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National Commissionl&1974~1978F (AT THEAMITEEL, HEIL,
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AV TA—LER -V MIBETH17TROHREE (AppendixZ L) (TFED
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512, 197652 A, National Research Act A% National Commission|Z3K &
TEYEZHN-THENARITBOERELLGINETERNBEREDR
RIBEDEFERZITIEOIC, RAZVZTUOBEORILE AV TFLUR-
U A—IZEVWT4BMIZHI-SREBLEIM. TORBETDEDERE
DERENLVED S -LIR—=bTFEDONT=. NVEVM LR—ITRERE
MRAZXANITLIEESIVHEBREREOEARMMBIBIFEE] (respect for

persons, beneficence, justice) A FHL ATz, The Belmont Report: Ethical Principles

and Guidelines for the Protection of Human Subjects of Research, September 1978. 9
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1974 DHEW, Protection of Human Subjects (May 30, 1974)—— AZ xR LT 5%
[ZBE 9 SDHEW D38 Bl D il E

1975 DHEW, Protection of Human Subjects, Technical Amendments (Mar. 13,
1975)——National Research Act IZ@E & S 5~ DHEWR Bl Z K ET (“a
committee of the organization” /% “an Institutional Review Board” [CEZ#1X )

1981 President's Commission for the Study of Ethical Problems in Medicine and
Biomedical and Behavioral Research, Protecting Human Subjects (Dec. 1981)——34
RTOEHEFH, HEREDRED-HDDHHSIRAFRIRT DL 581E

1986 Office of Science and Technology Policy (OSTP), Proposed Model Federal
Policy for Protection of Human Subject (June 3, 1986)——B8{% AT A AL =&
HmEdtE

1988 OSTP, Federal Policy for the Protection of Human Subjects (Nov. 10,
1988)——Proposed Model Federal PolicylZxtL THEN B RESE(ZHETSN T
Federal Policy==AY, FAIZELL TRTEN T (common ruleD EEMFEHON 1)

1991 OSTP, Federal Policy for the Protection of Human Subjects; Notices and Rules
(June 18, 1991)——Federal Policy»‘15# FF DA EL TR (IE - )L—)LRRIT)

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

* research involving no more than minimal risk

* minor changes
& LEREEFH
7/ LR MmIEIEST (2001) 82 - 7 (5)
—BWMAER, REHE, BRAZEOMELR CERDOHE
EFEMIEIES (2002,2007) £2 -5 (2) @
ERIRTA R fmERE & (2008) 3 (9)
—BWMLGER, REPHER, /DEOBEREFEALGVHR
Sz, EF - BIRRIZEITHICOEREIE & 45 CFR 46.116(d), %

11

1974.5.30DDHEWM FR 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.

------ AENRETHEH TREEEADHYMETERNOMINEZ(TEHLD
(T, BFZEBOEERN, TOEFHEEELSIUEIL, BHZEBASETD
BERFIVEZRDLHFZEZELELITIRELIZLOTEVRY, RiESN TIA
BIEL, ELVSDAEEEDFEHTHS.




1975.3.13MDHEWM #R 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 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.

------ AENRETDERE TREADHNEFIIZHNDHEEEZ(THED
[%, an Institutional Review Board A%, ZDEMEFBE L IUVAIEL, HXiE%
NEDBEESIVRZEDEFEZELEELICIRELI-EOTELEY, Eifsh
TIXESHEL, ELVSONEEEDAHHTHSD,
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1981.1.26 M DHHS M FR 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.

BEEEDXEIL HERIIBSDIRBEFHRETIHE(FLHLS HEHICENT,
th D EEE M ERTE S SIRBOFEHAZFE S HA et 2R H D58 ESh
1=
§ 46.103 Assurances.

[(FERIE, Diaed, UTOREZETENDET 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) HsubpartDEHIZRH-THESN, SHOBFHLVTOEELR
RO BEOEBERA DI+ HEBENAESNEIRBORE.

JF-IL—ILDERET FREREE

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.

JEDIL—ILHIER20FED20115F78, EHE4E A (Department of Health
& Human Services = DHHS) [XOSTPEE#EL T, 3F - IL—ILAS, SR
BHZEOEM, REY—EXAROHRESE - THRERE, T—9—X, 14
DE—=2Ib, NAFNDERNSHARDILKRGE DEALITH IS TEGELGS
TERELT, OEV L= DL MBHIHET M IF-RBIFIEERHEMZHL
1z ZITH, AERREQOREDORELLLIC, BERLGMBLHEL, SR
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MREEFBIT, MEEFRTL, ThLICBELTERMLBZERICHTIERMN
ROLNT=,
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2015.9.8——Department of Homeland Security 7%%& 160 & T, Federal Policy for the
Protection of Human Subjects (Notice of proposed rulemaking: NPRM), 80 Fed. Reg. 53,933,
Sep. 8,2015.
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(6) TRBERIFATAOT —FEHT OBHDH D ERFEZ A T=FFZRIZ DT DR
BEEHEIL,

(7) ERDELEZ(THENDMEERDEERAEREZIEVIL—ILDORRET D,

(8) Broad consent®3KHZEIEBLI= A RIZHEFIZ DL TICEHDRRZRDLEL,
) XMRIEHEDRIR-SEZFICETLICERDRIR,

(10) EGEESRERICEDNET—IRN—ZI~DEER, 16
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2017.1.19——Department of Homeland Security 7%£& 16D & [T, Federal Policy for the
Protection of Human Subjects (Final rule), 82 Fed. Reg. 7,149,Jan. 19, 2017.

ANPRM CIE RSN EBLRIE M T 2HKLIE, UTDESY,

(1) ERBHEIE (ERtEROMMEF RO &N, ERMALZE, ERTR 25 /4
L—HI R, EQFHE) DEN, SRAEKIATE (BEEICERRIRGE) [CLIICHUE,
() FEERRAF-IBERORE - — RATFIAIZXT S broad consent DEFE, 5A#4-IE

EXRHRORE T AAMIEIAR LT 560,

(3) TR, @) EABRNFHREE,

(5) ERNTERINIENOERDLHEEERAEICOVTE—IRBEEEHRLIT.
ETIXERD3ER,

6) TEBEXNZAEAOT —2EHTOBIDHDERFEICA>T=FFIC DLV TDHEEE
EEEMHREI,

(7) AR, 8) FHIR

9) REEFHEORR-BEZICHWTUCERDBERLL

(10) ERERERERICLEDNRHT—IN—R~DEEZ,

202051 A20BEADE—IRBEEZHLISME, 201851 B 19BN oiEfT-E A7

H—IRB [Z&5—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.

HEMARFTEEIE, REHOBEREZ(TOMRABETERDOERLASMT H5L0%
LS. BAMRFTEDOEREICENT, BHEEINKERE OEF LEBLDRELARIEEHD
BFIZHLTEREAS,

(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) BHRARICSNTIERENICHET SMRITTAT, EREANTEHINSH
REDITDONTIE, BE—IRBICKBABIAKBLE TN IEA LI, BE(CU-SIRBIE
R AEB - =T DEMATMIEEL, Fi-(d, T-2mENIEEL, BFREZHEET
LEREFTINADBTHEDET S, 18

BE—IRB [Z&5—EEE
§ _.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.

2) UTORRBIEIABEDTIRELLL,

() EEHIEHDRBOBEE LR D I ERFZ

(i) BRFEZ 4B -EM T 5:EFBATH, HRFEDKRICITIE—RBOFERANTEI THS
CHIBRL, ECFRkT ST
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Abstract: was issued by President William J. Clinton in 1993. It provides that £2.12866, from the
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reducing provisions. of Information and Regulatory Affairs (QIRA) in the Office of Ty T

Management and Budget (OMB]. A "significant regulatory action,” National ,\:, hives
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21 principles set forth in this Executive order. 22

HHS and 15 Other Federal Departments and Agencies Announce an

Interim Final Rule That Delays Both the Effective Date and General . . . o, e .
Compliance Date of the Revisions to the Federal Policy for the Fmal NIH POhCy on the Use Ofa Smgle Instltutlonal Review

Protection of Human Subjects to July 19, 2018 1 Qq
e A Board for Multi-Site Research (NOT-0OD-16-094, June 21, 2016)

January 17, 2018

201857 A19BISEH I S EFERANEF K (2018.1.17) ; i i i ituti i
The U.S. Department of Health and Human Services and 15 other federal depariments and agencles’naveannounced an Interim Final Rule (IFR) that The Natlonal InStItUteS Of Health (NlH) POIle on the USe Of a Slngle InStItUtlonaI ReVIeW Board Of
delays by six months the effective date and general compliance date of the revisions fo the “Federal Policy for the Protection of Human Subjects” (also Record for Multi-Site Research establishes the expectation that all sites par‘ticipating in multi—
known as the Commaon Rule) originally published in the Federal Register on January 19, 2017 (82 FR 7149)  Most provisions in the revised Common
Rule were scheduled 1o go into effect on January 19, 2018 site studies involving hon—exempt human subjects research funded by the National Institutes of
The IFR delays the effective date and general compliance date to July 19, 2018, providing regulated entiies additional time to prepare 1o implement these revisions Health (N]H) will use a Sing|e Institutional Review Board (SIRB) to conduct the ethical review

The IFR has been put on public display by the Office of the Federal Register and can be accessed at hiips s fadaralregister govidosuments/20 required by the Department of Health and Human Services regulations for the Protection of
Qs dederal-gobey ot tha-or of-human-sublects-delay-of-the-rovisions-to-fhe-federal-pobcy-for

) Human Subjects at 45 CFR Part 46. This policy, which is consistent with 45 CFR Part 46.114, is

Uil July 19, 2018, regulated enblies will be required to comply with the pre-2018 Common Rule as published i the 2016 edition of the Code of Federal Regulabons . . . . . . .
(i, the Federal Policy far the Profection of Human Sublects. onginally published on June 18, 1991, and subsequently amended on June 23, 2005) that can be intended to enhance and streamline the process of IRB review and reduce inefficiencies so that

1 pGiCER-2016 title padt pdf - POF

accessed at- hifps werw oo govifdsys/pkg CFR-2015 tifed 5 e . . . . . .
o ysiphg! research can proceed as expeditiously as possible without compromising ethical principles and

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 at §__116(b)
{9), (e}THE)). It = parmessible to incorporate these new elaments of consant now bacause the pre-2013 rule does not prohibd ncluding these slements in informed

= M2 iEEkBHoE B —IRBEEFICBE 9 ANIHIE St 1 &, NIHAEBN 9 5 GERRA R R TR
Do gl st oot i o 10 et e g L) AREHREET SEZHRICSMT 5T R TOHEEA, 45 CFR Part 460DHHS
::pv:::::asla:v‘-uallf!nrmlmlgonngl»n-emnﬂhumansun}eclswaxn halting continuing review for such research before that date would be considered non- *&ﬁ%{%nﬁfﬁ Ell b\*&)é{ﬁiigﬁéz— 51,__&)(" i_]RBgm L\éct%_'—,ﬁ,ﬂﬁﬂ'%):&
The IFR does nol delay the compliance date for the cooperative research provision of the revised Common Rule (found at §__114{b)). which remains January 20, EE &)6 K?E f‘l‘ [j: 45 CFR Part 46 1 1 4 ' IEA L/—C}-; L) ]RB$§$"?;’€§§1E " H 5%(_
A FEERIILRAAR—FEEEOBEAE (20201200 LR T D LFLAL. FRELHICEmEERDSE, VWTE, MERACHEBREREZRGIILEL, BR
Federal depariments and agencies listed in the IFR are also in the procass of a notice of g (NPRM) seeking public commelfl ona bfﬁ-"ﬁgm BE LJ H I\L T—C%é J:joE\ n éhf:% 0) ’G& é o

proposal for further delay in the required implementation of the revised Common Rule (for example. unbl January 21, 2019). If such an NPRM is published, after
R A m b~ 65 B A M1 5 (o, 20101 21%C) fpmapempy, ©  UBITIE S, 20175 A25BESNTLAS, IS, 201851 A25RISEM SN,
= 7 .g. - o) IR o

protections for human research participants.
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EURGREABRIE

2001.5.EUBGFREXER 354 (Directive 2001/20/EC: Clinical Trials Directive) 23

il

® EAX R ——REREZ AL SERRERER GEN AHEREFERS)

® FRIREIER—— AITxtd SitE& T, DFERZE (investigational medicinal
products) DERREY, HFH, BEYBRFZMNHRZHRR -REETSHC
LEBMETHLD, QRBREDEMERZRIETHILEBHET S
LD, QXL - AU EHER T LM THEREDRIN, 7%, KB
 BEERRTSEEEMET HED (2(a)

o HBRE——EWMBROFEMETIITS5EART, BREKRHRICHL
THRBROMRELGLHFLFIRMBELTRHLONELD, BERFEET,
ABENOBRTHEA-FAE-BEINDILD, KRBSN-HBE LN T
FRINDEE, RESNEBRIZOVWTENEREZBS-OICH
LWohdIGFEZEaEL,
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EUBRREAERTE T
3% BRABBREORE
5298 B EHBRIL L T OB A ISR TRIETES,

(a) PRAISNDIRVEFRED, WEELIVCMDBEFTFRDE
BICHIFShSFImEBESH, MIEZE B & (Ethics Committee) &

FO/FEEEDHFEN, HIFSNDERME LV AREEM

FRMNIRIZEE LT HEDFERICEET HIBZEICROTHIRT

E, COEHDORRAKGEMNIZE=SI—SNDGEICE > THGET
BHIEMTED,
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EUERIREAERIER

Fox MEZER

F1IE MBEG, BERARERZENELT REZFESORE-EEICVER
BEFELLITNIEESAL,

F218 MEREXRIL, BKREBRORBAEIC, ROLNDRRICTOWVT, TOE
REHIBFNIEESE,

F3E MEFERE TOERFTAETHICHHLT, &I, UTOREREIL
BT IETEDALN,

() BRIRABOBERLZOHRBRT 1>

(b) BIFKHE2E(BTROONDFREINLFTEIVRIDFHENBRETE, £

DFERMNEHELZINDILDTHHH

(c) FakaiL

(d) MRBERUMARXIERZYTDEEHE

(e) [HEREDATOHERIERT SHABREDHRK JEERT—42 02 ARETO— v—

(H HEDE [LITH]
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EUBGPREAERE
Bok HESZAS

8518 MBEZESRIEINCRFEDOREANL, FFEESIVLFZMBRICE
TAELRICERAMENEREHIETIC, ZROBNEZIOND,

FolEH MERERE, EREROIBHBISOVTORAYMAIC, HFEEH,D
Y CICRHSNERERE I DERERDIKEZIMICROTEDIENT
&0, FSETEHDHHMIE, MEFROZHEETHETLEL,

BI% FSHTHEITS0BDHBOERIL, B FamEIEMRERD
EFONERMG, FLEEGFREENEECEERENRETIHABRDES
ZRRVT, Bl .

8% BE—ER
MBERL, E—DNBEDELRNICRESN-LZHEERAERICEL T, HIE
ZEROHBIIHIDOLY, ABRNMBEEICE—DERORIREEDHLF TR
(TN (EESLEN,

R ICERDOMBEICENTERSN LSS HREERABRDBEICENTIE, 4
ZERRERICEAOINEEEICE—DERNMHEN G TN (EESALN,
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EURGREABR A3 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).

& L4(F, 2016F5A28B IR DT, DB, [C2018F 10 AT
[TIEHA, 201756 A 168, 2019F# 3 1T,

o MBEMNETHEZELLHICLEZRDDIESH D, EREFELT
DD ZEFEDHAII,

o FHEMBREBRARICOVNT, — ECLNEEHEND, BEH
FRlE—A1E,

o KRECERARARIS I HBRMEHDEA,
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R - R[E
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AFX)ADMEEEERZE SR 1990~2000F 4K

LREC: Local Research Ethics Committee (1991 ~)
——NHS D #h X {R# 4 B District Health Authority (AH20~505 AE) &
[CUOEDERE NHSRAY I EH S, NHSHERZFIAT 5, NHSEEZ
X% &ETH, NHSEEDRHFEFNAIT 2T R TOMELITR,
MREC: Multi-center Research Ethics Committee (1997~)
—SUEDLRECOES T M RDEEIZHT=S,
COREC: Central Office for Research Ethics Committees
(2000~)
——LRECEMRECH#itEd S L TR E,
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National Research Ethics Service (RES)

2007.COREC & LREC & U MREC ##i&83 51D ELTRE,
(2011.Health Research Authority F%i& . )
2015.1. HRAIZ, Care Act2014 [ZEDUVTNHSHHE E I B ITEBUEAIZSRHE
O HRAD F B/ EEFE (Care Act s.110(1))
(a) RE-NEARAHIZRIEBOREBELAZTERER
(b) AEMBIEE 8 S BH{% (Research Ethics Service DHEEE) : (RIBEDRE - {E - B E
(c) UK Ethics Committee Authority D& E
(d) NHSEE O P IEHRE R L O &R E &
@ RESIFHRAD DL EIBEED — DT, NHSHDRIBM AR EER - 8T 5 %130
2TW5, Zhit, MESMEDIER, B2, Bt BUEFRETD,
phbnld, SMELRAREZRETLHELLIC, REHFEIC ﬁTéUKd) %73
& UKNDEFEENSD) Z—2HKICT 55038 TR E 74 i I 2 3
HEE-oTLS,
bhbhnld, MESHEDET, T, Bi, BUHETHREL SNE BME HE

[CBRAEMHNBEZE S OMBMNAREHEETDHIENS—_BRFEaHEE>TIVD, I(
HRA Website, "About us") 3

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 Serviceld FEEDELDMSERINTIVET .
o RELUSYTYTHEOMEEZEETHIIVISUFOME

FFHIEKEK

® NHSOHRMEBEEREBRTAIRIVT(TDEAEL &
UVZEER

® XAVI (AT SUREEICFET 54 74 XIZIRE)

(https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/) 34

Research Ethics Service (RES)

NHS RECI&14®Mregion (England, Wales, Scotland & Northern Ireland) [Z
86 % (as of 2018.1.5. RESFEE &4 (X200 o7, BRIEFESL
2013, 12).

Recognized REC ——FRERZEDEGAREAER Clinical Trials of Investigational
Medicinal Products* (CTIMP) [CDWTEE TSI EXUKECA (Ethics
Committee Authority**) [ZEBA[SHF=REC: Type 1 (healthy volunteers%xi$g
LT BHABREEETED) =23, type 3 (patientszxi R LT HiREBREEE TEDH) =55.

Authorised REC ——GAfRECIZE DWW TEHRESINTIEZLVAAH, CTIMP
[SDOWVWTEETELLIREC: 30

*BEARGRET, HEBRAMNT ORZBERENCER-AESINLEE, QFELSTHLLNS
58, @Eﬁ?n DREE TOEMMERERGT H-OICALLNSEEEET.

**JK Ethics Committee Authority : Clinical Trial Regulations 2004 [CEDWTHRE, MERF%R
B, B, BT SERER TS, RTEE, TOHERIIBIANRESH T,
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()

Research Ethics Service (RES)
ORESORECHDEEZZITHIENERHE DTN TULSHAZE (GAREC 9-10)
(a) NHSHERBEADYH—ERDIAEEZNRET SR
(b) NHSEDH—EXRFAEDHIE - NEHETIRET LMK
(c) NHSEDH—EXRFAERAH - BEHRETINET HHR
(d) NHSEDHY—ERFIAEILINESN-BEFDHAE - EHR CHAI A EELLDE

MBI IHELE,

®MMAT, T, ERHRECIZESEEZERIF DT TLSHE (GAFREC 10)

(a) RAERENEBEEZXNRETHHE

(b) RELGLFHBEFEREZHRVIROTR

(c) EEX-FANSEBMOMIETERINS EEOMEERNRET IIMEDHE
d) =T R—LABEERRETDHHME

(e) EBEMITIRIKER

() CER—YDRNEBRERAWND, FIEFHBMICCER—IHBRERNIHMRE
(2) EXBREE [Clinical Trial Regulation 12 |4 5¢, ERMELDRETIF? IEALDHR, F,




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.

------ R, BEMICEELGHEZRANT BBICEZASFIEMEEERIL
o MRALAIREF XA RIS H M EE R LISLTHES, LEERIND. R
BMEERTHEEEMETIHE, RAERAETHLEBHET HMR, B
SRR ES L, -

(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:

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

* a Research Tissue Bank;
* a Research Database; or

= taking place in a non-NHS setting (a Phase 1 clinical trial in health volunteers, for example)
38
Then you will not need HRA Approval but may still need approval from a Research Ethics Committee.

Clinical Trials of Investigational Medicinal
Products (CTIMP)

O CTIMPOEMICIFEFESEEEATMHRA (Medicines and Healthcare
products Regulatory Agency) MCTA (Clinical Trial Authorisation) AS#AE
@®MHRA——The Medicines for Human Use (Clinical Trials) Regulations
2004 (Clinical Trials Regulation) D #AITHERS

@ Clinical Trials Regulation——2001.5.%} %1 D EUB& BR 8 B& 35 4 (Directive
2001/20/EC: Clinical Trials Directive) ZENE{EL =D

OCTADBFEEFFRAR Y —ERRHARDRIE, EE, E€ITOVWTER
Z85%F), BEIHEMERIED X T L (Integrated Research Application
System (IRAS)) A5 T%, EudraCT (European Clinical Trial Database) 5\
THTES,

OMEEE (FLIMEEEZEZSHT-HRA Appoval) D B 55 #H (X, Chief
Investigator (RARUH—(FHBBEEBEETELL) . BFEIL, IRASH D,

39

Clinical Investigations of Medical Devices

QCEY—IXRMEDBIZDONT, CEXR—YIDEHBEEEIITHT 42515
LEMDAE -AEEHIRA—HD—DEHET BIFE, F-IE, CEX—IKREBF
DB DNV TKRBELGEEZFBN AR — L 5T THIB DRI
NEERINTWDIGEE, A—H—IFHE - HKEMHRA (Medicines and
Healthcare products Regulatory Agency) |Zf&(F5ZEMNNE, MHRAIZ, 60H
DIRIZARBEE - NEBROANISDEEZEET S, Notification of No
Objection DIRATFICK>THRREEGZ S, MHRA ~D BN NHELHZRDHA
E-HEICEALTIE, RECDEEBEEZZITAHCENRE,

O CEY— B HSDHERIZ DT, CEXN—VDEBREZXF I TS THE
KT, CEX—VEIRSDHEHRICEEMLGERZMA Y, FESNF-BRLST
FALEYLTHRZERT 5551, MHRANDEITHBE,

QCEY— /D hH B EFEIN-BHELERETICHWSHMEIZDINTIE,
MHRA ~DREITFFE, GARRECHRECEEZHHDITTL\SIHAIZIE, RECE
BEEZTBHIEDDE,
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Research Ethics Service —— &l - TLEL B
Q®REC—ZFE (X158 LA, 39 DIHEHEE - IEEEE

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

ethics-committees-overview/) But cf. 184 LA (GAfREC 21)

OCTIMPOEGRABRDBFE——BEZENC0B LNICHEEER
DERZHTIEMNKROH LN TLVS—Clinical Trial Regulations«—EU
Directive

O CTIMPLUSN DERRABRDBFE——RBEDAEHELT, FER
E(ER#T4, GAREC 21)DHEE0BLUHNORERER (BEX
40BLUA), SAND/NEERICKSIBEDIGEIZIF21 B LN D&
BERMAKRDLEN TS, (SOP 84)
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B - 252X
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WERE REEEFI DR

1988 : # B & R ;£ D #l 5 (Loi Huriet-Serusclat)
1994: & dnfmiEix

2001: EUE S

2004: A apfmERATE ; HER & RIE A TNIE

2011: Oviedo &9 #it 4

2012: #REREREENIE (Loi Jardé) — R 1T
2016: Loi Jardé {81IE——2016.11.18K81T

(/NFAFE, BEERET, 2014)
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v )LTiELoi Jardé—— AE ST AFAEICET Bk
(Loin®2012-300 du 5 mars 2012)

O3FEHED AKRAR

o FARE ——BEEERICEOTIXEHIESNGVANIZHTHINHMAZT
E3LD—ZEHITIFCPP(ANREZER) DRBLEIFVAEERE
B E T 28 (L’ Agence nationale de sécurité du médicament et des
produits de santé (ANSM) ) DEF I AR E

20 BN AT ——EERICETIMARLUNT, BYAGURY-HERD
HEFILD——CPPREETERTELA, CPPORERE LHRME
BEEZANSMICEIFTHIENRE,

30 ENAMBE——FTRTITANEEEYIZIThHhh, EmABEERYIC
FEREN, ZE-AE-BRICEAENDLONLNELD——CPPOD K
RCTEMTESD, CPPORBELARBEEELZANSMICEITAH L
DHE,
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Comité¢ de Protection des Personnes (CPP)

O ITUAEKRTHIHEIZZIIND ARERZER (2017.5),

& ZCPPOERE, ZE, FFEDRIEDEVFEEOMELELT, Axt
R WX £ 1h & B & Commission nationale des recherches
impliquant la personne humaine (CNR, CNRIPH) —214& D&
B(EZ-EERCPPEETEL, ME-H2-LE-EZFR&ESE
KERCPPEETH, TOMEETR) THER. EEHREZHET
FCPPAEIYH T,
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H =K
HAE - FREHT & B

46

—EEE—AIEHEIE F7 2(3)

(3) AEMBEDRIT. hOAEMBE A RIL TERT 2AEICIZRIHEEE
ZIIDOWT, —DONMEBEERERICLS—HELEBEEZRDHEIIENT
=%,

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

4 QDMEIL. ELRAERKEDRENAEDEHEEHFAI I HHIIC. AEE
KIZOWTHEEFRODIGEISERTHIEEREL-EDTHS,
—ELEBEREEROLSIETHHARHKEIL. BRI OIARBE LSRR
BETO-LT,. EMEHBEOENID, —DDHGEBEZEESDHREEIC
EBEDKEETOIZEDFHRIDLELLDS, T, —ELE-EEODE KNG
FHICOVWTIX, BARHBOELINIKRFIZISC THEMBEIZH LT
HIM T ELEL DS, HEAAEKEE—RELTHEEEZESNDEERELZ
19 . AEREEEOHEEERERSNDEERFZITTKL,

[—HEBEFEHOTT, FETAEITT, FHMEIFICKIBL, BT HEE
PEERERE-HERINERLEVMVEEEAMSF VR, ]
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— A GCP2752008 45 2 1E

(&iEA]

F21% REERHEORIL. BRETICLOBEBZDMDEERICETIHESE
BETOEDIO. EEEREECLIC—DRBRBEEEESEHRELLTNIEYR
DALY, F=FZL HEREREREENNMNIETHOIETDMDEHICKY HEEE
EEREEICARBEEZEERERE T AN TEGNEEE, AEREER
BRERIBITHEREBEZARITRADIENTES,

(RIERE]

B215% EREREEORE. ABRETICLOBELDOMDGRICETIAES
BERIBITHRBRBEZERITTOERTNIELLEN,

— EREE#HEORNRELLEREFEZES EROBBORNKETERE
LIt DR UMD RAHELIZLOEET. ]

Z —RUFEEARE—RMEEANRELLAREERZER

= WEFREFFDREER (TRTFEEREFES)E-FETE ITRETHH
EFEFEFHEANRELZEREERASR

EREFREICIVBRSN-ZNERNRELAREEZAR LTI
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