A

1988 OSTP, Federal Policy for the Protection of Human Subjects (Nov. 10,
1988)——Proposed Model Federal Policy[ZxfL TH SN =B RZSEIZHEI N 1=
Federal PolicyZ=AS, FRAIZEELL TIERSNT= (common rule@ EEMNMEHNT-)

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)
10




HHREDIEEIZRTHIE - IL—ILDEE
@ Expedited review (45 CFR 46.110)

“research involving no more than minimal risk

*minor changes
¢ EEEF

/7-/-LA 1 %{HH}EI:]:EIf

—BEWERE,

& %ﬁﬁﬁﬁaf
Enm ] %{ﬁﬁi*ﬁﬁ
— B L R, &

‘ﬁi’.'v f’% Enm

(2001) 5

I:I

H

A

[ZHEITBHICDRS

H

j'l.u Eﬁﬁ 2o d)

(2002, 2007) 5
(2008) 53 (9)

3, /MR

2:7(5)

ZLRICER DO
£2-5(2)@

o

DEREBZGEVDIE

-

B% 1k &45 CFR 46.116(d), 12& .
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1974.5.30 ) DHEW®M #R Bl| (39 Fed. Reg. 13,914)

§ 46.2 Policy.

(a) Safeguarding the rights and welfare of subjects at risk in activities
supported under grants and contracts from DHEW is primarily the
responsibility of the organization which receives or is accountable to
DHEW for the funds awarded for the support of the activity. In order to
provide for the adequate discharge of this organizational responsibility, it is
the policy of DHEW that no activity involving human subjects to be
supported by DHEW grants or contracts shall be undertaken unless a
committee of the organization has reviewed and approved such activity, and
the organization has submitted to DHEW a certification of such review and
approval, in accordance with the requirements of this part.

------ AR RETDFH TEAEDHMEFT-EARNOMBZERITHID
&, SEMEBOZEEA, TOFHEEFELIVAEL, S%MEBBLD
BEABIVAZEDELHZEEEICIRHELEZDOTEVRY, RS TIHE
SIELY, ELVSONEREEDHFETH S,
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1975.3.130)DHEW®M #8 Bl| (40 Fed. Reg. 11,854)

§ 46.2 Policy.

(a) Safeguarding the rights and welfare of subjects at risk in activities
supported under grants and contracts from DHEW is primarily the
responsibility of the institution which receives or iIs accountable to DHEW
for the funds awarded for the support of the activity. In order to provide for
the adequate discharge of this institutional responsibility, it is the policy of
DHEW that no activity involving human subjects to be supported by
DHEW grants or contracts shall be undertaken unless an Institutional
Review Board has reviewed and approved such activity, and the institution
has submitted to DHEW a certification of such review and approval, In
accordance with the requirements of this part.

------ ANEWRETHEN CEEADHMEF-IXIRZNDHENZTZ(TEELD
(X, an Institutional Review Board A%, ZDEEFEZEBEPL LU REL, LR
NEDNBEERIVOAZDIEHZEEARICRELE-HDOTLHULEY, EfsSh
TIFESIEL, ELVSDONREEEDAHEHTH S,
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1981.1.26 M DHHS M R Bl] (46 Fed. Reg. 8,366, 8,374)

The HHS language has also been clarified to allow for the possibility that an
Institution need not establish its own IRB, but arrange in its assurance to use an
IRB established by another institution.

EEXEADOXEIE, HiRIEBEODIRBZEFE T S E (LGS, HERISHELNT,

DHEEHNEFET HIRBOERAZFEI DAIAEHEZEDH S LOAMEIESN
f=o

§ 46.103 Assurances.

(R, DadED, UTOZBRZZTCILNDET D, ]

(2) Designation of one or more IRBs established in accordance with the
requirements of this subpart, and for which provisions are made for meeting
space and sufficient staff to support the IRB’s review and recordkeeping duties.

(2) AsubpartDEBHIZRLTRESN, FEDHEAAE LIV TDEELEE
BRDER - RFDERBZTXADICTREHENAESNTZIRBOERT,
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O 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.

JF - )IL—ILEHIEZR20FED2011F7H, EFBE & & (Department of Health
& Human Services = DHHS) [XOSTPLEEL T, O - IL—ILA, ek

[5] ff

T DEMN, REY—ERAAEPLHEF-TENRFAE, T—3X—X, 1
BR—=3I, INAA NN DERWNAATEDIE KRG E

D EAEITH G TER<TED

TEEELT, OB L= IILDEREBIRETICAIIF - RBIGI E S FLAEFZHL
1= T Tl HIERRBOREDHRELLELIC, T :
BT 58, BEF, ERETFRILSELHYAI

S /iR HEHEL, B3R

LT, OV I)IL—ILD

BEAZIET, MHEFRRL, TASICELTCEARMLGERIZTE2ERMN
K&Hhiont-,
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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.

ANPRMTIE RSNT-FELGRIERIE, LLTDOSE,
(1) ERBAEIE (ERLIBEROMAEFADRIEEMN, BFIF AEZE, HEREEAR £/

L—HIDR, EDEE)DEM, SRBANERRIRTEIZLBICHHRE,

2) MEGEHZRODHIZE(L,

EZLSNTEIEVIL—ILDR

R RIFFFD ZREY

HZEFIRIZxt T BICHEH, Broad consentDEFE ., HKF - IEEZIFEHRDIEE - FIFH

HAREIFI0ELLT,

(3) 1EH-EHMIRERZE, (4) ERAKRNFRERIL,

5) ENTERESNDENDIEERD 2% E 2RI DLV TE

FEATIXETRDIFE,

i —|IRBEEZEIF{TIT,

(6) THEBEXNRIARACT —FETOEBIDH D ERFEIZAST-BFEIZ DL TDHEfE

BEEHEREI,

(7) ERDEEEZZITHENDHEERDERRGRERZITIIL—ILDXRET B,
(8) Broad consent®DkHZEE L= RIZFHB DLV TICEHDRFFREFEDHELY,
9) XRIEfEAEDER-ZEFITHEITHICEHDRIE,

(10) EEEREABRICE D NFHAT—IN—RA~DEEX,
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= )L— )LD ERET

A A

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.

ANPRMTIRRSIN =T ELRIE A3 9 HEkLME, LTDERY,
(1) :RBEHEIE (ERbEHROMMMEF AORIEESE, ERFIRLZE, EREAR 29 /L

—OIDR, EQEE)DIEN, SRBAERKIRE (BEICEZFHRLTE) IZXRDICHNE,

2) EELAF-FHROEE - — REVAFZFIBIZXII S broad consent DEFR, sl¥t-IE

EREHRORKRE - AR I EIARET ST,
() TR, @) BRI FHRER,
5) EIRTERINIERNDIMERDZhmZELEHTICDOVWTE—IRBEEEFT(T,

TEITIXERDIER,
6) DEEEXNRAROT —LEIT OB DHDERFEIZA>T=HFEIZ DLV T D
BEEE MR,

(7) IR,
9) XRIEH

8) AEIR
B DER-FE

= CEWTICEHD@ERLL,

(10) EREAREAERICXEZED LT —IN—ZANDEFR,

20201 A20BEADE—IRBEEEHLISME, 2018F1 198 hvohitiT- @A, 4



H—IRB [Z&E—1EER

§ .114 Cooperative Research

(a) Cooperative research projects are those projects covered by this policy that
involve more than one institution. In the conduct of cooperative research projects, each
institution is responsible for safeguarding the rights and welfare of human subjects and
for complying with this policy.

HRBIMEEEE, REHOBERZZ(TAMEABE CERDERNSMNT HE0F
L\') BAREAEDOEREICHNT, BERNHERE DIEFLEBUHDORELRIEED
EBSFICHLTEEZES,

(b)(1) Any institution located in the United States that is engaged in cooperative
research must rely upon approval by a single IRB for that portion of the research that is
conducted in the United States. The reviewing IRB will be identified by the Federal
department or agency supporting or conducting the research or proposed by the lead
institution subject to the acceptance of the Federal department or agency supporting
the research.

(1) B EIZSNMTSERERNICAIET ST TAANT, SERENTESNDHH
BREDIZTDNTIE, B—IRB[CKAERZRITIKMLAZITNIXLE S, BEIZH-SIRBIL,

Eﬁn’&#ﬁﬂj} g DEMEBTHMNEEL, Ff-(d, T-5MmEMNREEL, ARZHENT D
ERETHRRITDLDET S,
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BE—IRB IZ&KPA—IRESR

§ .114 Cooperative Research (continued)

(b)(2) The following research is not subject to this provision:

(i) Cooperative research for which more than single IRB review is required by law *%; or

(ii) Research for which any Federal department or agency supporting or conducting the

research determines and documents that the use of a single IRB is not appropriate for
the particular context.

(c) For research not subject to paragraph (b) of this section, an institution participating
in a cooperative project may enter into a joint review arrangement, rely on the review of
another IRB, or make similar arrangements for avoiding duplication of effort.

b)2) UTOMBIEIARBEDHRELLELY,

() EEIEHDIRBDEEZ KD SHH Rk

(i) BAZRZ#EN-Ef T H:EFHETH, BEXEFTEDIRRICITE—IRBOFERANTEYI THS
CHIBRL, ECERT HTE

(©) AREOIEDFEAMNGEVARIZEAL T, HREAZEDSIHERIIERIBEZNDMHE, it
IRBOEEADIKRL, £, FHDEEZEITORKDEROZET HIEMNTED,
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HHS and 15 Other Federal Departments and Agencies Announce an
Interim Final Rule That Delays Both the Effective Date and General
Compliance Date of the Revisions to the Federal Policy for the

Protection of Human Subjects to July 19, 2018
HHS B M54 F [EaE L —ILEkET DT EAE%E

20187 H19B ICEHI T S F EFRAIZ F 5K (2018.1.17)

The U.S Department of Health and Human Services and 15 other federal departments and agencies have announced an Interim Final Rule (IFR) that
delays by six months the effective date and general compliance date of the revisions to the “Federal Policy for the Protection of Human Subjects” (also
known as the Common Rule) originally published in the Federal Register on January 19, 2017 (62 FR 7149). Most provisions in the revised Commaon

Rule were scheduled to go into effect on January 19, 2015

January 17, 2018

The IFR delays the effective date and general compliance date to July 19, 2018, providing reqgulated entities additional time to prepare to implement these revisions.

The IFR has been put on public display by the Office of the Federal Register and can be accessed at: hitps: (hwww federalreqister govidocuments/2018/01/22/2018-
00997 federal-policy-for-the-protection-of-human-subjects-delay-of-the-revisions-to-the-federal-policy-for.

Until July 19, 2015, regulated entities will be requirad to comply with the pre-2018 Commen Rule as published in the 2016 edition of the Code of Federal Regulations
{i.e., the Federal Policy for the Protection of Human Subjects. onginally published on June 18. 1991, and subsequently amended on June 23, 2005} that can be
accessed at: hitps 'www gpo. govifdsys/ipka/CFR-2016-title 45-vol1/pdfiCFR-2016-title 4 5-vol 1 -partd6 pdf - POE

An example of a revised provision that does not conflict with the pre-2018 rule is one that addresses new elements of informed consent (revised rule 3t § _116(b)
(9), (e}TI-(90). It is permissible to iIncorporate these new elements of consent now because the pre-2018 rule does not prohibit including these elements in informed
consent.

An example of a revised provision that conflicts with the pre-2018 rule, and thus could not be implemented prior to July 19, 2018, is the provision eliminating the
requirement for continuing review in certain circumstances (as described i the revised rule at § . 109(f)). Because the pre-2018 regulations require continuing
review at least annually for all ongoing non-exempt human subjects research, halting continuing review for such research before that date would be considered non-
compliance.

The IFR does not delay the compliance date for the cooperative research provision of the revised Common Rule (found at § 114({b)). which remains January 20,

- AEEMANEARME—EEEDEMAE (2020.1.20) ZHE R T ST EIELALY,

Federal departments and agencies listed in the IFR are also in the process of developing a notice of proposed rulemaking (NPRM) seeking public comment on a
proposal for further delay in the required implementation of the revised Common Rule {for example, until January 21, 2019). If such an NPRM 1s published, after
consideration of the public comments, the federal departments and agencies will determine whether a final rule to further delay the revised Common Rule will be

ssues BEFFIESDIHETAEERT S (e.g 2019.1.21ET) BEF BB T,




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 hon—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 R ZT B —IRBERIZEEI ANIHFEET 1 (X, NIHA BN 9 5 GE R /MR R THLY) A
HEMBEZECZHEEMEICSMTHTRXTDMEEH, 45 CFR Part 460D DHHSHEERE 1R
SEIRBAKRDBGIEEEZITOEDIC, BE—IRBEZAWACEFHFT A EEEN D, NI
£1(X, 45 CFR Part 46.114 [THEESLTHY, IRBEEFHELEZRIL-FIBICTREELICEERE
S, DWWTIE, WMERAIEHEREBREZIEGOIEGS, ARG RYMEIZET
TELHLIBEEEINT=LDTHS,

[FE1T(X, 2%, 201758258 ESNTUL =AY, RIZ, 2018F1 A 25HIZIEE SN T =,
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= = A
EUBGE R ERIE D
2001.5.EUER R E& 54 (Directive 2001/20/EC: Clinical Trials Directive) 23
i

® FRAMNRE ——AERELX AU SEERAER GEN ARERZ IR

® ERPRELER—— AICx 9 558 T, DR E&RZE (investigational medicinal
products) DERFRH, EFH], EYIREFMIRZER -KRIET 5
EEEMETDHED, QRBRFEDRERZRIETHEZBEET D
1D, QREM-AxNMtZiHERITHSEMTHERFEDORIN, 77, K3,
HEZ AR T A ETBET HEHD (2(a))

® HERE——EMBRDEEMEETIETS1ART, BRERRERICHL
THBOMRELGHAFLIEHBELTHWNGNDED, BEIARET,
ABNDOIRTHEA-AEG-BEINDGLD, KEBSN=EIL LS T
FRINGEES, RESN-HBIKICOWTEMNERESS-HIZH
WondigEzea.

Ll
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EURRIREABRIE R

E35 MR R BRBBERE DIRFE

218 BEREBRIILL T DS EICER>TERETES,

(@) FRISNDURVEFRED, BERBH LMD ATIIFRDE
BICHAFINAFIREEESN, HEZF S = (Ethics Committee) £
LU FEEFAEDHBD, TSNS EBNELUVARBER
FIIEMNIRIZIE ST HEDFERICEET HIFEICR->TEIRT

E, COEHDODFEENKFEMICE=ZZ—NDGEICR-oTHREET
HEMTE D,
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EURRPREABR 15
H6% MEZAS

F11E MBEZX, BRABRERZBENELT, MEBEZESDRE-BEZEIZHER
HEZHELLTITNITGZSA,
F2lH MERERE, BKRGABRORIGRIIZ, KON RIZTDOWNT, TOE
REHBIGTNIEESAY,
F3E MEFRERIE TOERZAETHICHELT, &KIZ, ULTORZHEEIL
b (N A A AW
(d) ERIRABRDEERETDHEBRT T
(b) EIFXKF2IHQ) B TRKOONADFRISNSFIREVRIDEE MM EE TS, £
DFERMNIEHIESINDEDTHHH
(c) ZakrajL
(d) AREBRUHARZBERZYTDEIKE
(e) [HERZEDATORERIBHET AHBEDEREK- R T —25 3R E I O— v —
(f) MERDE [LITHR]
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EURRFIREERTE T
Eox HEZAS

F5lE MEZESEIEINLHREBEDZEAL L, AFEESLVLEZNBEIZHS
TAFMELYBICERGESNERZHITFETIC, RROBNAEZLNS,

F6lH MEFERIT ERZKRODHAFICOVTORTEHARRAIZ, BHEFEEMS
I CICREESIN-BHREFEE T ABEHMEROAHEKEZXIEIZE->TESAEMNT
=5, FSIETTEDHHEMIX, #HERIBEHRDZEETHITLAEL,

75 FSIETHTEITHA0BDOHBOERIX, EnFAaEE-ITAHMEEED
FFODEER, FIEEGCFREEYESOEERETRNRETHHEBDIEE
ZRULT, EBoHonal, ...

FI5x BE—FER
MEEX BE—0mnMBEDOELARNICEESN-ZiEREERARICEALT, MmE
FESDHIZHIHELT, UZNMBEICE—DERDIEIREZED I FHEE
FE T IEEES IR,

RIFFICEBOMBEICEWVTE RSN S LD HERFRRABRDIESICENTIE, &
SR RRERICEDANMEEEICE— DS ENAEINGITFNIZESERL,
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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.

& = 9)IE, 20164E5A28B LIED AT, DL, [T20185F 10 A FE1T
IZ3EHA, 2017568168, 2019F & FITHEHA,

@ NMBEMNEFIHEZE LI ETKRDHDIESMID, EREFTELT
DN NZEFFORANI,

@ EHEMBRERARIZCONT, —ECLOEBFEREMNL, EEH
sEld—A1k.

® KIZEERGREERIC I S FIEHDEA,
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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.

@ 201758258 F# 3, 20205826 BEIT (LY ERLMERZE H S48
H5b, BRIKRHZEERICEAL TIEGELY) .
o MBEDNERESELTODMAZFEDIRE,
® HRFEICREH AIRFHILERIRAEICEAH SR HIZENH S,
@ EHMETERDERMEIZDONT, BE—DFE KM ZEEHEAAIEE
(785%)
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AF)ADHEEEZ ER:1990~2000F X

LREC: Local Research Ethics Committee (1991 ~)

——NHS D #th X £ 42 &4 HDistrict Health Authority (A 020~505 A%&) &
[COEDERIE NHSRZYID 0D, NHSHEEZZFIAT 5, NHSEEZ
XRETDH, NHSEBDRHZZFAITH5I R TOHAENIRR,

MREC: Multi-center Research Ethics Committee (1997 ~)
—— 5L EDLRECORES T HAMEDERICET-5,

COREC: Central Office for Research Ethics Committees
(2000~)

——LRECEMRECH#fizd S EL TR E.,
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National Research Ethics Service (RES)

2007.COREC & LREC 8& U MREC #8951 M ELTHRE.
(2011.Health Research Authority E%1& . )
2015.1. HRAIZ, Care Act 2014 [CEDUNTNHSAH B3 AR ITEGEAN I ZSHE
O HRAD F B4 F (Care Act 5.110(1))
(a) REE-MEARRENCFRLIEFORBIAZELER
(b) FAZHIEE & =R91% (Research Ethics ServiceDHERE) : GIEE DR - KiE - B5E
(c) UK Ethics Committee Authority DRk &
(d) NHSE & O PR FERE R O AR %

@ RESIZFHRAD BZIDFIBEEED —DO T, NHSH DGR EZEIR-FIET AT LA
H-TWS, TN, ARSINEBDER, T, Bk, BT RET S,
bbbk, SIMEEHEELZRETSHEEDIC, REREICHTHAUKDZRSE
& UKANDEBEND)I— 2z NTT HONFEM TRELHGEEEZIRIEI =
HEBE->TLNA,
Hhbnld, HESMEDIER, &, Bk, BHUFREL, SnNE, #F, 45

[CEBENI TR ZE I SAGENMEZHEETSIENS—ERFEREZIEOTILS, |
(HRA Website, "About us")
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Research Ethics Service (RES)

The Research Ethics Service consists of:

e Research Ethics Committees (RECs) in England reviewing
health and social care research
e volunteer members and chairs that sit on NHS RECs

e staff (based in our offices throughout England).

Research Ethics ServicelX FEEDED MoK INTLVET,
O 1%&&*1‘“’77%51?0) IR EETETHDAVTIVNDIE

=

1HHEE_KE
@ NHSOMERMEREREZBUIDAIRIVTATDEERL K

@ RAYIT (AT SVREBICRIET A T4 RIZIGERE)

(https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/)
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Research Ethics Service (RES)

NHS RECIE14®region (England, Wales, Scotland & Northern Ireland) [Z

86 &% (as of 2018.1.5. RESFE ZH#11X200LL L& o1=, BEIREERA
2013, 12).

Recognized REC —— 3R ERZE DEGRAER Clinical Trials of Investigational
Medicinal Products* (CTIMP) ICDOWTEEYT H-EZUKECA (Ethics
Committee Authority**) [ZE2 RIS F=REC: Type 1 (healthy volunteerszxig:
LT HRBEEETED) = 23, type 3 (patientsz xR e SiEraEAR TES) = 55.

Authorised REC ——GAfRECIZE DNV THRBEIN TILLVEAY, CTIMP
[CDOWVWTEETEHLIREC: 30

*BAGRET, AEBREMT, ORRBRREINTER-ASINLHEE, Q@RS THLLNS
156, QORAZEDHETOEMMEREIRGT A-OICALLNAEEEET.

**UK Ethics Committee Authority : Clinical Trial Regulations 2004 [ZE DWW TR E, GEEEZR
B, an], BB Y AHEREAT 5, HBEL, TOERIIMAANRESHITE,
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Research Ethics Service (RES)

®RESORECHDEEEZITHIENZEFE DITHNTULVSHF (GAFREC 9-10)
() NHSHERBEDY—ERDFIHEEFRNRET HHME

(b) NHSEDH—EXFIRAEDHRIE-NEEFERNRETHHE

(c) NHSEDHY—EXFIAERF - BHREINET SHR

(d) NHSEDH—ERFBENSIEINI-BEFDORE - [BER TR TG D%
MATAMELE,

®MAT, TEED, ER/HMRECIZKDIBEEZERTF DT TLVHHAZE (GAFREC 10)

() RIEEBENEEZRNRET SR

(b) REGLFHEBRRFRZHYVIROTR

(€) HIKR-FEENSERBDOHETERINS 20 MEBEETNRET HFTEDHE
d) =P T FR—LABEEXNRET HHME

(e) EREMGTHRAKIR

(f) CEX—O DR ERWS, F-IEFHBEMICCEY—#aRnTALAHE
(0) AEBREZRHVDOHE, F
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Research D E ==

For the purpose of this policy framework, research is defined as the attempt to derive
generalisable or transferable new knowledge to answer or refine relevant questions with
scientifically sound methods. -+ It includes activities that are carried out in
preparation for or as a consequence of the interventional part of the research, such as
screening potential participants for eligibility, obtaining participants' consent and
publishing results. It also includes noninterventional health and social care research (i.e.
projects that do not involve any change in standard treatment, care or other services),
projects that aim to generate hypotheses, methodological research and descriptive
research.

------ B Lld, BSMIc B LU AEERNT, BBICER 55 (HREE B
9 o— b Al RE R - LB Al RE G T A T BB L LD ETHE A, EEEND, X
MTEMRTHIEEBHET HMR, IRGRERIE T A HIET S8, EHflT
IRz, -

(UK policy framework for health and social care research 6, 2017)
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HRA Approval (HRA's assessment of governance and legal compliance
+ Research Ethics Committee's opinion)

My project Is categorised as research

If your research project is:

e a Clinical Trial of an Investigational Medicinal Product (CTIMP) (with the exception of Phase 1 trials in
healthy volunteers taking place outside the NHS)

a Clinical Investigation or other study of a Medical Device

a combined trial of an Investigational Medicinal Product and an Investigational Medical Device

a Clinical Trial to study a novel intervention or randomised Clinical Trial to compare interventions in
clinical practice

a basic science study involving procedures with human participants

a study administering questionnaires/interviews for quantitative analysis, or using mixed
qualitative/quantitative methodology

a study involving qualitative methods only

a study limited to working with human tissue samples (or other human biological samples) and data
(specific project only)

a study limited to working with data (specific project only).

Then you will need to apply for HRA Approval

If your project does not fall into the categories above but is:

* g Research Tissue Bank;
* 3 Research Database; or
e taking place in a non-NHS setting (a Phase 1 clinical trial in health volunteers, for example)

Then you will not need HRA Approval but may still need approval from a Research Ethics Committee 38




Clinical Trials of Investigational Medicinal
Products (CTIMP)

OCTIMPOEEIZIZEEREERM T TMHRA (Medicines and Healthcare
products Regulatory Agency) @ CTA (Clinical Trial Authorisation) AShE

O MHRA——The Medicines for Human Use (Clinical Trials) Regulations
2004 (Clinical Trials Regulation) M #1THE .

@ Clinical Trials Regulation——2001.5.2) %1 M EUEG PR 53 B& $§ 45 (Directive
2001/20/EC: Clinical Trials Directive) ZzER;EZ{ELT=t D

OCTADBFEEIFRA R Y —(ERIRGAEBRDEE, B2, EXICOVWTERE

*H85%F), BEIIHEMEREES X7 L (Integrated Research Application
System (IRAS)) M5 T%H, EudraCT (European Clinical Trial Database) HVi5

THLTE5,
OBREEE (F-IXHREEXZEHT=HRA Appoval) D BB EFE (L, Chief
Investigator (RIR Y —(IBEBERFIETELLY) , BHEEIE, IRASH b,
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Clinical Investigations of Medical Devices

OCEY—IVRIFEDHEBICONT, CEX—VDEHEEEEIT ST —2%5

HLERIDRE -ARZHEBA—D—DERT D155, F-I&, CEX—

VRIS

DEEFRICOVWTKFLGEFEFNEBMN AR —LIE 5B CTHIDEMIE
MNEREINTWDIGEE, A—H—ILHEE - X% MHRA (Medicines and
Healthcare products Regulatory Agency) [Z/EIFT4ZENWHE , MHRAIL, 608
URIZARFTE - DHEBRO RN DEZEZEIT 55, Notification of No

Objection DRFICEH>TEEZS X5, MHRA ~DBEI A WSELT

45 D

E-ARICELTIEZ, RECOEEEZZI(THIENANE,

QCEY—VBEISNDHRIZDOLVT, CER—INEREXIEHT AT 35T 5=

X T, CEX—VB RS D#EICEENLGTEERZMA Y, FESNI-B
FERALEYL TR ZERT H55EH, MHRANDREITHHE,

RIS T

QCEN— I D5 T ESNT-BHZEERTETT ICHWSHAEIZDILNTIE,
MHRA ~ADJEITIZFE, GARECHRECEEREEZEFFDITTLVAIEAIZIE, RECE

BTXRITHIENDE,
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Research Ethics Service — &k - TR G ER
O®REC—Z B(X158 LI, 357 DIA IR E - EERHB

(https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/research-

ethics-committees-overview/) But cf. 1844 LN (GAfREC 21)

O CTIMPOERIREAER D BHF——HFERENOBLRNICHEESR
NERZHI EMKRHENTLIS—Clinical Trial Regulations«EU
Directive

OCTIMPLUN DEGIRAEBRDBRE—RBREDAEHLELT, TESE
B (ER# 74, GAfREC 21)DiZE60HLUADHRXRER (HEIX
A0BLIA), SBDINEERIZLSHIEER @%Almmaumwﬁﬁ
EREMNRDOLENTLVS, (SOP 84)

=
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WERE REIAFH DER

1988 : i Ex & R & ;& Dl 7 (Loi Huriet-Serusclat)
1994: £ anfmIEiE

2001: EU3E S

2004: A enfmIB; AR IE R E R EENIE
2011: OviedoZE it 4

2012: fHER & (R & ;A RIE (Loi Jardé) ——— R FB1T
2016: Loi Jardé {&1F——2016.11.185& 1T

(/N

B, BENE

. 2014)
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v )LTiELoi Jardé—— A xS ET 3

RICET DR

el

(Loi n° 2012-300 du 5 mars 2012)

O 3FEFED AN RAE
1° NMAE——BREEICE O TIFEHIEESNEZWLANIZTHTHINT AL

F2LD—EMISIFCPP(NRIEZ B R) DABET SV AERME

>H

A Al BT e #4E (L Agence nationale de sécurité du médicament et des

produits de santé (ANSM) ) DEFRI BN E
20 B ARE——ERERICETHIHAELNT, BERGIVRT-HAED

AHEFOHD——CPPRDEFETEMTESN, CPPORZEE LT
EEZEAXANSMICREITAZENNE,

3° JEST AW

j'b__-d—’\-—c-’ijéflh\Ll%LU'_/_bh MEMNBEERYIC

EASN, &

-AE-EHZERICEENDOEDONENED——CPPO XK

ATCERTEDD, CPPORZFELEHREEZELANSMICEITAZE

NILE,
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Comité de Protection des Personnes (CPP)

QTSRS KRTHIFEIZIOD ANREZE S (2017.5),
O ZCPPMEE, FAE, FHMADREIEDEYFTEOHHEELT, Axt

R W % £ 1L & & & Commission nationale des recherches
impliquant la personne humaine (CNR, CNRIPH) —21& D&
B(EF -ERRCPPEZETA, ME - - DE - EFR&ESB
KT/CPPEETH, TOMEETR) THERN. EERFEZFHET
FCPPAEIYEH TS,
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—RREBE—ABEHEIE 7 2(3)

3) MEHEDORIL. thOAEHEEERIL TERT A2AEICIZRLSMEETE
EIZDWT,. —D0REBEBEEZRERICLSI—ELEEBEEEZRODHIENT
=5,

[HA 52 R](57~58E1(2017.5.29])

4 QDREF. BEERAEEEOENAEDEREZHFAIITHEIZ. XL
KIZODWTHDEEREZKDOAGSICHEATAEEZEELI-ADTHS, -+
—EL-BEREZROISETHLMEHKREIL. BRI OIMEHEAEEHIIZEH
BT o~ LET. BMBEHBEOENS, —DDBEEZBEZTESNREEIC
BEBEDKBEZITOFEOFHGHIVLELLS, F-. —ELEEEDEKNLG
FHIZOVNTIE, BB HEOEINTIKRFIZISC TR ST
T HLELNH D, LRAREEE—FBELTHREZEEZTESNDEEZT
9. IR HEAEDREEEZESDERTRITTELY,

[—IEBEEZEEOHT, BT AT, FHEMNSBIEICKRIBL, iER#EE
PEERERE-GEFAICERLGVMREEAMI VX, ]
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—EEAR _ GCP275520084F kK1

[RIE i)

F21% EMEE#BORII. ARFITOILEDOEEZDMDARICETHHAESE
EEITHhERED. 2 ERMEC LI —DAREERELFHELATAIEL
HIEW, F=EL., HREREEBEANNMIBETHLIETDMODERIZKY HELE
EEEEEICARBERERERTRET AN TELNEEIT., B ARBREERS
BT RIBITHRBREBEZRERITRALSIENTES,

[SRIET%)

F21% EieEEREBEORIX. BABRETOICLEOEBRTZTOMDARICEATIHESE
B RIHEBITHARBREERERERITTHLELRITNIEGESELY,

— EhEE#EODENREL-ABREEZESR [(EHOHKBEOENEFTHRE

LELD RO DD ENZEL-LDESL., ]

— Rt FEA RIS — AR R E AN REL-GBREE

BEIEEFEIREE (FRI0EEEET7S)FE2%
EERETHNEANFRELEZAREEREZESR
ERBGREICKVERSIN-EZMHAARINZEL-AREEZES[UUTHR]
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22 3k

& H LISETERMNES (EU) ICHITHERKRMIRRG I FHESEF27570
E(2012)

®ERTHFIEUERIRABRIES AT RERIRAERIR A IR KT
31(2)351H (2004), RITEU(ERINES) IZH 1T 5 R 5 5% | B D ol %= | [F]
42(2)%486H (2014)

OEEENEERAEICEATIENDIEEHEENEDOHIELDLLLE |E4E
FEHERREFEFRUFEERENRREE

ST E TR KRR ICBE I SRR KFEE & H A E D R - & | E D LL 8B
RIEE S BRI MR EFE TR 2BEE~260FEREMERETE-
REMREHES

€@ UK Department of Health, Governance Arrangements for Research Ethics
Committee, A Harmonised Edition (2012)

@ UK Health Departments, Research Ethics Service, Standard Operationg
Procedures for Research Ethics Sommittees (V. 7.2, 2017)

& The Medicines for Human Use (Clinical Trials) Regulations 2004
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2% 3Lk

ONIEBEHRFIIZUVAMESMBREZEZDNIE |EEEF295219E (2014)

QNI TA)HEREIZBITAERMERT I FEHRES EF27T558~69H
(2012)

[ETIE]

SOBE41TH IRTH — EROETHIHER -5

B 64TH F‘HE — F

Ost(umﬁ) IRARIZ T HTA)HERE ORI | FHRES EF138551~688
1998

S LHMELE-RASANEEMEMDPDFI7AILIE, ERMBEFIC
http://www2.kobe—u.ac jp/” emaruyam/medical/Lecture/lecture.html

[SH/HLFET,
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