I:Illll

FOOREFRRKFMEZESERS
VRO L ]I

[InhoDBAROERMEMEZEREZEZALD
/-u-%&a)tti)d

FRY - KE - BARDRH DEZEL

BEEIRFRFREEEIARDAVIMARE
ALUE=

x* EH
BT &k 53Rl

Op
A
o




BREIICHE T HERKRMZEITX I SRl

- Common Rule —&EHDZEHTMNERFE-ILMHBIT S84
FITH L TEASNDRE (REIER{TDEMH)

- FDA Regulations —#FEFDRKRAERDERLG EIZEA
SNH5BMEEMBE (Food and Drug Administration) D#R
#l (WEEEERE, EERCEBRBEIRFDRFTOAEE
HEETHFDN, TORWEMZHZLIEOHITITOHARGE
[SERASND)

+ FDA Regulations &, 1970FERZBFLIE, WNEMIZIE
Common Rule [CBEI L L IBEESINTET-,

JFEY - L—ILDEH
OERDEFTHNEN-EBTHRRICSMT EHARMERITLT,
HERE IRED A EF DFEFIE (written assurance) DIRHEZHEFHF DT
HEITE O THERAREBEODENMEZHER RERG EXETHED
FE#9ZE (Federalwide Assurance, FWA) Z#ERE{RER (Office for Human
Research Protections, OHRP) [ZIRHL, TDERBEFLIEMNKHLNTLNS),
QBMAREERITHL, HEZMEE TITHONOETD AT HE - BN
TEMRICDOWNT, TORBZHRIICEEL, HhOERDERIC
L1-2iEE N EE E B & (institutional review board, IRB) # 3R <Y
HIEEROHELBIC, TOBAC-BHITOVWTERZRTE,
QE R DWERE DIREDNEDHITHEDEDELT, A2 TA—LE-O
>t b (informed consent, IC) D EH[Z DT D EFHMZFRTE
2
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OFEY - IIL—ILDER
@ Tuskegee Syphilis Study®D #;iE EAd Hoc PanelZFR &S E

7 5/\T M Tuskegee T1932FE M5, 400 NDEANEBEEE 200N
DEABEZHERELLT, BEEOEBABRBZHETHIHEN
THhh, I9BFEICHARILPLEINLSETIC, FEREDIB28AMN
FEEL, TNLUSNZI00NIZREDNRAZ LSNP -FEHESEE
SIZEoT=,

COMEEREZBL-H;RIE (N.Y.Times) (2%t LT, DHEW [XTuskegee
Syphilis Study Ad Hoc PanelZg%(11=, CD/IARILDRBRHEE
(19735F4A288) (¥, AZRRETEIMEDSL, DAdEdEF
DHEZEZTEEDTRTDVWTIREI T 2HEREEZL OEE D
BziEd 5L 2EMERICHELL,

5

REZFRULEREB DOFHEDRE

19738, N RETHAMRICHTHRFAEFT DR EEZEIET S
F=ODEENNONEFHERICIREINT-,

FROFE - A REEFZTESRB/NEESFZTE R THoT-Edward
Kennedy B (&, Tuskegee Panel DENEIZIE-> T FRFIERZH
D8I D )National Human Experimentation Board ZFEXE 9 5%
EFIRHLED, AT 5 RAHITEN -, ZIREELT,

DHEW (Department of Health, Education and Welfare) — AZ X &
LT LMBEICERASNSBRADFHITE (BEZiEE X Ho1-) .

1 FRiH &= ——National Commission for the Protection of Human
Subjects of Biomedical and Behavioral ResearchZ (3R l4#&[E D %&
WHERETEEEELT)FZET HEE D RKIL , —National
Research Act of 1974(1974%E7H128H)
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RIEHBERAL B RAH T DFEE

& DHEW

19735108 : SNFETHEHOETEH DN TV EAZXRE
T AMEICKT HH EFDHEWDFREI & 3 HRAIE % EF
BAFESRIZEE L= (38 Fed. Reg. 27,882, Oct. 9, 1973) .

197458308 : EAEMNOHINEERZHEF A TMED
E, TE] o&nT=3RAIE L TR (39 Fed. Reg. 18,914)

——MEHEEZRDZEE S (a committee of the organization) [Z &k 5
EEOEMH (Fhf=IC, MIREFIICHIT H#EHNEHNER
DEHENMEBMEINT) , AV TA—LEFE -2 FDA
%, DHEWHEEt DETFOEMNDEHNRE ST,

National Research Act & National Commission

197447 H 12 H——National Research Act of 1974 k3L,
(DNational Commission D EFE ,

ZDEHF——1VOEYEEN - TEFMAETBOEANGEFREDETE,
QMEBREITRSIZAMRSIAVDERE, QFRBESE, WA, EERINEHEH
BEEEDEEDAVI+—LF-aVE U FOEHDRTE, QBRAESLV
BENEIZDOVTORE -BRE, &

@B B EE (2L Tlnstitutional Review Boards¥ B4 AN E
DIEHDIRBEZTFDIT5 (B AIZ, “Institutional Review
Board” DA I DEFEIZIRES)

QI3 REERIZDLVT, National Commission®D &L FE T, DHEW
[ZKAFEH -FFBZEZILLI-(FTM)D L),




National CommissionERNJLE > k= LIR— k

National Commissionl&1974~1978FIZMITTHEAMIIZFEL, BRI,
RRIREAR, WA, FFENE, REFESE, FAEZFSEZXRRET SR, IRBE
A7+ —LF-a U MNIBTH1TMOIHEZE (AppendixZEL) ITFED
bit=,

(2, 197652 A, National Research Act A% National Commission|Z3K &
I EYEEN-THENARTEOERELLGOIRNZERMHEREDIR
TIGEDERZTIEDIC, AZVZTFUOHBEDOANILVEV AV TFLU X
tUA—IZEWT4BBIThESRENAMT-. TOREFELETDEDIRET
DRERENIVEVR-LIR—KZFREHoNT=. NJLEUM LR—ITEERE
MREZXANTOIEESIVBEREREOEAMMIEFA] (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. 9

REZAFEAERVMOIEY IL—ILA
1974 DHEW, Protection of Human Subjects (May 30, 1974)—— AZXI &R &9 ST
[ZB89 2DHEW D #5R 8l D il FE

1975 DHEW, Protection of Human Subjects, Technical Amendments (Mar. 13,
1975)——National Research Act [CEE S 5T-HDHEWHR Al Z T (“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~
NTOERETH, HEEEDRED-HDDHHSIRAZFRIRT 5L 581F

1986 Office of Science and Technology Policy (OSTP), Proposed Model Federal
Policy for Protection of Human Subject (June 3, 1986)——BES % & Fr A R B L =& 3]
HomfeEt =

1988 OSTP, Federal Policy for the Protection of Human Subjects (Nov. 10,
1988)——Proposed Model Federal Policy[cxL CTHEh =B RES&(CHETSNT-
Federal PolicyZEAS, FRAIELL TR REN I= (common ruleD EEIFHONT-)

1991 OSTP, Federal Policy for the Protection of Human Subjects; Notices and Rules
(June 18, 1991)——Federal PolicyhN15& FF DFRANEL THIL (AE = JL—)LRKIT)
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HHAEDIREIZNTEIE - IL—ILDEE

¥ Expedited review (45 CFR 46.110)

* research involving no more than minimal risk

* minor changes
&1L EREEF
4/ LR MmIBIEET (2001) 2 - 7 (5)
— B EE, EEHE, BRRZBOMELRECERDOME
ERWEMEIES (2002,2007) £2 -5 (2) @
ERIRT R fmEEfE ST (2008) 33 (9)
—BWLEERE, XFEMRE HDMEDOEKRZEZ G UOE
oMz, EF - BIKRIZCH T HICORERIE & 45 CFR 46.116(d), 74

11

1974.5.30)DHEWM 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 TREADHMEFTEIRNOHMBIZZITHLD
[F, HARMBBOEERN, TOFHZEELIVAREL, LEENED
BERFIVEARDREHRZELELICRELIZLDTEVRY, RESh TIXR
SIELY, ELVSDONEEEDFEHTH D,

12
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1975.3.13MDHEWM #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.

""" AEWNRETLHEH TEAEAEDEMEFIIZNDOEBZZTL5E2D
(&, an Institutional Review Board A%, ZD;EFHEZBEL IV HREL, LUXHER
NEDEBESLVEAPEDEEHZEELEBICIRELEEDTEWEY, EESh
TIFHESHEL, ELVSDAEEEDAEHTHS,

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.

Eiéwi=li JfE% (X B 5 NDIRBERE T HHE (TS, FERISENT,

DIEEE MR ET AIRBDFEAETFE T HAIEEMEZROHLHLOBMEESN
1=

§ 46.103 Assurances.

[FERIE, DakEdD, ULTOFRIEZEOELNDET 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) Asubpart D BH RO THEIN, KEDEMBLUVZTOEERLT
BEDIER - REFEDEHFEEXADHIC +’\7§~ﬁﬁ75‘ﬁ5]m'§?htIRB®io
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OF - )L—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.

JFE - IL—ILEIER20FED2011F7H, BHMEAEAE (Department of Health
& Human Services = DHHS) [FOSTPEEMEL T, aF - JIL—ILD, Skt
EAEDEM, REY—EXHAREOHAESZ-THREMRRE, T3 —X, 4
VA= YL, NAX N DFERWSHAEDILKRGEE DEILIZX G TEGELLES
TERELT, 2BV UN—IILDEHBIHETICRA T - FREIHESHH@EFHZHL
T2 ZCTlE, AR REDQREDRELLLIC, ERLURBEZHEL, T
BIcxd L5688, BE ERAMEBOSELIHYAICEHLT, aFV-IL—ILD
M AEBT, MEEFRTL, ThSICEALTEARNLERICHITHIERMN
KReHhont-,

15

OF - IL—ILDKRET 5 Bl =

2015.9.8——Department of Homeland Security 7&£& 16D & T, Federal Policy for the
Protection of Human Subjects (Notice of proposed rulemaking: NPRM), 80 Fed. Reg. 53,933,
Sep. 8, 2015.

ANPRMTIRRSNF=F ELGHE R, LTDIR,

(1) ERPAEIE (BERLIEHRDOMMMZEFIFORIEEYE, EFFALZE, EREAT £5/
L—DIR, ERFE) DB, SRBADRELRIREIZLBICHUNE,

2) AMAAHZRAVWSHEIE, ERIESNTEIEVIIL—IILDOFR, FFAHD R
HEFIRIZxT BICDEH, Broad consentDF R, it¥ - EFERBFHROREE - FIFH
HRMIX10FELT,

A) BER-AFRERE, ¢ EAKRNFHRERIE.

(5) ERTERSNSERNDIEEEDZHEEHERATICOVTE—IRBEEZIFT(T,
EATIXSERDIFER,

6) TURBEE XN R OCT —FEETOEBIDH DERFEIZAST=TFFTIZ DT DA
EEEHRERI,

(7) EBDEEZZ(THENDMEZDEERASRZITIIL—ILDFTRET S,

(8) Broad consent®DROZIEE LI RIEMHB DL TICEHD FRIFZROHILY,

) HRIzFHEDER - ZEFICHEIFTDICEHDRER,

(10) ESERSEBRICXEDN VAT —IN—R~DEER, 16
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OF - )L—ILDRET %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 CIRIREN - F BELGUE [T T HERLME, LLTDESY,
(1) ERPAZEIE (EL{bEROMFAEF A AIEEN, EFFIASZ R, HREER £5 /4
=TI R, ENFEE DEMN, FREAERRIRE (BREICEEFERLLE) [CRIICHHE,
) FEELHM - FHRDRE - — ROMAREFIFAICXIT S broad consent DEFE, 54t -3F
ELIEHRORE - FI BN ELRET 52840,

(3) FFIR, @) HEAKRNFEHRER,

(5) EIRTEBSNIERNDEERD ZHEEERMATICOVNTE—IRBEERETT,
TEITIEERDIFR,

(6) RBERRAR T —EIT OB DA D EEFEIZAST=TFRIZ DT O HELE
BEEEHEELL,

(7) R, 8) IR

9) HARIEFHBDER -FEF(ICHSVTICEHDBEALL,

(10) ERERAERICXED VAT —IN—ZA~DEEX,

%20204F1 A20 B E A D E—IRBEEEHLISME, 2018F1H19A M LHEIT-E A7

BE—IRB [Z&H—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.

HEAEEE (L, KIEHDOEREZZITOMEHE CTERDEERASMT 0%
LS. MAMRETEDREICE T, BSHEENHERE DIEFLEUADREEARIEHD
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) BARKICSITEERENICEET DEEIFTTANT, ERENTEHRSNDH
REBRCDOWTIE, BE—IRBICEAREITEKIMLE T EEoL, BEICEHF-HIRBIE
, R E @B - T HEFHETAIEEL, Fi-ld, F-LMRMNIEEL, REZFHEEBIT
DERBEHNRRTHEDET D, s

9




H—IRBIZ&EH—BER
§ .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) LTOMABRIEABREDTRELLLY,

() EEINEBMDIRBOEEZ KD S EHFTT+*

(i) FRAZRZ4#HEN- i d SEFEITH, HERFEDRRICITE—IRBOFEANTEY THS
CHIETL, S0ERd AT

() AEOGEDBERAMNGVLAEIZEALT, XRMEDSNESR TS RBEZNOMLE,
IRBOBEEANDEKML, Fi=lE, FHOEEREEITORIKDEUROETT HIEMNTED,

OFFICE of INFORMATION and REGULATORY AFFAIRS U.S.General | |
OFFICE of MANAGEMENT and BUDGET Services GSA

Execurive Orrice oF THE PRESIDENT Administration

Reginfo.gov Search: ® Agenda O Reg Review ® ICR

E——— 7

Home | Unified Agenda Regulatory Review | Information Collection Review | FAQs/ Resources Contact Us

Pending EO 12866 Regulatory Review

RIN: 0937-AAQ5 View EO 12866 Meetings Received Date: 10/07/2017

Title: Federal Policy for the Protection of Human Subjects: Proposed 1-Year Delay of the General Implementation Date While Allowing the Use of Three Burden-Reducing
Provisions During the Delay Year

Agency/Subagency: HHS / OASH Stage: Proposed Rule
Legal Deadline: None Economically Significant: No
International Impacts: No Affordable Care Act [PPACA, P.L. 111-148 & 111-152]: No

Dodd-Frank Act [Dodd-Frank Wall Street Reform and Consumer Protection Act,
P.L. 111-203]: No

AboutUs | Related Resources | Disclosure | Accessibility | Privacy Policy | Contact Us

# Download on the GETITON
[ ¢ App Store " Google Play
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OFFICE of INFORMATION and REGULATORY AFFAIRS U.S. General
OFFICE of MANAGEMENT and BUDGET Services GSA

uTive OFFICE OF THE PRESIDENT Administration

Reginfo.gov Search: O Agenda @ Reg Review ® ICR

Home | Unified Agenda | Regulatory Review Information Collection Review FAQs / Resources | Contact Us
View Rule
View EO 12866 Meetings Printer-Friendly Version Download RIN Data in XML
HHS/OASH RIN: 0937-AAQ05 Publication ID: Fall 2017
Title: eProposed 1-Year Delay of the General Implementation Date While Allowing the Use of Three Burden-Reducing Provisions During the Delay Year

Abstract:

—

The NPRM will propose to delay the general implementation date of the Common Rule by one year, but create an option that allows earlier implementation of specific burden-
reducing provisions.

Agency: Department of Health and Human Services(HHS) Priority: Economically Significant
RIN Status: First time published in the Unified Agenda Agenda Stage of Rulemaking: Proposed Rule Stage
Major: Yes Unfunded Mandates: No

EO 13771 Designation: Regulatory
CFR Citation: 45 CFR 46
Legal Authority: 42 U.S.C. 289

Legal Deadline: None

Timetable:

_ Action Date | FR Cite
INPRM 11/00/2017

Regulatory Flexibility Analysis Required: No Government Levels Affected: Undetermined

Small Entities Affected: No Federalism: No

Included in the Regulatory Plan: No
RIN Data Printed in the FR: No
Related RINs: Related to 0937-AAD2

Agency Contact:
Jerry Menikoff
Niractor Office for Huiman Research Pratactions Office of the Assistant Secratarv for Health

21

Laws & Regulations R CL O

?’ftmt Summary of Executive Order
Policy & Guidance 12866 — Regulatory Planning and

Regulations ReVieW

58 FR 51735; October 4, 1993

E.O. 12866, from the

was issued by President William J. Clinton in 1993. It provides that : -
National Archives

significant regulatory actions be submitted for review to the Office

of Information and Regulatory Affairs (OIRA) in the Office of E.O. 13563, from the

Management and Budget (OMB). A "significant regulatory action,” National Archives

as defined by the E.O., generally is any regulatory action that is

likely to result in a rule that may:

« Have an annual effect on the economy of $100 million or more or adversely affect in a material
way the economy, a sector of the economy, productivity, competition, jobs, the environment,
public health or safety, or State, local, or tribal governments or communities;

- Create a serious inconsistency or otherwise interfere with an action taken or planned by another
agency;

Materially alter the budgetary impact of entitlements, grants, user fees, or loan programs or the
rights and obligations of recipients thereof; or

» Raise novel legal or policy issues arising out of legal mandates, the President's priorities, or the
principles set forth in this Executive order. 22
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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 FrIE T IL—ILRET D HE1T - A A %
20187 A19B I T HE E A ZH 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 [lwww federalregister gov/documents/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, 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 [/'www gpo govfidsys/pkg/CFR-2016-titled5-vol1/pdfiCFR-2016-title45-vol1-part46 pdf - PDF

An exampie of a revised provision that does not conflict with the pre-2018 rule is one that addresses new elements of informed consent (fevised rule at §__116(b)
(9), (c)(7)-(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 continuing review in certain circumstances (as described 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,

AEEHAEEFAE —IEEEOEAA (2020.1.20) FEET B EELELY,

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

FEETIIESOICHEITHEERT S (g 20191 21K T)REZER A,

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 sk AT B —IRB{FEFHICBI 9 ANIHFE & 11X, NIHAN#H B9 6 GERAKRN /R TH
L AEAEZEO B HERMEICSINT 52T XTODIHEERHY, 45 CFR Part 46(DDHHS
HERERERAARHDIMEBEEFITO-OIC, B—IRBFAWSEFHEFTHE
EEDHD, ARIEEHIE, 45 CFR Part 46.114 [SEALTHY, IRBEEFHiZRIE-FIEIC
FTEHEELIZERKZRFLSE, OVWVTIE, GERBEHEBRERELZIBLGSICELG R
MATRELRYABIETTESLSBEREIN=LDTH S,

[FE1TIE, 234, 2017454 25Etéhu\7i:275\, 212, 2018451 A 258 ZIEHAS N 24




Frpy - E U

25

EURRREERTE T

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

il
® EAX R ——HEREZ AL DERREER GEN AGRERZERS)

® ERRERAER—— ANITx 9 5EER T, DEAERZE (investigational medicinal
products) DERFRAY, EFH], ZEMEIRFHINRZEZHR -ZRELT 5
EEBMETHED, OFRBRFEDRIERZRIET HLEBMET S
10, Qr &M -AMMEHER I SENTHEBREDORIY, 727, {KH

, BEHERR T HIEEHNET 55D (2(a))

o HEE —EUMROEEMEE TS AT, BRARICHL
THBOMRLLIELEHBELTALLONDLD, BRRET,
ABAOIRCHEA-FE - QEINDLD, KRSNIES ST
EREShBEE, RBESNEBRICOVTEMEREB S0

WohdiEEZEaET,

13
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EUBGKREERIES
EI% FERABRMRE DR
218 BRI T DB SIZR>TEMTE S,

(a) FRISNDURVERED, HEELSLIVBOREFTITGRDOE
BICHFSINSFIREEESN, MEE S X (Ethics Committee) 8
FUFEEFIHMEDHEHBD, BiIFSNIABBMNE LU REAR
FITmMNYRVZIE HLTHEDERHICELET HIFEICR->TRAIET
x COERDKRENKBEMICEI—SNDESICB>TH#ET
BH_ENTES,

27

EURRREERTE T

ok MEEESR
F£118 MBEIE BRABRERZENELT, MEZFESDRE-EEICHEL
HEZELLGTNIEESRL,
F218 MEZERE, BREBRORBAINIZ, ROGNDIERIZTOWVT, TOE
REHIGITFNITESEL,
F3H MERERIE, TOEREZAEITDHITELT, &I, UTORZTREL
HEITNIXESELY,
(a) BRRGRBROERLTORBRT 1
(b) FEIFKE2IH@)BTROHONDFRISNSFBEVR VDTN BRTE, £
DIERDIELIEINZBDTHSHM
(c) Fakrai
(d) ARBERUOHARIIEAFIYTDEK I
(e) [FEREDATORERIBHET AHBREDMEK-FERT— 4223 AT E T O— v—
() MEEEDE [LITHE] .
14




EUBREREERIET
FoE MEZES

F51lE MEBEFERIEVNLHRFEDZEALL, BEEFIUVHEZMBEHICE
(TAAMELBICERAMEDERZHITETIC, xEROBNSZI6NS,

FolE MEBEFERIE, ERFZKROHBFEICOVTOHETHRBRNIZ, BEEND
FCIIRE SN -BFREFERE T BT KRNHHIKFELX1EIE->TELHENT
=5, FSETEDNHHMIE, HRBHMDZEETHEITLEL,

7% FSETHTEITH0HOHBOERIX, EEFAET-IIAMBAED
FODEER, FHEELCFREEYEESLEEREXNRETIHABDEE
ZRUNT, BROLNELY, ...

EI1E BE—ER
MBEIE BE—ONBEOELIRNICEEFESN-ZHHEREERSERICEAL T, MIE
RESOHIHhIDHET, UZNBEEICE—DERDIFEIREZEDIFHEE
AR (F ALY A AR
R ICERDOMBEICEV TR D ZHERIERABRDIZRICELTIE, 3
ZEERARICEADLAINMEEEICE—DERNAHEINAZ TN IELE S0,

29

EU Eﬁ ¥ Eit Eﬁ %E EJJ

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).

¢ LM, 201655 A28 B LD HEIT. DB, 122018410 A HE1T
(ZIEHA, 201786A 168, 2019F%F1ZIEH],
o NMBEMNESHREZHELLSILERDDHIEETMG, ERZESFELT
DN HZEHFDOREN,

o BHEFFREBKRARICOVNT, — ECLOEERFENID, BEER
Eﬁli_zklfto

® {K{ZEEFRRAERIC T HRBMEHDEA,

30
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31

AXN)ADHEBEEEZE R 1990~2000F K

LREC: Local Research Ethics Committee (1991 ~)
——NHS D #h X £ 2 & B District Health Authority (AA20~508 AE) &
[COEDERE NHSREYI W EH S, NHSHEERZFIAT S, NHSEEZE
XRET D, NHSEEZEDRRBREFIRATITRTORAELRE,
MREC: Multi-center Research Ethics Committee (1997 ~)
——S5LUEDLRECOBEET O RDEERICHT-S,
COREC: Central Office for Research Ethics Committees
(2000~)
——LRECEMRECZ#fi#E I S &L TERE,

32
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National Research Ethics Service (RES)

2007.COREC & LREC & U MREC &9 5ELDELTHRE
(2011.Health Research Authority X&)
2015.1. HRAIZ, Care Act2014 [CEDLVTNHSAH B DI TBUE AIZSHE
QHRAD F E 7GBTS (Care Act s.110(1))
(a) BRI - NMEARRGCFRLIEFZDRELAZELE R
(b) AZEHIEE & S BH{% (Research Ethics Service DIEERE) : fHEZ DR A] -
(c) UK Ethics Committee Authority DR &
(d) NHSEE O SFRAEERER TR L D A FRE %

@ RESIFHRADIDKIBEEED — DT, NHSHDGIEMMEEZER -TiET 52 L4148
DTS, ZN(E, MESMEDEF, T2, ik, BUFRET S,

bhbhld, SMEEHEEFRETDHEELIC, REMEICKTHIUKDESE D
&, UKANDEBEENDII— R RICT AN EN TCRELGEEZEEZIREETIE
BEE-TLAS,

bnbhld, AESNEDOHER, B2, Bk, BUZEEL SNE, MF S

[CEBANFRZAET ABEMNAEZHEETSHENS_EQFEMEELTLD, I(
HRA Website, "About us") 13

%i& B

DIIII

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 FEeDEHD MR INTLNVET,
® 1%15_&*1‘“"77Fa?]ﬁ@ﬁﬁn’é%ﬁ?‘é*fz’] SVRDOME

{1 TER

® NHSOMRMEBZEREWAUITINRIVTATDREL L
‘EER
@ XAVIT (AT SUREEICET 24 71 XIZIRRE)
(https ://'www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/) 34
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Research Ethics Service (RES)

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

Recognized REC ——5RERFEDEGEREAER Clinical Trials of Investigational
Medicinal Products* (CTIMP) IZ2DWTEE Y S EZFUKECA (Ethics
Committee Authority**) [ZEER]SHF=REC: Type 1 (healthy volunteerszxi$
ETBRBEEETED) =23, type 3 (patientsE xR LT HREBEEEETES) = 55.

Authorised REC ——GAfRECIZE DWW THREINTILLVSHY, CTIMP
[SDWNTEATEALREC: 30

*BIARRET, AREMWT ORRBBENTHEA-AEINGGE, QEIG/HTHLLNS
156, QEIARDOMETOEMMIEREIRGT S-OICAVLNLEEEET,

#*xJK Ethics Committee Authority : Clinical Trial Regulations 2004 [ZEDUWTERE, MEEREHR
B, 28], BiB I StEREZE I 5. ML, TDHERIFBEAINRESH T TE,

35

Research Ethics Service (RES)
®RESORECHEEZRITHIENEFE DITHN TSI (GAREC 9-10)
(a) NHSHEREBEDY—ERDHAEERNRET HHAE
(b) NHSEDH—ERFAEDRE -NHEEFEENRET HHME
(c) NHSEDH—ERFAEHAH - FHRETINET S
(d) NHSEDY—ERFAEIIESN-ERFDAH - EHR CHA AT gELt D%

FIRATAHELE,

®MAT, FiED, IESHRECIZESBEEZEFE DT TLDHZ (GAIREC 10)

(a) FIEEEENBEXNRETHHR

(b) BIRGTHMEERREBYIROMAE

(¢) HKR-FEALISIEMDMIBTIERIND . FECWEEXRET HFTEDHE

d) =T R—LABREEXNRETHHME

(e) EREMSTIRMIR

() CEX—V DR ER NS, F-IXFBEIZCER—I#izzsZFHOVSH R

(g) FRERZE [Clinical Trial Regulation 12 (S5, EERELDIRETIE? 12 ALVSHE, %—6
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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.

------ MREF, BEMICREBLGHEZANT, BRBICEZSF-IEMEEZRFRIL
A MRALFTRE R = (XA RS A EERLEIOETHESR, LEEIND. K
MEERTHEEBHET HME, RARERAT HEEBHET HHE, Bl
SRR ESL, -

(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 rmathade Aml
= a DI.L.IU)! IIIUUIVI!IB k‘UC,IIlI.GI.lVC U vuao l...!lll}ll

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 a3 Research Tissue Bank;
* 3 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 stillwed approval from a Research Ethics Committee.




Clinical Trials of Investigational Medicinal
Products (CTIMP)

OCTIMPOEMICIIERESEEE MTMHRA (Medicines and Healthcare
products Regulatory Agency) D CTA (Clinical Trial Authorisation) HAHE,

®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 5 5 (Directive
2001/20/EC: Clinical Trials Directive) ZER;E{ELT=HD

OCTADBRFHEIFIRAR Y—(BRRKRFABRDER, BEE, E€ICOVTERE
HEO8F), BT EMIRBED AT L (Integrated Research Application
System (IRAS)) M5 TH, EudraCT (European Clinical Trial Database) H\ 5
THTED,

OGEEE (F-IIHEEELZEOT-HRA Appoval) D B 5 F (L, Chief

Investigator (AR H—[LHEBEERFIITELGL) , BEEIE, IRASH S,
39

Clinical Investigations of Medical Devices

Q®CEY—IFKRMIGDHEZRIZDOWT, CEX— D EHEEFXEIT 5T —2% 5
L5EHDIRE -RAEEHBA—D—DERT HFHE, F-1&, CEX—IFKRIF
DR ICONWTKRKELGEFEFMBBA AR —LL 5T THZBDE M1
NERENTWSEE, A—H—(FEAE - X ZMHRA (Medicines and
Healthcare products Regulatory Agency) |[Z/ET45ENHE, MHRAIL, 60H
URIZAREBE - DEBEROARNDEZEEZBEINT S5, Notification of No
Objection DRAFTIZLH>TEREEZ S Z 5, MHRA ~DBEINHNHELLHEEEDER
E-HEICBILTIE, RECODEEEZTEENBE,

O CEX— VBB DHEERIZ DT, CEXN—VDEREXZIFT 5T —3METHE
M T, CEXN—VBIRGOHERICEENGERZMAY, FTESN-BHILST
FALEYLTHEZERT 51551, MHRANDEITIBE,

OCEY— D HAMB LT TFTESN-BMEEEE T ICAVSHRIZDOLTIE,
MHRA ~DJEITIFFE, GARECHRECEEZHZH DT TLSIHFEIZIE, RECE
BEZTEHENDE,
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Research Ethics Service —— &l - A RZ TR
QOREC—FEIZ158 LA, 35D 1M IEHEE - IEEEE

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

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

®CTIMPDERREAEBR D HF——HFEXENL60H LINICHERE
0),.»%7&&5'3';&/3‘7}?&) b TLVyS«—Clinical Trial Regulations«—EU

Directive

OCTIMPUSN DEERABRDRGE—RBEDAEHELT, ZEERE
E(ER#74, GAREC 21)DIFEOBLULADOZRER (BEX
40BLUA), SRD/INEERIZLESIBBEDNDIZSICII2IHUAD &L
BERMNKRDHEN TS, (SOP 84)

41

B - 252X
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HER A REEIR I DEE SR

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

2001: EUE %

2004: EifmIRANIE ; R EREENIE

2011: Oviedo&&#94it 4t

2012: #EE&E {REE XN (Loi Jardé) —— K HME1T
2016: Loi Jardé {E1IE——2016.11.18}&1T

(NFAEE, BEERET, 2014)

43

o~ O

U LT iELoi Jardé—— A& R LT HHEICET HheE
(Loin®2012-300 du 5 mars 2012)

O3EHDATRHAR

1°o AR ——BEERICEO>TIXEHIESNGOANITHTEHMAZ
F2LD——ZEMICIEICPP(ANREZER) DARBLETISFVRAEERE
B E LTS (L Agence nationale de sécurité du médicament et des
produits de santé (ANSM) ) DEFRI AL E

20 BN ARR——ERRICHITIHARLUNT, BHGIRY-HERD
HEEI3LD——CPPOERTEMTESN, CPPOREE LT
EEZANSMICEITEHCENBE,

3 ENARR—IT RXTITANBEERYICITHA, EEHABEERYIC
FERASN, ZH-aR-BECEENDLONGENLDO——CPPO K
MCEMTESD, CPPORBELAEBMEELANSMICEITEHI L
NILE,

44
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Comite de Protection des Personnes (CPP)

QTSRS ATHIFEEIZIOND ARERZES (2017.5),
& & CPPOEE, AE, SMEDRIEDEYFELEOHEAELT, ANt

% B %% £ 1h & B & Commission nationale des recherches
impliquant la personne humaine (CNR, CNRIPH) —21& D&
B (EF - ERRCPPEAETEL, ME-#HR-DE-EZFR&ESE
KEKCPPEETH, TOMERTL) THB. EEHFZHET
FCPPAEIYH TS,

45

H =
kAR - HEEHT & B AR

46
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—REBEE—ARBHEIE F7 2(3)

(3) AEMEDR(X. O EHEEERIL TERT AMEIIZRIAEETE
ElZDOWT.,. — D 0GEBEZERICELI—IELIEBEZTRODHIENT
=5,

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

4 QOREIX. EHEAREEDORISIARDERZIFAIT SR, ARE
RIZOWTHDEEZRDDGERICERTHALEZEELZLDTH D,
—HELEBREZROIIETHHRHEIL. BRI OAEKREEEAIIZEH
BEToELET. EMEKBAORN L. —DDMEFEZEZDREAIC
BREDREZITOFOFHRNIDELLGDL, T, —FELEEEODE KL
FlSOWTIE, EAEREDEINIRNRFICIGC THEMREIZE LT
HET OLELNHD, KAMREEL—FELTREZTEZESDERER
79 . IR EABDREEEZESDERERITTELL,

[—EBEEERBEOITY, FRITHZHT, FEMSBEICKIEL, AFRHE
PHRERERE-RERACERLGWVREEAMT VR, ]

47

— A GCP27520084E X 1E

[RIERT]
F215% REERKBEORIL. BBRETOICLOEEZDMDEERICETIHRESE
BETHELO. EREEKECLIC—DRBREETERFHRELLGTNER
IR, f2ZL . HREREREEANNMRIRTHAHLTDMDERICKY HEER
EEREREIARBREZARTHRET DN TELRNES [, LR EES
BRZRIBTLEBREBEZARICKADIENTES,
[IE#R]
$21% REEREEORE. BBRETOICEDEBEZTDMDBERICET HHESE
B RIBITHRBRBERZARICITOERGITNEGLAN,
— EEEREBAORNRELEAREEZES (ERORBORIAETERE
LIzt DR UM DB D RMNEFELI-LDEEL . ]
= —BHFAEARE—REHEEANRELZAREERER
= RBEFREFFHREE (FRTEEREELS)EEZEZR [CRET 4
EEEMERNEANRELIZAREERESR
EREFREICIYBRSN-FNERINRELRREERSR
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. ERBAZRE (CFR294F R 12 165 ) OBE (EHEHP: BREKRHATUAICDONT
EEDHE (20174.28))
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2% 3k

& H LISETERMES (EU) ICHE T AR ER G I FHRES EZF27570
H(2012)

O ERTHRFIEUBRKRARIESEA X URBRKAERAR R KT
31(2)351 K (2004), EIEU (ERINEE) (ZH 1T B PR &L BR il B 0D ol | =]
42(2)%486 5 (2014)

OEFEFENEERAEICETIERNDIEHEENEDORELDLE |IELE
FEHEARE@FIEFERUFEERERARREE

ST TERARMRICEAT IECKREE L HOAE DR - L F E D LLE B
RIEEFBHEEAREFNE TR 2DFEE~260FEERERARKEE-
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
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