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| [ZHITHRRKRBIZEZx 9 25l

-Common Rule —EHDZETNERF-IEHENT EHR
[ZxfL TERSN SR (FHBIE R DEMH)

‘FDA Regulations — I EFDRKABRDOERGTEICERS
NH5BMEZEMB (Food and Drug Administration) 0 5 il (]
FRERS ERGRCEEMBRFORTOREZRFEITS
BN, TORAUEHZFZLOITITOARLGEISERIND)

-FDA Regulations ¥, 1970F X% F LI&, RZEMIZIE Common
Rule [CZBEIEDHLIBESNTET=,

Af

OE-IL—ILDYFHE
OFERDETHER - HETHHARICSMT HHARMEHKICKLT,
HERE RED B E D HELIE (written assurance) DIRHEEFHF DT
HEITE O THERAREDENMEZHER REG EHETHED
E#HZE (Federalwide Assurance, FWA) Z#ERE{RER (Office for Human
Research Protections, OHRP) [ZIRHL, TDERBEFLIENKHLNTINS),
QBAREERITHL, BRI TITHONOETND AT HER - BN
THOMRIZDOWNT, TORBZZFIEEL, M OERDERIC
W1-5iEE N EE E B & (institutional review board, IRB) # R <Y
BHIEEROHELDIC, TDBAC-BHITOVWTERZERTE,
QE 7 DHERE DREDHILEDIZHEDEDELT, A2 T4+—LF-O
>tz b (informed consent, IC) D EHZ DT D EFHEFRTE
) 4




JFVIL—ILDE R
@ Tuskegee Syphilis Study®D #E EAd Hoc PanelZFR &S &=

72737 I Tuskegee T1932F M5, 400 NDEANBEEFE200A
DEAMBEZHEBRELLT, BEOEABEEZHEI HHAEN
TN, 19BEICHENPIEINSETIZ, HEBEEDIE28AMN
FETEL, ENLSMZI00 N IZEN R NE RSO R - FFESZE EA
SI2E-T=,

COMEEFRZBL-H;RE (N.Y.Times) (2% LT, DHEW [XTuskegee
Syphilis Study Ad Hoc PanelZzg%(11=, CD/IARILDRBRHEE
(1973F4A288) 1%, AZRRETEMED IS, DaELEFR
DHEEZ TN T ARTIZTDODWTIREI T HEREZLDEZ D
Bz EdT L EMERICENEL,

REZF R B REB DOFH EDRE

19735, AW RETHMARICH T HRANAF DR EERIET HI=HD
EEMNCOMEFRERICIRH SN,

tROFEH -2 REBEZTESERBINEESEZE K TH o -Edward
Kennedy & & (&, Tuskegee Panel DENHIZHE> T (FRHIERZFF DML
@M )National Human Experimentation Board & E 9 DEEZRH LT
M, BT HRAAIETEN -, ZIRELLT,

DHEW (Department of Health, Education and Welfare) — AZXHET S
MEICEASN DB DHIFE (BEIZE#t1EHo1-) .

1E# FRzE &= ——National Commission for the Protection of Human Subjects
of Biomedical and Behavioral ResearchZ ((RHI#EE DL LV EHIEZEE R
LQ)ERiET 5:E1E DI, —National Research Act of 1974 (19744
7H12R)




REEZE A& R B H E DRRE

& DHEW

1973108 . INFTHHDOE TEDOoN TV AZHRET IR
[Zxt 9 ST ZDHEWD R A T SR EXEHNBAE HRICIHE
L7= (38 Fed. Reg. 27,882, Oct. 9, 1973) ,

19745308 - &£ AEMNOHEN-ERZHEFEFATMED L, TF]
DENT-FREAIEL TL 7 (39 Fed. Reg. 18,914) ,

—MEMBERDZEES (a committee of the organization) [ZKDEE
DEH Gh=IC, ARFHBCRTIRGEHEHNEEDEHENE
mantz), A2I74—LE-a U FDARAE, DHEWIEE DESF D
EHDOEHENRESNT,

National Research Act & National Commission
197447 B 12 H ——National Research Act of 19740 R 3L .

(DNational Commission® EFiE

TOEHE ——1)DEYEEM - TEEMAERETHOERNBEREDRETE,
QMEBREBIZHIAMRSAUDERE, QFKESE, AA, HERINEHFEH
BEEEDZEDAVI+—LR- OV NDEHDEE, QBEAES IV
FBHNEHZDODWTOIRE &ET, 1L,

@%@ By D B IZFEL Tlnstitutional Review BoardZEd A D E DiE
HDIREFERF DTS (B4 A2, “Institutional Review Board”®
BIMIZDERZIZIRED)

QBB IREERIZDLVT, National CommissionMD & FE T, DHEWIZ LS
B - E@EZEIELI=(FESM)D L),




National Commission&ENJLE~-Li—

National Commissionl&1974~1978FIZMITTHEAMIZFEL, BRI,
RRIREAR, WA, FFENE, REFESE, FAEEZFSEZRRETSHMR, IRBE
A7+ —LF-aVEUMNIBTH1TMOIHEZE (AppendixZEL) IZFED
bit=,

=512, 19764E2 A, National Research Act A% National Commission|Z3K &
I EYEZEN-THENARTEOERELLGOIRNZERMHEREDIR
TIGEDERZTILEDIC, AZVZTFUHBEDONIILVEV AV TFLU X
tUA—IZEVWT4BRBIZh=o2ENHME. TOREELTDERDIEET
DREREANIVEVL-LIR—KZFREHoNT=. RJLEVUM LR—TERERS
MAZXANTELIEESIVEBREREOEXRMVMBIFREEA] (respect for

persons, beneficence, justice) A L 541T=, The Belmont Report: Ethical Principles

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

REZAFEAERYMOIEY IL—ILA
1974 DHEW, Protection of Human Subjects (May 30, 1974)—— AZx{ &R &9 55T
(2B 9" 2DHEW D #R Bl D H TE

1975 DHEW, Protection of Human Subjects, Technical Amendments (Mar. 13,
1975)——National Research Act [CE & S 5 HDHEWHR Al Z K AT (“a
committee of the organization” A% “an Institutional Review Board” [ZEZ#1Z )

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

NTDERAETH, HEREDRED-HDDHHSIHRAIZFRIRT L5805

1986 Office of Science and Technology Policy (OSTP), Proposed Model Federal
Policy for Protection of Human Subject (June 3, 1986)——RE8{% & FF HV AR 2 L =& 3T
HomfedEt =

1988 OSTP, Federal Policy for the Protection of Human Subjects (Nov. 10,
1988)——Proposed Model Federal Policy[cxL CTHEh =B RES&E(CHRETSNT-
Federal PolicyZEAY, $RAIEEL TIREREMNI= (common rule D EEAFONT)

1991 OSTP, Federal Policy for the Protection of Human Subjects; Notices and Rules
(June 18, 1991)——Federal Policy A’ 15 E T DFRAIEL TR (AFE - JL—JLREIL)
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HOAEDEEISHTHIEL - IL—ILDE
@ Expedited review (45 CFR 46.110)

“research involving no more than minimal risk

\\\

"minor changes
& LEEEFiR

7/ LR fmEETE £ (2001) 527 (5)

—BWGER, KRR, BRZOMRLECERDHR

EF MRS (2002, 2007)5F2:-5(2)@

B PR B 22 fm B2 $5 &1 (2008) 3 (9)

—BRWGER, KRR, R/DEROEKREEAGVASR
Sl BF-EBRIKIZHITHICHFEREIEE45 CFR 46.116(d), 1&&,

11

1974.5.30DDHEWM FH 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 1is 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.

------ AZXHRETHEH TREEADHMEFTEIRNOHBZZITHLD
I, ZZMEOZERH, TOFPEZEELIVARL, HlENTD
BEBFIVARDEHREZEERICTIRELEZLDTEWVRY, EESn TIEA
SIELY, ELVSDONEEEDFEHTH D,

6 12




1975.3.13MDHEW® #R BI] (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 1is primarily the
responsibility of the institution 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 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.

""" A RETHEH CEELEDHMEE-IIZNDHMZZITH5LD
[&, an Institutional Review Board A%, ZD;EFHEZBEL IV HREL, LUXHR
NEZDEESLIVARZEDRZKZEEEITIREL-EDOTRUVLRY, EESh
TIXELELY, ELVSDOAEEEDHEHTH S,

13

1981.1.26 MDHHS M #8 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.

BEADOXEX, KXIIBODIRBEFZRET HBLEIFELS, ERMICENT,

DMEEE N R ET AIRBODEAETFE T HAIREEZRHHLOBMEESN
=5

§ 46.103 Assurances.

[HERIL, DiakeEd, ULTOREZELLNDET S, ]

(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) ARsubpartDBEH IO TEHRESIN, KEDGMELVTDEERLE
ﬁo)ﬂ?ﬁi'1%7?@%5’%%3'2%%)k'l"‘ﬁﬁﬁ?ﬁ‘ﬁiuéﬂthBO)io
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OF - IL—ILDRET FRERESE

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.

JFED - IL—ILHEIER20FED2011F7H, BHMEAEAE (Department of Health
& Human Services = DHHS) [FOSTPEEMEL T, aF - JIL—ILA, Skt
EHEDEM, REY—EXHAREOHAESZ-THREMRRER, T3 —X, 1
DE—=2Yh, NAA N OERWSMEDILKRGE DEALIZH G TEGELLES
TERELT, OB IUN—IILDERRETICH (H-FRAIH FEFHEFNZH L
2o ZCTlE, AR REDQREDHELLLIC, ERURBEHEL, T
BIcxd L8, BiFE EARAUEZRBOSELIHYAICELT, 2EV-IL—ILD
MR EBT, MEEFRTL, ThSICELTEARNLERICHITHERMN
ROLNT=,

19

OED - IL—ILORET—HRAIE
2015.9.8——Department of Homeland Security 7&£& 16 & T, Federal Policy for the
Protection of Human Subjects (Notice of proposed rulemaking: NPRM), 80 Fed. Reg. 53,933,
Sep. 8, 2015.
ANPRMTIRIRSNI=EELGHIERIE, LTDOR,
(1) ExPASRIE (EALFEHDMMERADIEEM, ERFIAEZE, EREAR &7/
L—Y)I R, EQFE) DEM, FRBADRERKRREICLDICHHE,

2) AMRAHZERVNSHTEIL, ERAIESNTEIE IIL—ILDORR, FREFSEO =R
E)E%igﬁﬁggiélcwgﬁ Broad consent®DEFRE ., iXF - IFERBHRDRE - FIA
a][&10

) FHE-EURHMRIERE, ¢ BRI FHRERIL,

(5) ENTERSNIEADIMEEDZiHZERHRIC DOV TE—IRBEEZRH(T,
TEITIXERDIF R,

6) THRBEXNRMAR LT —ENTOEBIDHDEFEICAST-HTRIZ DL T O
BEZHEREL,

(7) BHDEEZZITHENDOMEDEEKRFAERZIEIL—ILDXRET D,

(8) Broad consent®DRHOZIEE LI RIEMHB DL TICEHDFRIFZROHIL,

©) HRIEFHEDZER-ZEFICHITHICEHDRLE,

(10) EEEREAERRICXEDNHT—IN—R~DEEX,
8 16




OF - )L—ILDERET %5 8]

2017.1.19——Department of Homeland Security %% & 16048 T, Federal Policy for the
Protection of Human Subjects (Final rule), 82 Fed. Reg. 7,149,Jan. 19, 2017.

ANPRM CigRen iz E ELRIE RITHT SEIRLIE, LLTDESY,
(1) FRBAEIE ELLEROMAEIAD AN, ERFHEEZE, ERET 25 /4
=TI R, ENFE) DEMN, FREAREEIRE (BREICEEFERLLE) [CRIICHHE,
() EERGFRF-FHRORE - — RMARFIAICxIT S broad consent DFFR, 514t -IE
ERERORE FIALEISELRET S0,

(3) FFIR, @) HEAKRNFEHRER,

(5) EINTERSNSERNDIEERD Z ey HEMZICDOVWTE—IRBEEZIFTIT,
1T ERDIER,

6) TERBEXRMATOT RN CIBEID A DERFEZ A T=0HZE 2 DULNT DR
BEBEHEELL,

(7) FFEIR, 8) TR

9) MRIEFHBEDER -ZSEZF (VW TICEHDBEALL,

(10) EERAEBRICXEDNEHT—IN—ZA~DE %,

%20204E1 A20 B @A D E—IRBEEEHLSME, 20181 A 19BN LiEIT-E A, 4

BE—IRB [C&AH—EEE
§ _.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.

HREFRETE (S, KIEHOERAZZ(TOM R BE CTERDERLASMITHED%E
LS. MAMRETEDREICE T, BFHEENHERE DIEFLEUADREEARIEEHD
BFIZHLTERZRES,

(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) BARKRICSNITEERENICHET HiEFIEITART, ERENTERESNSHH
BREBRICDOVNTIE, BE—IRBICKAAEZRICEBMLA T NILH ST, BEICH-SIRBIL,
ML - T DEBETNIETEL, F-(X, F-HEEINIREL, AEZHEHEITS
HERETHLEETLHENDET S,
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H—IRBIZ&EH—EBERE
§ .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) UTDMREIEERBEEDFRELLLY,

() EEIEHDRBOEEZL KDL E T+

(i) FRAZEZ1@EN-Eihd HEFRETH, HEXFEDKRICITHE—IRBDFEANTEY THS
CHIBRL, F08%T BT

(€) AREOIEDBERAMNZVOAZEICEELT, KRR DOSINERTERBEZNOLHS, ith
IRBODEEANDERL, F=IE, FHDEERERTORIBRDEUROET HEMTED,
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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 R M54 FE O E L —IL RET DFR{T - BRA A %
20187 A198 [CHEH T H B F R AIZ F K (2018.1.17)

The U_S. Depariment 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 (82 FR 7149). Most provisions in the revised Common

Rule were scheduled to go into effect on January 19, 2018.

January 17, 2018

The IFR delays the effective date and general compliance date to July 19, 2018, providing regulated 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 /www federalregister gov/documents/2018/01/22/2018-
00997 federal-policy-for-the-protection-of-human-sub: - -of-the-revi -to- -policy-

Until July 19, 2018, regulated entities will be required to comply with the pre-2018 Common 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 /fwww gpo gov/fdsys/pkg/CFR-2016-titled5-vol1/pdfiCFR-2016-title45-vol1-part46 pdf - PDF

An example of a revised provision that does not confiict with the pre-2018 rule is one that addresses new elements of informed consent (revised rule at §___116(b)
(9), (e)T)(9)). It is permissible to incorporate 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 conlinuing review in certain circumstances (as descrbed in 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,

o AT ERAIHEME—FEEEDOEAH (20201200 F LR TS &FLELY,

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 is 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

e BEFITSSICHITEZERT S (eg 2019.1.21FT)IREE BB P,




Fmal NIH Policy on the Use of a Single Institutional Review
Board for Multi-Site Research NOT-OD-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 R R B —IRBEFHICEE 9 ANIHIEEt 11E, NIHA #E BN T 5 GE AR R THLY) A
HERREEOLMEMBRICSINT H5T X TDEEEH, 45 CFR Part 460DDHHSTRERE R
EBHANKOHMEEEEZITIEOHIC, BE—IRBEZAWVSCEEZEFT A LATED D, KIE
#t1%, 45 CFR Part 46.114 [ZEELTHY, IRBEEFHZMIL-FAEICTREELIZEEE
B, ODWOZTIE, MERAEHEBREREZELGOICLLS ARAATELGREYABISEST
TEHIOEREIN-LDTH S,

[FE4TIX, L%, 20175258 LN TULV=AY, RIZ, 201851 A25H IS =,
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EURRREERTE T

2001.5.EUBERERERIE S (Directive 2001/20/EC: Clinical Trials Directive) 2}
f

® HAXE ——HEREZFFHHEE KRR GEN AREEZ R

® [EREAER—— ANITx T HEER T, DERERZE (investigational medicinal
products) DEGFRAY, EFH], ZEMEIRFHINREZEZHR -ZRALT S
EEBMETHED, QFRBRFEDRIERAZRIET HSLEBMET S
10, Qe -AMMEHRI BN THEREDORIR, 7%, K3,
P EMER TS EEBHINET HHD (2(a)

® SHERE —EYHBKOEFEMEF (T TR T, BKREERIZEL
THEBOFMREGAHAFIEIFHBELTRLLNEED,, BEAEET,
AN OWRTERA-AS-BEINDGELD, RBSIN-ELLSNT
FRINDGE, KBSINE=HBIKIZOWTENEREEDS=OIZH
LWondiZEzrad,

25

EUBGKREERIES
E3% FERABRMRE D RS
218 BRI LI T DS SR> TEMTE S,

(a) FRISNDURVERED, HEELLIVBDOREF-ITGRDE
BTSN ELE =N, HEE S =X (Ethics Committee) 5
FUOFEEFIRMEDHEHBD, BiIFSNIABBMNE IV A REAR
FITEMNIRIZIE HILTEHEDIERICELET HIFEICR>TRAIET
= CNEHOFEENKENIZEZA—INBIESIZR-TikiEd
BH_ENTES,
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EURRREERTE T

Fok MEEES
F118 MEBEEE BREBRERZENELT GEZESDRE - EEICRER
BEZECLITAIEESA,
$21H MEREXE BRIKHBRORIBAIC, ROSNDIH/RIZTDOWLNT, ZOE
REHEILTIFTNIEESE0N,
F31E MEBRERIE TOERZHAETHICHST, &I, UTORERETL
T HIEESELY,
(a) BRRGRBRODERLTORBRT 1Y
(b) FEIFKFE2IE)BTROGNDFRSNDFITEVRIDEMMAHRTE, £
DIEH/MBELELINZEDTHS M
(c) ZFakrai
(d) ARBRUOHARIIEAZYTDEKE
(e) [FERZEDATORERIBHET AHBREDIK- FERT— 2203 AR E T O— v—
(H MEEEDE [LITHE]
27

EUBREREERIET
FoE MEZES

F518 MEBZESFIEMNLHEEDZEANL, BEERLUVYZMEBERHICH
(TAFMELUBICERAMEDERZHITETIC, REOBNSZI6NS,

FolH MEZERL, ERZROZHBFEICOVTORTHBAIZ, BEEHDS
I CITIRHE SN BMEER T DIEREKRHDIKELXIEIIR->TESIEMNT
=%, FSIETEDHLEAM L, HEIHBERDZEETEITLAL,

F7%& FESHETHRTEITHIOHDHBOER(L, BT ART-IIAMELEED
FFODEER, FHITECFREEYEZECEERERNRETHHABDIGE
ZFRNT, EHonEly, ...

B BE—ER
MBEIE, E—ONMBEDELIANICEESN-ZIHZFEARAERICEALT, ME
FELSOHIHIHIDHLT, BENEEICE—DERDIFEIREZTEOHIFHES
BN R (ALY A A
RIRFICERDOMNEEICEWNWTERINS ZHRERABDFESICHENTIE, &
ZERRARICEDLAMEEEICE—DERNAHEIW G ITAIEE S,
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EUER R B AR Al

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.

& L&, 2016F5H28B LIEDIEIT, DB, 122018410 A KEAT
[ZHEER, 201746 B 16H, 20195 %3 ZHEHA,
o MBENESHREZELALEKRDDIETHD, ERNESTELT
DN Hz=EORRAIIZ,

o FEHEMBRERKRAKRICONT, — ECLOEERENID, EEH
E%E[j:_x’“:o

® {K{ZEERRIRAERIC T HBMEHDEA,

29

EUE R 8
Europe Medical Device Regulation (MDR)

2017.4.5. EU 1ssued 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.

®2017F5H25B F%h, 2020F5A26 B iEfT (LY BRLVERZEEH D45
h5Y, RKRIEREZRICEALTIIEL),

o MBENERN:ESTELTOAZEDOHRE,
® HRFE IR ST ELEERARIZEHAIRFNETED S,

O EHMETERNDEEKRMEIZDOLNT, E—DEEKFEEHENTIEE
(785%),
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A1) ZDMRE

IEB R EEL:1990~2000%

1

LREC: Local Research Ethics Committee (1991 ~)

——NHS D #h X 2 &4 B District Health Authority (AA20~508 AE) &
[COEDERE . NHSRZY I EH S, NHSHEERZFAI 5, NHSEEZ
XRET D, NHSEEDREFHREF AT H5IT RN TOMEINTR,

MREC: Multi-center Research Ethics Committee (1997 ~)
—5SUEDLRECOE ST HMADERICZ =5,

COREC: Central Office for Research Ethics Committees

(2000~)

——LRECEMRECZ#fEET HHEME L TERIE

16
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National Research Ethics Service (RES)

2007.COREC & LREC & U MREC #8352t D ELTHRE,
(2011.Health Research Authority §%1& . )

2015.1. HRAIZ, Care Act2014 [ZEDULNTNHSHAHE I BT ITECEAIZSid
QHRAD F E 7GBTS (Care Act s.110(1))

(a) tREE-MEARRFIBROIEFDRRAZELREFR

(b) AZEHIEE B 2 B{% (Research Ethics Service DHERE) : {GEE DR -
(c) UK Ethics Committee Authority D& &

(d) NHS B & O <P R FERERR L D A BB &

O RESIFHRAD D AIHEEED —D T, NHSHDMHIEMMAREZER - XIEFT S L%
HOTWS, ZnlE, AESMEBDIER, T&, B, ST RET S,

bhbhbh(d, SMEEHEEFRETLHEEDLIC, REMEICHTAIUKDHESE A
&, URNDEENDIA—2 Rz RNICT AN EBN CRELGEEREZIREMTIE
HBEBE-TLS,

bibnld, AESMEDEF, BE, Bk, EUTHEREL SNE, = #HE
[CEENIBREE I AMEBMNMEZHETLIENSZERFEMEIE->TLS, |
(HRA Website, "About us")

R B

on

33

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 ServicelE FEEDBLDMNOIBRENTNET,

® RELHASLTHEOHREBETEILISVROHE
RERER

® NHSOHRMEEEREBMT IR T(TDEEBE
UEZEK

@ RAYI (AT FUREICFRTEY 54 T4 XIZIRE)
(https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/)

17 34




Research Ethics Service (RES)

NHS RECI&14®Mregion (England, Wales, Scotland & Northern Ireland) [Z
86 3% (as of 2018.1.5. RESFEE H#IL200LL L&H 7=, BEREEEA
2013, 12).

Recognized REC —EABRE DEGREAER Clinical Trials of Investigational
Medicinal Products* (CTIMP) [Z2DWTEE Y H_ EZFUKECA (Ethics
Committee Authority**) [Z52A]S4L7/=REC : Type 1 (healthy volunteers% {5
ETBRBREEETED) =23, type 3 (patientsE xR LT HREEEEETES) = 55.

Authorised REC ——GAfRECIZEDWTHEIN TIEL VDAY, CTIMP
[SDWVWTEETELLREC:30

*BIARERET, AREMWT ORRBBENTHEA-RAEINGIGE, QEIG/HTHLLNS
15E, QAR DIETODEMMEREZIGT 5-OICALLNSEEETET,

#*JK Ethics Committee Authority : Clinical Trial Regulations 2004 [ZE D TERE, MEEREHR
&, A, BB OEREE Y 5, TEE EOERIEAANRESHITEE,

35

Research Ethics Service (RES)

®RESORECHEEZRITHIENEFE DITHN TSI (GAREC 9-10)
(a) NHSHERBEDH—ERDIAEEZRRETIHE

(b) NHSEDY—EXRFHAEDHIE - NEEEZNRETHIME

(c) NHSEDH—ERF|AHFRH - FHRETINET LR

(d) NHSEDY—ERFAEIINESNT-BEFDH - [FER CTHAITEELEDZE
MEATHHELE,

OMAT, TiED, IESHRECIZEDBEEZEF DT TLSHHZ (GAIREC 10)

(a) FIEERENBEEXNRETHHR

(b) RELGLTFHEBRBEZRYFOTHR

(c) H&K-FEERMNSIEIMOMIETERINS ST MEERRET HATEDHE
d) =T R—LABREEXNRETHHME

(e) EREMSTRMKE

() CERXR—VDELERZTRALDS, FIEFHEMICCEY—I#IZZTRAVSIME
(g) ABREFZRVLHME, &
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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.

------ HEEE, BEMICEHLGAEZANT, MBICEZDF(EMBEZFBIL
95— MRILAIREE /- (X e AR REa AW E G LIS ETDES, EFEND. IR
MEERTHEEBENET HME, RRERIAIT S EEBHET HME, BT
RRMAREE,

(UK policy framework for health and social care research 6, 2017)

37

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:

¢ 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

® 3 basic science study involving procedures with human participants

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

a o ot Alhsime Arialitativa Amathade Anl
= a DLL.ILI)‘ II IUUIVII IB L|uc.||l|.a|.nvc I IVUo wi Ilyl

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:

e 3 Research Tissue Bank;
e a 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 stillwed approval from a Research Ethics Committee38




Clinical Trials of Investigational Medicinal
Products (CTIMP)

OCTIMPOEMIZIIERESEEE MTMHRA (Medicines and Healthcare
products Regulatory Agency) M CTA (Clinical Trial Authorisation) ANAE,
®MHRA——The Medicines for Human Use (Clinical Trials) Regulations
2004 (Clinical Trials Regulation) D ¥AITHERS,

@ Clinical Trials Regulation——2001.5.22#1 DEURR KL EZ 55 (Directive
2001/20/EC: Clinical Trials Directive) ZER;E{ELI=HD

OCTADBRBHEIFIRAR Y—(BRRKRABRDER, EE, E€ICOVTERE
“E8O8F), BT EMIRBRFED AT L (Integrated Research Application
System (IRAS)) M5 T%, EudraCT (European Clinical Trial Database) HV 5
THTED,

OGEEE (F-IIHEEEZSOT-HRA Appoval) D B 5 EF (L, Chief
Investigator (RARH—(EBEEERFIITELLY) , BEEIL, IRASH DL,

39

Clinical Investigations of Medical Devices

Q®CEY—IXRMEBDHEIRICDONT, CEX—IJDEH/BEEEFEIITHT —3%F
SEHHIDRAE - RAREHEBA—D—DEMT HIFE, F-1&, CEX—IFREFF
DR ICONWTKRKELGEFEFBBARR S —LL 5T T DE M1
NEREINTWESEE, A—h—(F5HE - X Z MHRA (Medicines and
Healthcare products Regulatory Agency) [Z/ET45ENHE, MHRAIL, 60H
URIZAREBE - DEBEROARNDEZEEZEINT 55, Notification of No
Objection DRAFTIZKH>TEREEZEHZH, MHRA ~DBEINANHELLHEEFDER
E-HRICEALTIE, RECOBEZZITHIENRE,

O CEX—IVBIBDIHEERIZ DT, CEXN—VDEREXZIFT 5T —3METHE
BT, CEX—VERGOHRICRENGERZMA LY, FPESN-BHALST
FALEYLTHEZERT 5551, MHRANDEITHIBE,

OCEY— D HAMB LT FTESN-BMEZEEE T ICAVWSHRIZDOLTIE,
MHRA ~DJEITIFFE, GARECHRECEEZZH DT TLSIHFEIZIE, RECE
BEZTHENDE,




Research Ethics Service —— &l - I RE TR
QREC—FEIFI58 LA, 35D 1N EHEE - IEEEH

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

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

O CTIMPDERREAER D HF——HFEZEMNL60H LINICHERE
0),.»%7&&5'3';&/3‘7}?&) LA TLVyS«—Clinical Trial Regulations«—EU

Directive

OCTIMPUSN DEGRABRDRAGE—RBEDAEHELT, EERE
E(ER#74, GAREC 21)DIFEOBLULADZRER (BEX
40BLUA), SBD/INEERIZESIBBEDIGSICII2IHURAD &L
BERMNKRDHEN TS, (SOP 84)
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HER A REEIRHI D EE SR

1988 : 1 ER & R ;£ D Fll %F (Loi Huriet-Serusclat)
1994: £ anfRIEik

2001: EUE %

2004: EifmIRANIE ; R EFREENIE

2011: Oviedo&&#94iL 4

2012: #EE&E {RE& X WIE (Loi Jardé) —— K HE1T
2016: Loi Jardé {€1IE——2016.11.185&1T

(INFAEE, BEERE, 2014)

43

o~

U LT iELoi Jardé—— ANERR LT HHEICET HneE
(Loin®2012-300 du 5 mars 2012)

O3EFHDATERHAR

1o T AT ——BEERICEIOTIHXEZESINGELANIZHT EMT AT
HF33D——=XJEISFCPP(NREZER) DRBLEISVRAEREME
B E LT 2 (L Agence nationale de sécurité du médicament et des
produits de santé (ANSM) ) DEF Rl AL E

20 BN ART——BERRBICETIHARLUNT, BMGIRY-HERD
HEFILD——CPPOABTERTESA, CPPOARBE LM
EEZXANSMICEITACENBE,

3 ENARR—IT RXTITANBEERYICITHA, EEABEBERYIC
ERSH, ZH- AR -BRICEESNDLDONENHD——CPPD K
MCEMTESN, CPPORBELAEMEEZELANSMICEITEHZ L
IAE
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Comite de Protection des Personnes (CPP)

QTSR ATHIFEIZIOND ARERZES (2017.5),
& & CPPOEE, AE, SMEDRIEDEYFELEOHEAELT, ANt

% B %% £ 1h & B & Commission nationale des recherches
impliquant la personne humaine (CNR, CNRIPH) —21& D&
B (EF-ERRCPPEAETL, ME-#HR-DE-EZFR&ESR
KEKCPPEETH, TOMERTL) THB. EEHFZHHET
FZCPPAEIY TS,
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H =X
kAR - HEEHT & B AR




—REBEE—ARBHEIE 7 2(3)

(3) AEMEDR(X. O EHEEERIL TERT A EICIZRIAEETE
ElZDOWTC.,. — D 0GEBEZERICELI—IELEBEZRODLIENT
=5,

[HA45 > R])(57~58E1(2017.5.29))

4 QOREIX. EHEAREEORISIARDERZIFAIT SR, ARE
RIZOWTHDEEZRDDGERICERATHALEZEELIZLDTH D,
—HELEBREZROIIETHHRHEIL. BRI OAEKRE LS AIIZEH
BEIT2oELET,. EMEKBADORIL, —DODMEBFEZESDREAIC
BREDREZITOFOFHRNIDELLGD, T, —FELEEEODE KL
FlSOWTIE, SR EREDEINIRNRFICISC THEMREIZE LT
HET oLELNHD, KA REEE—FELTREZEZESDERER
79 . IREEABDREEEZESDEREZITTELL,

[—EEEEZEBOITY, B9 417T, FEMEIEICHKRIGL, HIRHEE
PHRERERE-RERACERLGWVREEAMT VR, ]
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—EEE——GCP2752008F X 1E

[SRIERT]
F215% REERBEORIL. BBRETOICLOEEZDMDEERICETIHESE
BEIThEAES . EREREEC L —DABREEZTERFRELLTNELR
IR, f21ZL ., AREREREEANNMRIRTHAHLTDMDERICKY HEER
EEREREICARBREZERTHRET A LN TEHNESF, L BBREES
BRTERIBTOEBREBEZARICKRADIENTES,
[IE#R]
$21% REEREEORE. BBRETOICEDEEZTDMDBERICET HHES
B RIBITHRBRBEZARICTOERITNEGLEN,
— EEEREBAORNRELLEAREEZRES (ERORBORNAETERE
LIzt DR U OHEEDRARELIZHLDEET. ]
= —RHAFAEARE—REHEEANRELZAREERER
= RBEFREMFDREE (FRIOCEERETS)FE2XKFE2E [CRETIHE
FEFFEHEANRELLZABRERERZES
EREFREICIYBRSN-FNERISRELZRREERSR
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xE E3ES T5VR HZA
Hhig (BEICH
MEEREZES He s hish (NHS)+ |f=ACPPIZ2 Mo
DB REFx ? sk (KF) |[EOCPPMHML |°
{CTHRE)
A
hR—EEE | aoiAns 1E1EE  1E1EE |k
%
%Eﬁ'ﬁ@%ﬂﬂﬂﬁ U U > Y
Commission
& Research : "
R AR sl Ethics Service ::Ef:iﬁ edses Bl
HREDRE, ?ﬂ‘%?‘&ﬁﬁ%"ﬁ% INGIOE-T 2
DEE THEBEDH | TOUKDESH 2L LTS HE
1 st & 5

A\ =4




2% 3k

& H EIKETRRMES (EU) ICHB T ABRKRMRRE I FHRESEF27570
H(2012)

®ERTHRFIEUBRKRARIESEA X URBRKAERAR R KT
31(2)351 K (2004), EIEU (BRI EE) (ZH 1T ER PR &L R il B D o | [H]
42(2)%486 5 (2014)

OEFRFEEERAEICETIERNDIEHEENEDORELDLE |IELE
FEREEMEEFME TR 4AFEERERRRESE

O T TERARMEICEAT AECKEE L HOAE DR - X F E D L E B
RIBEEFBHEAREFHNETRHBFE~260FEREMERETE-
REMRBREE

@ 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
51

% 3k

ONINEFFIISUORAMESMEBREEZDHUIE |BIELEF295219H(2014)

QHIUTTAYHEREIZHE ITAEKRAERF I FHRESEF27TE558~69H
(2012)

[ETIE]

SOBE41THE IRTOHO — EIMOATHER-HEITS

B 61TH {/E — =T~

QA UTERIRARIZH T HT7 A AEREDRFH I FHREFEF13551~68H
(1998)

SLHMELI-RSAREBEMEHDPDFI7AILIE, RERBE DI
http://www2.kobe—u.ac jp/” emaruyam/medical/Lecture/lecture.html

[SHBHELET,






