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OHRP®DIRBL & X + ViciE, Hi# OEFBIHIZEICB#E L 72 IRBD 34>, FDAD{TEIGH)
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IRBOFEEDB K E K 7o > T %, HlzZIEFDAZME 5 INDHE (“Investigational New Drug
Application”, fI4E2000¢FR1#%DINDHFEAH %) 12T, 2021411313 U THAIZIRB
BRFEZRNAT, DL DFEHEEZ IR L Tz,

Accessible Data for Figure 4: Institutional Review Board (IRB) Review of Clinical Research Conducted under Food and Drug
Administration (FDA) Investigational New Drug Applications, by Type of IRB for Calendar Years 2012 through 2021

IRB Type 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 Total
University 56% 56% 54% 57% 60% 59% 57% 53% 48% 42% 54%
Hospital 15% 13% 13% 1% 1% 10% 9% 9% 9% 7% 11%
Private 1% 1% 1% 1% 0% 1% 1% 1% 1% 1% 1%
Government 3% 2% 2% 3% 3% 2% 2% 2% 2% 1% 2%
Independent 25% 28% 30% 29% 27% 28% 31% 36% 41% 48% 33%

FDAZE#ET ©IRB, 20214E i 7 RIRBHER KDL = 7 L lr o7z, HiH : GAORE (#h)

UL = THRREABR % 0 < 2 fERAY - IERIGERTE O HEGEIITE ] CPIK 9 FE~PR 1 1 FERATIE A
W (FEEERTFE(C)(2)) WRFERASHEE) 1997,
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https://www2.kobe-u.ac.jp/~emaruyam/medical/Lecture/slides/180217LAMSEC.pdf

(202343 7 20 H g2
R UK EREK O, FRTAR . KEFDA® v b 7 VIRBH 4 £ v 22on»T, BHRFH2006 : 33 (2) :4
21—423,
12 [HrgizE | (A Central IRB is the IRB of record that provides the ethical review for all sites participating in m
ore than one multisite study. The sites are usually in a network, consortium or particular program.) . [H—%F
] (A Single IRB is the IRB of record, selected on a study-by-study basis, which provides the ethical review for
all sites participating in a multi-site study) .
NIH(National Institutes of Health) i€ X 258 WWEH L 235 2 I oW T T B I Nz 0,
NIH: Single IRB for Multi-Site or Cooperative Research
https://grants.nih.gov/policy/humansubjects/single-irb-policy-multi-site-research.htm
NIH Finalizes Single IRB Policy to Reduce Redundancies
https://www.raps.org/regulatory-focus%E2%84%A2/news-articles/2016/6/nih-finalizes-single-irb-policy-to-red
uce-redundancies
Single IRB for Multisite Trials
https://www.aamc.org/what-we-do/mission-areas/medical-research/nih-policy-single-irb
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1) o GEIHANCIE, COBRFIEICEYTIRENFELTEY (TR | NI
HReERO T E P HE I N TV 5,

B, OHRPZ W9 X HIZ, TOY AT AICERREINS Z L HERXZ B S OEERICEIR
LTwabidTtidnwy ([ExEEEES (IRB) KAW%EH#R (OHRP) ic&ikIh T
W3 E W) EEIR, ZOIRBAHEIEAEY (HHS) ouibaE &Rl (45 CFR part 46) O
FTRICHE > TIFE 2 BT %2 LOHRPAHIWI L7z & ) 2 & Tk . IRBAYRFE D% 7
Y x/ b EBFETHEYRRENE L REMMEERFFo TR LW T E TRV, | 1Y),
7272, TOBEPRIEDOFWAZZ T BRHEICR > TWE I EiTz, YEERESICHET 3
HERAHO—EE U<, BY o T 2FEEHHOE. ZERDFEHIEED 7L 2 4 LJEH
DANEH Y, ZESOWKRE - HICBET 2HHDERT 2L IChoT W05, T OEH
RIS L ICHT I N D, k. KEOWIHE % 1T 5 5B - TFFEF IREN OB
Bl - NIClRb v, 2wz, HROWHZEHKE (Zhwx HRAOMEHFEEZES) &
bRLND,

B DREERE RER o RS ] (UARE—ER) 5 3 MERRITEEME RS, 200746117 1 H,
https://www.mhlw.go.jp/shingi/2007/11/dl/s1101-18b.pdf
(202343 7 20 H fifg=2
14 Office for Human Research Protections (OHRP) Database for Registered IORGs & IRBs, Approved FWAs, and
Documents Received in Last 60 Days
http://ohrp.cit.nih.gov/search/
(202343 7 20 H g2
15 Office for Human Research Protections (OHRP), IRB Registration Process Frequently Asked Questions.
https://www.hhs.gov/ohrp/register-irbs-and-obtain-fwas/irb-registration/irb-registration-fag/index.html
(202343 7 20 H g2
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IRBOEFIC DT GEFAFAI45 CFR Part 46 X Y )

Subpart E - Registration of Institutional Review Boards!®
Source: 74 FR 2405, Jan. 15, 2009, unless otherwise noted.

§ 46.501 What IRBs must be registered?

Each IRB that is designated by an institution under an assurance of compliance approved for federalwide use by
the Office for Human Research Protections (OHRP) under § 46.103(a) and that reviews research involving
human subjects conducted or supported by the Department of Health and Human Services (HHS) must be re
gistered with HHS. An individual authorized to act on behalf of the institution or organization operating the I
RB must submit the registration information.

§ 46.502 What information must be provided when registering an IRB?

The following information must be provided to HHS when registering an IRB:

(a) The name, mailing address, and street address (if different from the mailing address) of the institution or or
ganization operating the IRB(s); and the name, mailing address, phone number, facsimile number, and electr
onic mail address of the senior officer or head official of that institution or organization who is responsible for
overseeing activities performed by the IRB.

(b) The name, mailing address, phone number, facsimile number, and electronic mail address of the contact pe
rson providing the registration information.

(c) The name, if any, assigned to the IRB by the institution or organization, and the IRB's mailing address, stre
et address (if different from the mailing address), phone number, facsimile number, and electronic mail addre
ss.

(d) The name, phone number, and electronic mail address of the IRB chairperson.

(e)

(1) The approximate numbers of:

(i) All active protocols; and

(ii) Active protocols conducted or supported by HHS.

(2) For purpose of this regulation, an “active protocol” is any protocol for which the IRB conducted an initi

al review or a continuing review at a convened meeting or under an expedited review procedure during th

e preceding twelve months.

(f) The approximate number of full-time equivalent positions devoted to the IRB's administrative activities.

§ 46.503 When must an IRB be registered?

An IRB must be registered before it can be designated under an assurance approved for federalwide use by OH
RP under § 46.103(a). IRB registration becomes effective when reviewed and accepted by OHRP. The regis
tration will be effective for 3 years.

§ 46.504 How must an IRB be registered?
Each IRB must be registered electronically through Attp://ohrp.cit.nih.gov/efile unless an institution or organiz
ation lacks the ability to register its IRB(s) electronically. If an institution or organization lacks the ability to r

egister an IRB electronically, it must send its IRB registration information in writing to OHRP.

§ 46.505 When must IRB registration information be renewed or updated?
(a) Each IRB must renew its registration every 3 years.
(b) The registration information for an IRB must be updated within 90 days after changes occur regarding the c

ontact person who provided the IRB registration information or the IRB chairperson. The updated registratio

n information must be submitted in accordance with § 46.504.

16 Federal Register: 45CFR45, Subpart E "Registration of Institutional Review Boards"
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46/subpart-E
(202343 H 20 H fife a2,

22



(c) Any renewal or update that is submitted to, and accepted by, OHRP begins a new 3-year effective period.
(d) An institution's or organization's decision to disband a registered IRB which it is operating also must be rep
orted to OHRP in writing within 30 days after permanent cessation of the IRB's review of HHS-conducted or

-supported research.

3) FWA (Assurance) : #ERERE~OWMYAAICHET IEHNZEORH

WA OB FENM - #B 2 WRICS IS 2 EER I LT, R IR D 7 # DR
# (written assurance) DIRHZEHOT 2D TH S, ZhbEEEMICIL, PERERED
EOMEERICBARL T2 EF 2 5 (BfER, EHETIEOHENE (Federalwide Assu
rance, FWA) ##EaE {735 (Office for Human Research Protections, OHRP) (C#gH
L, ZOKBERDL ZEHPRODLNT D) o, TNTH, THEEBHOHZHERT 5 L)
CeTEEC, HETHEMRT 2 0 MEOMRERI NI 3bDTHS L) C
Lic e &% % (“OHRP's approval of an institution's assurance of compliance does not mean that OH
RP has determined that the institution is complying with the requirements of the HHS Protection of H
uman Subjects regulations, 45 CFR part 46. It means that an institution has submitted all of the docum
entation OHRP requires to constitute a commitment by the institution to comply with the requirement
s of 45 CFR part 46 when its employees or agents engage in non-exempt human subjects research cond

ucted or supported by HHS or other research covered by the assurance of compliance.”'?) ,

4) #RERERA OEFICET % 4F (OHRP) OEE : Compliance & Report
ing!®

INREEERF2895 1%, @HEAE (HHS) 1cfb > T, OHRPICxf L, HHSA %]
IR T 2R OWEHRE OHFIREICET 2 BFEE 70 v X %V T 2 HR% 5 2 C
W5, ZOERICHESE, OHRPIZ, 20X ) nBROMEE2RT. Lr2EEELRE
Lazinctis,

OHRPIZ., bt FIFZeHkins (R c B3 2 8 EE%E (HHS) o#if (45 CFR Part 46)
DEFEEETIELEZAS, ZOBEMTEZR-T 729, DCO(Division of Compliance Over
sight) FOHRPH DR & LT, 2o DRFlOAETFOR L CE2EFEEL. JRRFEHHAE
IO E I pRET S, DCOWRT -, b MARMRE T v 7 J7 L 05T Z 17>, OHRP
CGHEABRAEE Z 2 L w28 bk a4 v 7 v P LR =1+ (IRPT) %%

17 Office for Human Research Protections (OHRP), Register IRBs & Obtain FWAs.

https://www.hhs.gov/ohrp/register-irbs-and-obtain-fwas/index.html (202343 H 20 HiEZ2

18 Office for Human Research Protections (OHRP), DCO Activity Data

https://www.hhs.gov/ohrp/compliance-and-reporting/dco-activity-data/index.html
(202343 H 20 H g2
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BT 5, TNoDf T v b, #HREF~DY X7 %45 PR hEOHE,. HH
SHEIENC N 4 2 AR F 72 1T HEFE I 72 EsE, IRBEKEO—HHE I F 2 13 T84T 5,
) L7mESFEBEICONWTIERDOKEL 207 7u—F235 5,

BEBERDOERHD 2D DEH| (For-cause cases)

—fRIC, ERDOHLIZTORMEL LTHIREIN 2 FEHZ V5, TD X LT XITE
KOJMFEDIHFIRIE L L CTlid, HFENRE R IZ OFKE, HEECHEaI—T 4 12— X —%F
O FEMEICHEE D B E A, PIFTHERRE., W NIRRT b b 28, 2 b ICBRE
TNz, OHRPIE, FKZEHD 72 DFFlli % FEfti 3 2 D Tld7a < EROHP LI TERE
RIS LS 2 720D A = X L% T 5 2 L 2RS35 2 L8 TE 5, FHlllicow
Tlx. OHRPOH A X v R [fEik%ziHlis 2 7-00ay 7747 v REMHTFIE] (Complia

nce Oversight Procedures for Evaluating Institutions®) %% &,

HHRA L fToh 3 8-FEEFM (Not-for-cause compliance oversight evaluations)

FREE IR, LY TR a Yy I 54 T v RERDIMELR R WIBE ITh LS FIET
H5 (—HHOKZXITHFHOL > HmdbDTHA D) o 9 LIHliONR L 7 2 BB 0%
FEICIERD X 5 mridatE s, (a) BEEAABEME 72 1I3RT 5% 0 R, (b) HH
SHIHI45CFR46(b) (5) D Zff I H D { OHRP~D i L A 23 IR IE 2 &9 2>, ()it
ZF: D For-cause cases ( Ri0) (B3 2 857 BB Bt o 2 IEHE 1 o SRR U0 % FEAf 3 2 2L
P, (d) HIRIIRIE, (e) HMWICRRD b BB RE 7 0 7 7 LRERMKIC X 258E D
Wi, B X O o HHBEES (F 213 FDA) 12 X 2 Bl OWBRFREG » 2 v I3 EE
DARILo

XKk, INOYFIC X BEFEZFICOWT, Do GAOHE (2023) ik - CRIEAD
B XT3, FEfliE. Bk (2023 0EHSEHHREROFAERE &IRE | 22X
N7\,

19 Office for Human Research Protections (OHRP), DCO Activity Data

https://www.hhs.gov/ohrp/compliance-and-reporting/dco-activity-data/index.html
(202343 7 20 H fifg=2

20 OHRP. Compliance Oversight Procedures for Evaluating Institutions (2009)

https://www.hhs.gov/ohrp/compliance-and-reporting/evaluating-institutions/index.html
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B EBEARIC X ZETFEERIOERE (Fic“For-cause cases”)
KEEIEES - HERER DY = 794+ (https://www.hhs.gov/ohrp/compliance-and-reporti
ng/dco-activity-data/index.html) %S L 72,

2022 (Fiscal 2022) 1Q 2Q 3Q 4Q
IRPTs Received 231 206 280 263
Complaints Received 51 13 6 1
Active Cases 15 12 13 13

Avy5vF - LE—1 (Incident Reports ("IRPTs")) - f v F ¥ b « LER—F &I,
PERFHFE~D Y R 7 5 PHe a0 FEAE, AHIH] IRBOEMFE 7 1ZPvEicn 3 5 H
KE 72 1ZMHEH) e A ESF, IRBEEDO —IRHEIL 72 13 T 2 HET 2 L v ) Bl Lo ®E%
R7d7-0ic, OHRPHHEEIA 5 X T2 BHMETH 5, X CTORFIHE L, 2E3EHLL
MICDCOIC X » CTHET SN2, WFEXNREEZE KR L) A7 IcX 53 A[REMESH . OHR
Pic X2 A OG22 & T 2 HPIDFFEZ HIYE LT 5,

748 —7 v 7L¥F—1 (Follow-up reports) ¥, MATICIRHE SN AmYIOL F— MIE
ME#RZ Rt 3 2 b 0,

OHRPH#&#OEE NG (Complaints) - 20224FLARTD 7 — X ICIZOHRP 23 Z VT B - 72 37~
TOEENE TN TV L P, 2022 LMD 7 — #1132, H@HHl (45 CFR 46) TEFRI LT
#ERE 22 ("human subjects research”, HSR) D #iiill E D EFICEET 2 OHRP 252 1T HL
ST HORE RS, OHRPOIZIM L 7275 H D% & A &iF, HSRICBAFR L 72 Wil IC B
35, L OEA, 0o OWFIFHBEHAONRITH 258, H D5 IFITE L 1348<
BIfRo WREICBID 2 b D TH D, —fiRic, OHRPICIED 2 iE o HATiE, W&
EZDORE, MRECHIR I —T 4 2 — X = EHEFMICBES T2 @A, HEERE., v~
—F VR, ATATHRETHDID, TUHLIKREINSE DD TIE ARV,

NI DERH] (Active Cases) -Z DT — & 13, EITHTOOHRPEMIOKEZER L. JFRIKIC X
2D LFEKTRVWDDDOHGTREETND,

RIREIC G U 7= #Fifi (For-cause evaluations) (¥, OHRPZSEHE W AEMIC X 2H LT
72 [THHSHIH ~ D AFESF D Jkfige % Z T L - 723541, OHRPOFETITbid, 2D XD
LI CRERDIMEDERIEE L CTld, THENRE & 2 OXKE, HItE M a—T 4
F— & — T EOWFEEICHED A, WIFEHEERE. MR R S0 H 20, bl
FRIE X 7z,
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Total Incident Reports Received Total Complaints Received

280

1QFiscal 2022 2QFiscal 2022 3QFiscal 2022 4Q Fiscal 2022

Active Cases

1QFiscal 2022 2QFiscal 2022 3QFiscal 2022 4QFiscal 2022

Total Incident Reports Received

163

Full

Initial

53 5560

68
49 H Follow-Up
I ; I I

1QFiscal 2022 2QFiscal 2022 3QFiscal 2022 4Q Fiscal 2022

seekiRE (Fullreports) 74+ v —7 v 7RE2HE L L AW eAylblHE cb 5,
HEHEE (Initial reports) (k. 74+ v —7 v THEEXLEEALTLAED D, T
1. MERAREEEEAZEEL TS, 23T _RTCOBEROINERET LTW»
TWIEAETH->TH. 45 CFR 46.103(b) (5) D20184F LAFT D Fiff, I X 1845 CFR 46.108
()(4) D2018FDHEHIC L > THEHKINBZA VO TV F2METE LN ELE I 38546
BdH b,

Active Cases

For Cause

Not For Cause

1QFiscal 2022 2QFiscal 2022 3QFiscal 2022 4Q Fiscal 2022
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5) FDAOH Y #i4 (BFICIRBOEKREEIL ICEE T 2 3H)

(B D LD Lt nTdh, FDAIR ERRITZEE CIRBOESE 21T > T 313 72
W2, 2o MBfT) IR WEEY S 0, 1972F I IHBREE R 7 1 777 L3, 19774
ERRAFTE . Igehaax (EPsEal. sBiRafR) wimx, IRBZERE T2/ 4+ )V ¥ —F - %
=RV VT - Tal T LR, ENETNEAINTW, MR I N=5E, FDAIX
FURBHIcHf L, IRBEE IcH 1T 2 [EHALRM] oMzl L 2 ESEHLRITT 5, AMEH
FA 756, FDAIZIRB L5 ol 5 OFIE Lo & 221k (disqualification) X# 2
cepcEs (FE) o EEKHANCE T 2524 EATEAT oY (w3 hd Tide 21 Code o
f Federal Regulations, Part 56) |

FDAKH] - ZRELEROEIE - BB 38 E &R

§ 56.120 Lesser administrative actions.

(a) If apparent noncompliance with these regulations in the operation of an IRB is observed by an FDA investig
ator during an inspection, the inspector will present an oral or written summary of observations to an appropr
iate representative of the IRB. The Food and Drug Administration may subsequently send a letter describing
the noncompliance to the IRB and to the parent institution. The agency will require that the IRB or the paren
t institution respond to this letter within a time period specified by FDA and describe the corrective actions t
hat will be taken by the IRB, the institution, or both to achieve compliance with these regulations.

(b) On the basis of the IRB's or the institution's response, FDA may schedule a reinspection to confirm the ade
quacy of corrective actions. In addition, until the IRB or the parent institution takes appropriate corrective ac
tion, the Agency may require the IRB to:

(1) Withhold approval of new studies subject to the requirements of this part that are conducted at the instit
ution or reviewed by the IRB;

(2) Direct that no new subjects be added to ongoing studies subject to this part; or

(3) Terminate ongoing studies subject to this part when doing so would not endanger the subjects.

(c) When the apparent noncompliance creates a significant threat to the rights and welfare of human subjects,
FDA may notify relevant State and Federal regulatory agencies and other parties with a direct interest in the
Agency's action of the deficiencies in the operation of the IRB.

(d) The parent institution is presumed to be responsible for the operation of an IRB, and the Food and Drug A
dministration will ordinarily direct any administrative action under this subpart against the institution. Howe
ver, depending on the evidence of responsibility for deficiencies, determined during the investigation, the Fo
od and Drug Administration may restrict its administrative actions to the IRB or to a component of the paren

t institution determined to be responsible for formal designation of the IRB.

§ 56.121 Disqualification of an IRB or an institution.

(a) Whenever the IRB or the institution has failed to take adequate steps to correct the noncompliance stated in
the letter sent by the agency under § 56.120(a), and the Commissioner of Food and Drugs determines that t
his noncompliance may justify the disqualification of the IRB or of the parent institution, the Commissioner
will institute proceedings in accordance with the requirements for a regulatory hearing set forth in part 16.

(b) The Commissioner may disqualify an IRB or the parent institution if the Commissioner determines that:

(1) The IRB has refused or repeatedly failed to comply with any of the regulations set forth in this part, and
(2) The noncompliance adversely affects the rights or welfare of the human subjects in a clinical investigatio

n.

21 Carpenter, D. Virtual Mentor. 2004;6(11):512-514. doi: 10.1001/virtualmentor.2004.6.11.msoc1-0411.
https://journalofethics.ama-assn.org/article/gatekeeping-and-fdas-role-human-subjects-protection/2004-11
(202343 7 20 H g2
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(c) If the Commissioner determines that disqualification is appropriate, the Commissioner will issue an order th
at explains the basis for the determination and that prescribes any actions to be taken with regard to ongoing
clinical research conducted under the review of the IRB. The Food and Drug Administration will send notice
of the disqualification to the IRB and the parent institution. Other parties with a direct interest, such as spon
sors and clinical investigators, may also be sent a notice of the disqualification. In addition, the agency may el
ect to publish a notice of its action in the Federal Register.

(d) The Food and Drug Administration will not approve an application for a research permit for a clinical invest
igation that is to be under the review of a disqualified IRB or that is to be conducted at a disqualified instituti
on, and it may refuse to consider in support of a marketing permit the data from a clinical investigation that
was reviewed by a disqualified IRB as conducted at a disqualified institution, unless the IRB or the parent inst

itution is reinstated as provided in § 56.123.

§ 56.122 Public disclosure of information regarding revocation.
A determination that the Food and Drug Administration has disqualified an institution and the administrative r

ecord regarding that determination are disclosable to the public under part 20.

§ 56.123 Reinstatement of an IRB or an institution.
An IRB or an institution may be reinstated if the Commissioner determines, upon an evaluation of a written sub
mission from the IRB or institution that explains the corrective action that the institution or IRB plans to take, t

hat the IRB or institution has provided adequate assurance that it will operate in compliance with the standards

set forth in this part. Notification of reinstatement shall be provided to all persons notified under § 56.121(c).

TABS (FFH R - TTIFA4F - XA FXAT 4 AN - =T X) BR

o (&L OMENER2ED-DNTABSHEETH 5, L, KT arn
DHEHEZ D > T, IRBEBNFEOELREFRON, FFEOZRENR 7 v b a VICEEHTL» LK
G LW EPHHLZERTH 5, ERICIE, ZOIRBICOWTIRERER 2 EE
DRI N Tz,

AEINERBHIIUTOL S b DTH - 7%,

-FDAREZRICL > CTRIHLZ2FEA (B2 5K UTOHBICETZ2NEREEND) |
5 LC, IRBOIGENICHIR % 5%E L 721 %%b&?(ﬁ%%mm\ﬁttﬁﬁi%%%
WeBRE &Sk oEIE) . ZNZIRBHEIZSESF ¢, Bl 3 ARy —ICGEL R o 7,

CEBICHTZo T, FIEBEREAE TR AV A—2BE I Tz (REOHIEEHK) .

- IRBIZ, WFEEHEICRICT 2 M2 B LA-RERE Lk d - 72 WEREMDL)
PR IEICER - (REFL T e o 72,

:h%@ﬁ%#\A%%%E#FW%%@%ﬂitiﬁmk%iﬁ%&fﬁj(MCNM
6.121(b)(2) ) T3 M T 2 & A E Nz, FDARE X 0 i % 30 X - YRR E
X, WERPLEE~DONIGED EO TYZIRBOMIGEZTFHLZbDD, wind Y‘m‘ﬁﬂ’mﬂm

22 Commissioner’s decision(Department of Health and Human Services, Food and Drug Administration, Center f
or Biologics Evaluation and Research. Proposal to disqualify Texas Appliced Biomedical Services (DBA Texas App
lied Biotechnology Research Review Committee IRB / DBA TABS Research Review Committee IRB #1))
https://www.fda.gov/media/97435/download

(202343 7 20 H g2
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Bl : ERFPIROFEZHEHA TSN, BBRICIEDOLSBERBOAZEFH
Bl : ZETHEHEBBRNFELTLRVEINGS (“PChFTIL"EEA)

FDA RIS IES2022

20164F12H13H. bW 3 [211§dia#EEE ] (H.R. 34, "Cures Act”% “the 21st Century
Cures Act” EME I3 ) DSHNL L 722, Z odfRIE, #EREH %2 © < 3 LE44 £ FDA
BIOFAREZE L. FFICZ 0302351 BT, BlfloEE &L AL EREBLEZ KD T2 D
HEEFAAREICkD TV,

SEOFDAKAIOSIER D OB O —IBRTH 5, [FEHUF LIRBICB T 2H5ricown
T, IEY - VL=Vl OFEEX L Z EBFEHNTH %2, FDAICFHOHIE TH 2IRBD
BREILICOVWTOHERIRE RT3, IRBICBIT 2 ESIZ K E S HHETH 2 25,
S bROZEHBERT 5,

B X B HE, M R, 20164 RICHOT L 72 oKkE 210k . SEBE L B9 45(5) 45-48 20174E4 H.

24 Federal Register: A Proposed Rule by the Food and Drug Administration on 09/28/2022 (Protection of Human
Subjects and Institutional Review Boards)
https://www.federalregister.gov/documents/2022/09/28/2022-21088/protection-of-human-subjects-and-institut

ional-review-boards

(202353 A 20 HifesR
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* 1 IRB OB % 72 3B O REEME (RB : 38M9)

§56.121(c) Z 4G L. A#EiEHEiE OB HEE AT IC B 3 2 BITHUE © 3CH 2> 5 "in the Feder
al Register "& \» 9 7L — X% HIfr$T 2 2 L 2L T 25, TOEHEKIZ, FDAZIRBD
FERGHEE I DV C— I AR 2 BE. AEMGE A 18P 2 8 E 8 (Federal Re
gister) ICPRER T, fhoRHATREC#Y) 2 kbR CTE 2 C L 2 WEICT 2200
bDTH 5, HlziX, FDADY = 7% 4 P 2HELRERLDARETH Y, #HE LD
IhHiRfEZHIE T A TE S,

* 2 IRBCHEBY 0 REEE ICBI 3 2 OB (IRB : F#10)

7 vavi 4 bAEEIEL, "revocation "% "disqualification "ICZHE %, IRBE X
ORI o E% 38501 B3 2 FDAIC X 2 E A, 21 CFR part 2012 50 & — i i fil/R Al B
THLZ e LOVEICT 2, §56.122%WGET 26 2 L 2 iRET 5,

FDABAID &R

FDAIC X 2IRBOEKEFEILOHEIX. 2FY - L—NITIIEFEEL T, HEOHA
DFmEE 2 L. FHTREMETDH 2, hb, 3£V - L—AVICBHT 5 RO HHY
Tz, FDARSMC S, ZoYFEEH O L — v LT, IRBOEKEIEICEI S 2 BUE % 3% 1
TWAGERDH L X5 TH 2, Bz, EHERES OWERE RENE Cld. 2 OERFIRIC
B3 2 BUENTFET 5 (ZONEIIFDAOKEICEEM L TW3) .

FREDOTABSHED X 5 i, IRBOBEKEILAERRIC R SNl Td 2 A5, IEHEREUEIZ
fHEcE v d oo, HEAKIHL IR, FIANREELE ATX v, 27, 25
L7-BREICE 2HTIC, FDAD S IZZEEIR (warning letter) 255RENd X5 THYH,
DUHIT—EREDH 2 X5 Th b, Zndb, FDAIZ, ZELOHETERZ DD O % BEEHEIC
LTWwdEwn)d Xhid, oo X 5 ICFDCETED bz [EHE BRI HI T
D (505 42(1) L 18520 4(g)) « £ 7213 % DRy 7Y A v Z-CHIENM D &R
TR 215 2 BN CEIRRBEZ T2 56, cho oilioFEaEo B e L CTIRBOE
HEFEL TS, o T, Bl TR CHEOKBREBERCHT 20D R EIFEE LS
FTWVe LT, BRFEREICOWTCZ 0 FRIKOEEAFEHTE 20 L 50 (Z0GAICIE
2RI E T 3_%) . ZOHRBIEOLERH 759,
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6) 2023F DEFRSEFHREROFAERE &IRE

20231 H o &R ER (GAO) o#itEIx, £D % 4 F v (“Institutional Review
Boards: Actions Needed to Improve Federal Oversight and Examine Effectiveness”) 7237873
EBh, ThE TOOHRPE L UFDAIC X AIRBBUROENEICEEMZ R TDH D TH - 7=,
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{fiol»7IIrO0—F RET D07 TO—F 2RIV T |3 FLZFTA(Y
D&t (4) OT7 TO—F =B ICEIES LR S —%43
FBL IRAIE. IRBOSEZESSLU =93
REOHBEES. BiEgob. °
IRBAY/\—. TAFRE. AKSINER
FoEFU> I ZOMAMMDMERD .

ZoFEDYE - MEEHICoOWT, GAOIZ MRBifil5| 2o < 28EE0ZE L% EiIF<
W3, [oTid, IRBid, ML UABBEZHE L LTk, —/H. $HTIL,
MR DIRBY., HIROEBEEICEVWT, JVWEEABHE2RAEZT IS ko, —FHDOBK
R REZ X, ML RIRBOFH O & HBRERE~DEE I OLTBIER >
%5, | (GAOHMEBICTRINLEHRIFER) . GAODOFE X, M7 RIRB, #EE{R#ICH
WHNE TR, IRBONWEEHELR L ZFET 2L 5KIEHIN-ZZ L 2R T -0 TH
v. T[IRBii%h| OREKEZEE 22>, IRBICKT 20HRP & FDAD BB ICOWCHHET 3
TEREDPHNTD B,

GAOIZ, 20104E2> 520214FE6 H £ Tlo R I Nz ks X ORHl. @ EMat L. IRB
ik, BRI, AROTF— 2% 0W L. FDAS X POHRPORRE. MK, BERE.
BIOEECHBE R DN T =2 2 v AR TIOIRBICEHER Y HE%21T>72, GA
ODFHETHELONAZHMAIZ, KRELFLDILUTDLIICER D,
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OKEDIRBO AL I [K¥] IC@E»rNTWSE, LaL, BELAMFER—RTELS
k\%?b%Fﬁ%J#&<%ﬂ%ﬁ&ofmébjTiﬁmoé@ktfﬁﬁbf&ﬁ
CdH3 [JMZRIRB] (ME - EREEDOIRBTAWVWE WIEKRT [z &) o4 v
N7 FBBEMEDL SR oTEY, HlziE, FDAD T T 1B L 2Rk IZ, 25 L
7o [HAZHIRB] I X 2 BEME R DL ro T b,

HYLEAS (HHS) OoF —2ick 3, 3L ACDIRBIZR¥ZHMA L LT3, £
7ov BmEEMLF (FDA) o7 —xick s e, 201242 520204E % ©, FRE oA Z &
DI A EDIMEDOHFEERIZ. KREEPE L T2IRBAH- TE 72, IRBOHICIE, HFEEE
¥ 72 13518 3 BRI O —ERCTld 7o\ [HZIRB] $H 5%, FDAODF —xick 3 &, Th
5 DM IRBAFEE T 2 MK ABR OB &I L Tw 5, 20124E121325%., 20214E1C 134
8% Lo T 3, —J, MOZIRBOMAEE LTz, RicHAICLvEI LTS, &

. RO~ E L —EBFR1EH 5,

QORKOBEEEDE 2R O MYV HAARICIHELL 2D DR, % DIRBIZ, BFOH:
AT —REFEHAL2D, HEICTOA kAt hoTC0d, Z0—F, BES
DEEOMIIEEEH»T XD, ZEMAKOCHEN 2FEFEOREEZ O C 2 BED
BEoTWw3,

3OHRP*FDAIC X 3IRBOEZDFRMEIC I35 H 3, FDALHHSDOOHRP (Office
for Human Research Protections) (3. KEZ#lA & 3 2#2,3000IRB (#)1,800D Al 2 ©
MRS L, 10X 72 13 OIRBE &8% - #E) %, EMNE 72 3RS C %%
BUTEEBLTWS, 2ho0ERKIL, IRBAHEZFER T 2 BRICGETHEANCHE > TWw 3
SRS 5D DTH B, FDALOHRPIZ, HENROMMZBIEIC, BhIh
DWEOERE, HEOERNZEET S, LarL,. GAOIZ, b DEEHIFEEICIZIRB
DT VBICIEE > T3 2 & R2IERT 5, OHRPOIKE 12, FERI3~41F 0 & AN 72 &5
ZiToTCWw5b Z &, FDAIF2010~2021 &5 IR 133F 0 BEHE 2T o 72 Lk~ T
Wb, Eb O, HETDRIRBEER L, #REREICE T 2 BT R#ELT 5
7201, IRBEE 707 7LD ) 27 X—=2DFHliZ{To> T, ZbZHEENRDI
RBZEET 270 DEHRESETH 2, IRBLY R MY OBMEICIIARIEHERD DBH 5,

@OHRP ¢ FDAZIRBOEMEABRIETE T\, IRBOERMEZ Il L TR D

. 20O ORE LT 70 —F 23 FiEE TR TE TR b EAKE KT
BB, 1990 F LUK, %5 0BT B X Mo Fifk2s, AR %2R & 4 2 58 1B
5.9 2HHS % 72 (3 fth O EFBEB 0t L, #baER#EICE T 2IRBOH b 77 - IRBOFRE
RS 272007 7 u—F%EZ 5 X58ELCEICh2rrbbT, INbDYFIIT

TG TE T,
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2 SkaniaE

1) GAOEEIC KT 2R

FED20234FE D5 E T, GAOIZ [OHRP 2 FDAIX. IRBASEAI%MSFL T 3
E52 %24l 3720 CIRBZERTEL T3, IRBOEEXREOBEEHBRERE CHY
THEIPIFFHL Ty, | EHICLTW3, 2, [2hbnYyFED, REAT 7o
—FERPEL TR WVED ] [HNEFEREWI L L, IRBAHREFRECETLZASH
FE OB O —FICEBE N b, W] TH2 e LT3,

Zokiic, BEROBEIIOVT, EEohRBARINTAVAI Z3MERI L
T3, GAODIRZE L IIRBOAMMEZFHII S 2 7 7' v —F 2 FE T 5 -0 ICBRE 218
$£9% 2 L3, OHRPLFDADRHTH L ORHEMOKE L —H L. IRBABERH R IC K
NLT0B I ERRALT ZDIELZOTHS 5] & L, BAEWNICIE, IRBLYRA Y DT —
Z DIEMENEZ TR T 2 720 OFE, UHIC X 2 EROIK - 5k, IRBIC X 2 #ERERED
AOMEEEEST 27 70 —FOBET L EEEZHIRL T b, REORICOWTIR, [HBR
HHE, IRBI—F 41 v - HEOLT —HTOHEA—T 4 v b, HEES2 a2, IR
BA Y N— - HHEE - HREDOY —_ 4, 20D F#H| (effectiveness measures; peer a
udits of IRB meetings and decisions; mock protocols; surveys of IRB members, investigato
rs, and human research participants; or other approaches) & &¥BEzx bhd, &L Tw»
%o

2) SO HA L HE
RESIEHOEMERICH T T, SHEEOIITOREW ANV HA L LT, UToXko7%d
DPRENTVD, WIND EROGAOHREFICTREINTNELIDTHY, b D
D FHAICBE T 3 GAODEE D L TH <,

ELRY H% Bl GAO D5 - &

Operational assessments | PIEREEE D i, HEOEAER DO, EROEEDRILHHET

and process audits IND LI

Accreditation AAHRPPOHU{F, 200 (1800 5 H) DbEBEA | MUK HH - KV v —ofFR3hLTH b,

. HERR, FEEE~DFE - IRBOHFM E~0H IR

.

Certification PRIM&RIC & 2 X % v 7€, 9 L7- %M & T - BAYGE L DBIfR2
AH,

Quality measurement —HCHA OB Al D 4, AN D FREEA 72, WERE ~ DB B AOA
AT S DD,

IRBIzEH 3+ 2 NHEEEDHLY #H A D] (Audit Internal Processes. #iABGAOEHE X V)

Category Category Category information
Protocol files Quality assurance staff review protocol files to ensure that there are no missing documents, the a

ppropriate level of review was performed (exempt, expedited, full board), staff and reviewers use
d checklists, informed consent forms contain all required elements of consent, and decisions were

appropriate.

Meeting minutes Quality assurance staff review meeting minutes to ensure votes were captured, quorum was prese

nt, conflicted members recused themselves from the discussion and vote for the conflicted item,
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members knowledgeable about a particular vulnerable population were present if a protocol invol
ving a vulnerable population was reviewed, and discussions of controverted issues and their resol
ution, reasons for modifications, and determinations were documented.

Meeting Quality assurance staff observe meetings to assess whether board members received the appropri

observations ate materials in advance of the meeting, the chair’s role in leading the meeting, the primary revie
wer’s presentation, and whether board members spent an adequate amount of time reviewing eac
h submission.

IRB chairs observe other board meetings to assess the decision-making or the performance of cha

irs, vice chairs, and members.

3 ZHELOFEHICETINEK
HIEFIC X 2 BHHIEICH O F— 2 R—2BREET 223, il aNAIRIZE AN
fInTtnihw (FEHOERDZSHR) |

4 ZoDfth

FRROGAOHEEICEWT, [REA] 20 2#EW % (organizational) FlZEHK
DHEFIRF LD LNT WS (YL HE. Table 1“Examples of Sources of and Practices Use

d to Manage Organizational Conflicts of Interest, According to Selected Institutional Review

Boards (IRB)”) , &% ¥ CICZUEFZ2EEH T2, b, TOMEETLRINTWDS X

>

2, TNOLDHEHNIIHLT L HMZEIRBOMED A TIE AW LICOEERSLETH 5,

IRB Type Source of Conflict Conflict Mitigation Strategy
(IRBOERY) (FIZEHH R DRERT) OnHIGSR)
Independent IRBs [IRBY— b R E2RET2M48% | YR | IRB members are prohibited from holdi
BOEEA VN N—]| LEET 55ME L OF] | ng equity in the company.
#5tHK (Companies that provide independ | - Individuals responsible for the compan
ent IRB services may profit from IRB revie | y’s business development are prohibite
w of research protocols.) d from serving on the board, participati
ng in day-to-day operations of the IRB,
and from attending board meetings.
-Board members are separated from in
dividuals responsible for business devel
opment, such as through prohibitions o
n discussing specific board deliberation
s or determinations; and restricting boa
rd members’ access to information rega
rding the company’s business developm
ent or finances.
Independent IRBs [IRBY— v R R+ 248% | 23, FE | Board members and IRB staff are separ
NROBRABREFOXRE - EEICHE ated from staff who provide other comp
5. (Companies that provide independent I | any services, including through restricti
RB services may offer non-IRB services to t | ons on contact.

25 Office for Human Research Protections (OHRP) Database for Registered IORGs & IRBs, Approved FWAs, and

Documents Received in Last 60 Days

https://ohrp.cit.nih.gov/search/irbsearch.aspx?styp=bsc
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he entities sponsoring or conducting the stu
dy, such as consulting on the design of the ¢

linical trial.)

Independent IRBs [IRBY — v 2 2§t 2 0% | 23079 H | Investors do not have access or visibilit
HTDORAR VY —Tb H55A (Companies | yinto IRB operations, including the pro
that provide independent IRB services may | tocols that the IRB reviews.
have investors who also invest in companies
that sponsor research, such as biomedical d
evice companies.)

Affiliated IRBsb IRBOFRE EHEBHFEEMIC & 32 BE %3 | Individuals responsible for attracting an
J 33859 b B85A (IRBs may be affili | d securing research funding for the affil
ated with universities, hospitals, or other in | iated institution (e.g., the Vice Preside
stitutions that obtain financial support from | nt for Research) are prohibited from se
the conduct of research involving human su | rving on board or being involved in its
bjects.) daily operations.

- A board member who is unaffiliated wi
th institution—that is, not an employee
or contractor, or an immediate family
member of an employee or contractor
—is required to be present at all board
meetings.

Affiliated IRBsb IRBOFRE EHERREER O EITICHE S5 F] | Affiliated institutions have systems to tr
Ex2ZF53BIcH 55A (IRBsmaybe | ack their financial ties and identify stud
affiliated with universities, hospitals, or oth | ies submitted to IRB that present an or
er institutions that have investments in, or r | ganizational conflict.
eceive payments or gifts from, study sponso | - Affiliated institutions have conflicts of
rs.) interest offices or committees that revie

w potential study-specific conflicts of in
terest and develop conflict managemen
t plans, which may include ceding the I
RB review of the study to an external I
RB.

All IRBs IRBOREHE MBEERFBD X+ ¥ — L F] | Organizational conflicts of interest poli

ERF%EZA T 58 A (Senior company or i
nstitutional officials may have ties to a stud

y sponsor.)

cies address conflicts of senior officials,
such as presidents, vice presidents, and
members of the company’s board of dir
ectors.

- Senior officials are required to comple
te regular disclosure forms and conflict
management plans are developed when
the board reviews a protocol for which
an official has a conflict.

- Senior officials are prohibited from dir
ectly holding stock in any company spo
nsoring research that is reviewed by the

board.
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(2) xH

0 & - B

Az Clt. #[E(United Kingdom) D Th FEif ¥ 77 v F OmBEHR AL B S (Research
Ethics Committee, ARREC L /R ) ICB 3 2 HU 0 Ml A 2 B3 2, KE., ThbbA v 77
YF, Zav b5V F, vI—AX, kT AAT v FicBWT, EUBKRBHICHES 3
PR LASM I S IR 23 3 B I (BRI BE 3 2 = 2 T o T\ B, HE OB IC DWW T,
BEDOENIIHZHE, XRay b7V F, VZ—AX, kT7TALT VY FiZBWTbA VI T v
FEHEBIOE Y A TibITWnd, RETIE, 4 v 277 v FUNDOETOREEES 3
2GR THE] . A Vv 77V FoRDEAIX T4 v 77 v ] ERT,

A v 277 v FIcEIF32REC OERICET 2 ELER* L L Cld. RECOEHIIRE - 72
19804E U WML Z & b L { 1E A Dfitisk & LR CRECZKE L CHA % #EH L. Royal
College of Physicians2’ H EMICRECICBI T 2 9K — P REHZ B I o Tz, Z D&,
199044t »NHS (National Health Service) @ efiicfE WRECIZiEEX I X 258 2 & B,
NHSOEHEIC X % g A7 TDLocal REC (LREC) & L TR & 7z, & D UWFIE. Hiiak
HFEFERZLRECZ L ICHEL TH Y, FEFRHFPRECIC L > THRAR B 2 &%, KRETIC
2o R X ICBT 2R RTINS X5 Ik oz, 2D X ) RfEICICT 5 72
W, 5 AP ECTEE S D LlEi AR 2+ T#F A 9 % Multicentre REC(MREC) 23
BREINZ, LALAasrb, MRECIZHFEE OFTEMKEELE T 2 KX LREC L @i L 226 F
e & 21T 9 BEAH Y, MRECTT ) FABEER & [AFFIc, BI#Es 22 CTOLRECE O F
Bex b s 2 L CHEFEI EMICR 2L, FhZ2HIHLE L OBHE X LI
LIRS E I o7z, 2D X 5 IR ICBE 3 2 IS 2 <. EURRRHERTE S (Y
BF) ~DXfIGHENG 72 & 3T L 72 ) . 20004FIC IZRECO#EH % fhdfb L TE 3 % Central
Office of Research Ethics Committee (COREC) 238%E X #1172, 20074 O FHFkLZIc X v .
COREC Iz National Research Ethics Service (NRES) & 72 0 . 20114E1CIZNRESD A7 A%
& 7z % Health Research Authority (HRA) 283% & & L7z, % Dfk. Care Act 2014 (X1
HH) ickeo & HRAIZBUMIM KBS (Non Departmental Public Bodies(NDPB)) & L THl
¥ T RECOEMEMZEH->TWw3, (F : HRARWKIZA v 77 v Fofllfiiz2, 22
Y EFIVF, AR AT AT v FicB I BRECGEHOZE S TRo T 5, )

B R RICOVTIR, UMTE2SH,

FHARM. A ¥V 2B 2 EFWIILREZ B & (2) - & O RICO T FUEET. 1996(16):424-00. 4
K A F ) 2B 2 EAFEMIEE B2 3)-BEHERORE L AT A X v 2. HGHESY. 1997(18):248-1

6. Clive Collett, 'Setting the Strategic Landscape for the HRA: Ethics Governance' .2013 (unpublished internal H
RA paper provided to the author). i (NICHEE 232014FHRA CTOFIERICHH Y Z ICHEE L 215 %2 &1,
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% 1 CareAct2014¥ (HRAICBE#E#E$ 3 HB KK

PART 3 Health (fg5)
CHAPTER 1 Health Education England CEE D HAE)
CHAPTER 2 Health Research Authority (fREERFFEHERE)
Establishment (§%37)
109.The Health Research Authority (fREEFFFHERE)
General functions (—%Ey & #EE)
110.The HRA'’s functions (HRADH#EEE)
Regulatory practice (Rl D EjiE)
111.Co-ordinating and promoting regulatory practice etc. GRHIZER O FMLEE)
Research ethics committees (FIEMEREZES)
112.The HRA’s policy on research ethics committees (FFFEMEEE S ICE 3 2HRADSH)
113.Approval of research (FFZED&ER)
114.Recognition by the HRA (HRAIZ X % F25E)
115.Establishment by the HRA (HRAIZ X % §%37)
116.Membership of the United Kingdom Ethics Committee Authority (EEHERESEEO A v
RN=v v 7)
Patient information (SBHEH)
117.Approval for processing confidential patient information (BH OEFBER O CEHI % &
#)
CHAPTER 3 Chapters 1 and 2: supplementary (Ff{H1])

SCHEDULE 7 The Health Research Authority ({REWFFEHERE)
SCHEDULE 8 Research ethics committees: amendments (JfEGHEEERE S © B1F)

HRADHEE
HRADHA%IZ (1) Approvals, (2) Policy and Partnerships, (3) Resources,
(4) Digital Manages® 4 2 O CEIGEH X T 352 (20234FEHI7E)

(1) Approval ZP9

20184 I e fmBl D H Y 5 — 2 L Gl - PREEDIHY F — L 2 H L TakiE T Nz E58F T
»H Y, RECIC X 2 Bl #F & SLHRA Approval (ki) OEMA L %{T> T3, KE2ED
] & BORICB 3 % ok, RECICH T 2 HKGREFOWE - X7 + —~< v REH,
FEBUGE~ DB 75 3. S eI AR OB E 2T 2 HMF — L4, IREFL AF v
P—=~DHA XY RALT FAA RO TF — LR EBHEIN TS, Z Ol
fEvs, RECOHHRBERE % H > T2 72REC Manager b Approval #ifICfifEd 5 2 & & 7x o
720 ZHICHEV, 4F5DREC Manager 7> H Approval Officer IC 85 X 11, iR DRECE K
DY K=+ (FHHER) LIMNCDRAESRBEAE L2 mREE L, ThEcof@EL X
NTW/2REC Manager® ¥ ¥ ) 7 XA OAREM R AT 2 2 L b ES LT3, AT,
Approvals #{FTIFHRAD74% D A £ v 7 L1000 ALA LD R Z v 7 4 T H3Z 2 2HRAFRK D
HMTH 2720, EVAXRARL =Y a =i —Ur—RT L RZ Y FAEL. 8%
Z T3,

(2) Policy and Partnerships Z[
72 ICBE 9 2 &AM 2 AL D fiff%E (People centred research) 7a &ICBH L T, BRI 7%

27 https://www.legislation.gov.uk/ukpga/2014/23/contents/enacted
28 HRAH Y% & oEfIC X 2HER (202342H)
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K)o —DVERLERAZHIEMcH Y., HRAZKOZ v 75— X v FiEE) (Overseas
engagement activities) HHYM L T3, L, K7 v 7 4 7 °Public Contributors7z &
22274 LOBEICHETIMAEREFREHI LAY, HRADZ I 227 —v 3V
F—Ll b, DX FEIEARRT IRV E =L OB ED TS,

(3) Resources ¥B[
Mg NE, MBAFCca —RL - T AF v 2E2HIEMTH 3,

(4) Digital Manage #{F
BEFHFEHDO Y R T LCHEIEREM Y R T L OHEE - IR, zofth7 v 77 LicBE3
2EMHEITOHMTH 5,

X5, HRADERH %X 2 24k & L C. 5 % DNon-Executive directors (Chair& i)
& 3 %4 DExecutive directors THEAK X 41 % Board<°, Research and Ethics Advisors‘ Panel
(NREAP) 7% %, NREAPZHE[EmHEE B &M (United Kingdom Ethics Committee Auth
ority, UKECA)IC & Y Ty & h 5 SH MU~ D IR ET O M TH D, T DA v~ —iF
HRAIC 1 2 BORICB S 2 MEORFE R B S, 74 X v 2D L v a—, HRAEMED ARG
2 (Public debate) ~D&N7s Eaikd b Tuwb, NREAPIL., HiEMY) 844 T X
NTws, X VIRECEESCHEICHIET 2 2 L 2 AlREICT 2729, 20174 X Y KA
ZH0H/ ECHE L7z, flicd, HRAEH~O Y F— b CallizT9 K7 v 7 4 THlKkE L
CHRA Community Insight Group23® %, Z ® 7 v — 7 (ZREC, Confidentiality Advisory
Group+°Public Involvement Network IZfil 5 2> DI TRIG- L T3 X v N—IC X WS 1
Thh, ThZThofizd Lic, LEMREFRICEHL T4 -V Ny 725270 &
CSML72Y 3528 T, HRARI L 2R ZAI T 2 2 L ICHLET LD LEZLN
TWw3,

RECEDOKE

A v 77 v FICBIT2RECOICOWTIE, A TwsHlEHEP. HRARECX v
W=D L ==V TRAT L T2 ERL EEPBEICIGUTHRAD Y = 7% A4 P& b
LICRERLCE AT — 200l d 5 L. R2OMAEEENR LN,

BRI X, MERXRECE L GEM S LT 7219801 1Z254 DRECHFETE L Tur 72 43,
IR L7099 CTHERS L TV 5, RECOBDI KR E AL L 72 D 1320024E 2> 5 20124FH T H
v, ZD104EEIFCOREC/NRESARECOHER 7' v & AL H DEH %17 H —/5 T, Strategic
Health Authorities (SHA)*2SRECO{T-@i#%Bd & L <, RECO#.. ZEB X UVERER DT
MEfE A>Tz, ZOM. SHADHER® $ & TRECO#MFEA D HED S, 200342025
20094F % TICRECO#131952> H 130I1CiEA L. X HICTFEHZR D 2010412 1382~ & K% I
Y UTee 2F Y, 2003505 DTEMTA v 77 v FNORECZ P EFFES L2 Lic
25, ZOSHADHER®D b & TiTHN7220124F £ TORECHFES ICBI L Tid, NHS®DNatio
nal Patient Safety Agency, National Research Ethics Servicelc X Y FJliE (Management of

29 SHA|3Health and Social Care Act (2001) 1C:-0 % 20024F & V #xXE X ., G O FIED b & TR MR D RO HIE LT
BEH- TWiz2%, 20104 0 MaE% & BUERRICHE 5 8 &I X Y 20134E 1ICBEIk & 7 - 72,
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change: Closure or Merger of REC) 2MER I N Tk v, BUEICH > THEFES O Fht & 23T
bhTwiltBatensg (B%1),

#2 4 v75 v FRECHDZE

19824F 25430
20034 4H 1953
20044 4H 175%
20054 4H 155%
20094 130%*
20104 82%
20124 11H 793
20144 12H 70%
20154 2H 693
20164 7H 68%
20174 10H 66%
20224 11H 66%

X127 77Ccl? [£24 277 FRECHDEE |

254
195
175
155
130
82

19824F 20034 20044 20054F 20094 20104 20124 20144F 20154 20164 20174 20224F
4J] 4J] 4J] 11H 12H 2J] 7 10H 11H

20124E LA D %> DRECE DB/ 338D b 2 25, 20144F LARRIZ R X 7o BE 313 70 < HERS

30 HRAIZ & % Induction training T @ FeAf &4}

31 COREC 2006 Reports (H7EWebTAFA )

32 SRR 21 AR Bl AT SRR (M) THIFEHBEIC 35 0 2 BBINGER R AR B R0 2 2 3E O il &
Z OXGIT T 72 AT s

33 NRES. Management of change: Closure or Merger of REC. 2011

3 Vpk24 FREIEE G BRI BB S (ERENERLR AR  [HURIIRICBE T 2 BN o fEd & 58
SHEDOHIEE & DI | ARG &

% %¥IC X 2HRA OHP2» & OffEiR
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LTw3, B, RECHEAICE L TIZHRADDirector 5 I X Y gt 2317 . UKECA

(United Kingdom Ethics Committee Authority) A’RECEHSAD PE ICBE 3 2 Hi% #H > T
Vw5, HRAHYFH & oFHffic L hid, RECROIRE R FICTFHINZFEEXFGOE (119
IO X 4-5FDFEHBER) 2B CX2X9ICKEEZ LTV 720, HFEADEMITE
HEBRICEODW TR I N TS, £, MiTlEd 2 2%EDRECICE T 5 MEFE0
DN ADHEEEIT I LIHILDI L TH T,

2% 1) National Patient Safety Agency, National Research Ethics Service . Management
of change: Closure or Merger of REC, 2012. NHSIZ X 2 #EBES 7 v & X

Start : REC Manager/®. & % RECIZEE L T
BAE D L CIIB ORIV DE L D TIE G L 5K

Regional Manager Head of Operations
§te_p 1 NRES Manager (RM) (HO) SHA led
Bl
BHOBRENEZ LN 35S, RECLERB K9 3
= b e SSHAD BB, S, BISHOTREMIC OV THEDOERETD
RECZ 8 & ¥ REC Coordinator (RC) (%5 65)
ZERZrOPHEH. FPHINIBEOEL.
AVR—DBR, HREBRL CIEET 2RO LERL X
Step 2 o vum A
ST sy HO, Deputy HO, RM £ v 2 — R D REC FHOHT 3
B2l ] RESGR OB LB,
SHA ¥ BIRAX & 1R5T CORECE A - 43 5 1
FAK. BIFAR. ROCERR F3E.
RECIZH SHA
RS (2 146 1) B
Hr-aBErRH LN, COBRL HFEE. BEHICE
k&?z%?*%‘i fafﬂé%’e\.\ IR OB EIRR. 14
4 \BMoBEnE Sy 2 BEOD DB, & HHkORECE 5.
Step 3 RBEHRE ETPORBELY) Y
EY AR R'\;’Jj t/j;ﬁ; RECY a4 >
7S URE
ERCHITEM B~ 5, BEBRLUHLIUBACRER ST
Step 4
Z=82. %8 HESR~OBHEL £ HER ]
~DBE
22X, BB BEEBEL. MHOLEEBREEHNREINLVISEIZRS ]
Step 5 s (FEH) L EHHVBE
AYVIN—DAFXINE P % =
E I D ] e BESoLR % 12 7 A Bwaiting
o S % L VREC~B8) list & R4
R thoEERIZBIE
f{f’j‘ nGp o7 or waiting list~
f;titifiaa% HLIEAbNVY
8A%E (258 283 AT BE
Performance, 7% ) D ZBHAR). LE =R,
- e
v
Step 6
Fos \ELERBRD 5 5 TREOED, BRCTE B L%,
EU*%E@ ZEHPHETHE BHDBEIZDVTI XY b
BlZE
AN
£ EE /AL
- N 3 SHA, RMH*$6% ¥ % 0M,
S A : : PER2OERE. PEAK

2% (Expert¥lay& 1 2)
Or NREAP X v/ /8 —
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ERETF R OB EEE
7t avOGEEELTITL TITODNBEHRAT X X v b

Mo FE* HiE T 2HC, RECTOEELWITL2D, HFMED AR v —W FIcH
REMEHES 477 v FONHSEE Ic X L TfTbi 3 DHHRA Approval & \» 5 FED
FIETH 5, FEicik, TES (REC) I X 2%EE. HRAICX 2 [T A v+ GF
i) | . Zzoft (fhoYFIcBET 2T 2HEE) 2R mEHRo &
%Z. "HRA Approval"& 5 9,

O [THAAV ] Tk, RICSINT 2 #NHSKE2 Z 0fffft 0 Ea% 175 LT
EREATHELE (F ¥ X0 T 4) Ay 754 T VR EOWIEX (B HE~DREN) %R
T25HDTH Y. SHEBHICE W TZ OHERELE S NLx WEad, T S OfuRC. i
BlD /-0 DT A X v MR DXL/ EB R I N D, I HIC, TRSIEE T L o
BN OB ICBI L T BadliE, AF. HRADEME~DUEYL 7 UFE 2 IFH A3k
b5, HRA Approval (INHS D EFHER IC 51T 2 BF oS, BEXNROWIFLZ F I
ELTWEI b, NMANYIPT =2 _X—XICHT LM%, @#REEFI VT4 T %
R & L7 1IHRER 2 NHS OB c i3 2 i R LicowTid, 295 LAHRA T %
Z X v FFEKEINT, RECICXB3HFEEDABTONS,

Application

submission -
Research Ethics

Committee
(REC) meeting

HRA validation Att$nd m.ee(tjing Additional information and
(if required) W c|arification may be needed
i

REC issues
opinion

\alidation HRA initial HRA assessment
letter assessment continues

Initial
assessment
letter

Other regulatory
approvals
received

Make sure that you keep sites updated on progress
throughout the approvals process

HRA Approval ® 244 (https://www.hra.nhs.uk/approvals-amendments/what-approvals-do
-i-need/hra-approval/)
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FhiZ oin

(MEMERRHE Y AT L 2B C) HEEXREE NS,

!

Z0%., HRAICX o T [NUF—32 3 v ]| (validation) CUEINBEWDF = v 7 2T
birs,

!

FiEo [NV F—vav] oBfriizd L., FiEE 1 (YR E ] (validation let
ter) 2%, HiEE X, T DApproval® 7' ut AR %H U C, EIRI % GG

RICHE T 20ERD 5,

!

NY T =g vk, HEEEHIIRECOELE, LU 7413 (WEICILL T) HRA Approv
al@%mﬁﬂciﬁzﬁo

!

RECTOEEXVELMPFHEIZ. RECICTHEAING, HEHIISEICHFE T2 X > EiE
b,

SED%, RECIZHIBI 2T, ZIUTREZHEN L &2 28565 HiE. &~ 7 b

T ENCGENEHR-CHHZ kD 28550 H %,

!

RECOEFE L WifT L <. HRA Approval # /3 & 3 2 FHEEEIIPIHI 7 A 2 » b (initial

assessment) #%Z\F5, INHTET T 5 L., PIHIFHGEE Rt I D, HFHE X, &KE T
0t 2 DEWIRILIC O WT, X ICHRITIERZ IR T 2081 H 5,

o BHY /AR5 3 2 5e0&GE. UGN R 5 D[R T Y 5 £ T, HRAIC X

27 HAA YV MEEE<L,

!

HRAIC X 25Hlinsse 7 L. BTG U Tt RE1RY G o0& %2 521, RECO &K RiED

FKITINTHIH T, HRA Approval DBR#ER PR IN D,

!

HEEH X, AR 7T e 222 L €, SHEoRFEREZRIET 2 L5 LT nid%
D72\,

HRA”Gaining HRA Approval” X V (https://www.hra.nhs.uk/approvals-amendments/what-approv

als-do-i-need/hra-approval/gaining-hra-approval-long-descriptive-caption/)

1 BErERICH T ZEY
ZESOEOMHEHRICEAL Tk, HRADAL v 77 v Fitd 5 T _XTCORECICEE T 3 EH DL
fiiz v, HOMRICL T2 E2T>oCwb, HRADY = 7% 4 M ICH 2 Quality Assura
nce*DIHH I, HOMERICEET 2 EREH & LU TD4 ORI NTWnw 5,

(202343 7 20 H fifg=2
36 UK Human Research Authority. Quality assurance. (https://www.hra.nhs.uk/about-us/governance/quality-assu

rance/)
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1) User Satisfaction

2 ) Accreditation Scheme for Research Ethics Committees (RECs)
3) Quality Control

4) Shared Ethical Debate

UM, Z2hZ ol ZRd,

1) User Satisfaction

HRACTHHHEER(FZ I L O L LEEBNESERICET 2N ce=2Y v/ - B&o
Hiy<, HEEERPAR v ¥ —, RECEELEZNRE Lzt v 74 vick 2illE % TR - T
W5, Z®DUser Satisfaction D R 1 B9~ 2 707 L& 13, Quality Assurance F— LD X v/
N=H-> T35,

fijt L 72HRA Community Insight Group ® 22 v & 7 M H FABIL T3 23, HEET 5
AT HHET 6 O E A HRARKOERICIE,» T L ZHHE L AL T A
5, E74—F Ny 7ONFIE, THRAODY = 794 FicowT] [HATIEHE> X
7 v (Integrated Research Application System, IRAS)IC 2T | [HRAX Y %ZF 7= XG0 FE
fii] [THW L 7ZRECREICBEHT2EA] A2 d s, oMfEREzHZLicxaT{tL Ty
= 7% A4 MTRL, ORI OCTIMEFEZE2RERL T3 (EEDLFR— i
vz 7% AT AFARE) o

WEHFONRIL., 2F - HEN O REERHESL . 74 — PNy 2 ORNEICIE C 7206
DNBEDBRINT VS, PRRICRITK2, 3FELEOMEFLVELZbDTH S,

X 2

Figure 1 - Overall Mean Satisfaction Scores for the period April 2021 to March 2022

Mean Satisfaction Score
April 2021 to March 2022

10
9
8 /\% — ﬁ./'k ——
7
6
5
4
3
2
1
Apr-21  May-21  Jun-21 Juk21 Aug-21 Sep-21 Oct-21 Nov-21 Dec-21 Jan22 Feb-22 Mar-22
(202343 H 20 H 2

37 UK Human Research Authority. HRA User Satisfaction Report - April to September 2022.

https://www.hra.nhs.uk/about-us/governance/quality-assurance/hra-user-satisfaction-report/
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X 3
Figure 2 - Mean Satisfaction Scores broken down by category for April 2021 to March 2022

Mean Satisfaction Scores
April 2021 to March 2022

95
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—
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Apr-21  May-21  Jun-21 Jul21 Aug-21 Sep21 Oct-21 Nov-21 Dec-21 Jan22 Feb-22 Mar-22
- Queries Line —a-\Nebsite —a=|RAS Usability IRAS Guidance
o= Online Guidance =-e=Decision Tools === Staff - Booking Process

Figure 2 details the mean scores for the following areas: queries line, HRA website, IRAS usability, IRAS guidance, online guidance, decision tools and
staff, over a 12 month period from April 2021 to March 2022. The mean scores fluctuate during the 12 month period in all areas. The highest mean

score was for Staff in March 2022 at 9.1.

2) Accreditation Scheme for Research Ethics Committees

ZDRAF—2ix, EFIORECICN 3 2 MFeh) 238E 7' v 7 F LH|E (Rolling Program)
TH 5, 20034FICHHFE, 20054F I HERIVIC RN & 728, 20074F X Y @B & O FIAZ R

THEEHESES T IEE  (Standard Operation Procedures, SOPs) @& A % ik L, 1ExIC Fhiti 23
bids & N7z, BEIZ, SOPsk X URECOBF #ME L T3 [HEMIEEE RO 7S F v
Z A&kl (Governance Arrangements for Research Ethics Committees, GAfREC) | TR &L
T HEHECHS LT, FRECICH L T2 (BEMICEATEEH?2S 24EHD 3 »
AL 1A (Audit) 2 FEfEL T3, FREC~DFHliL#ERICEI T 2 00 217 5 $H2Y4
¥, HRA® Quality Assurance Team CHEE A B & L T A Z 0 7224 3 L T\ 3,

Quality Assurance® V = 7% 4 M XE, A7 77 L TOHBIIE [Full accreditatio
n] #* [Accreditation with conditions (7 7+ a ¥ 77 v 2B 3EIRZ7Da v 754
7 v Z8K) 1 b L LiZ [Provisional accreditation (7272 a v 753 v B4 23HI R 7
BIWMEY R 7BEICET 2MERD3BE) | DvwIThrPTIhd, Hlrofic [Fai
I IHHEMPRE N T, HRAHEHE & OFEIC Lhid, EEICIIBUE ORI 5
FEHEAUWET 272D INAUGEE R LT T 7y a v 7o viaETTET, Hil

EREN 3 7 AULENIGA, b L IRYZREC S HOERE EAZH L, Kl
WFHER T 2RI & 72 IFAERHFIEIOWL T 2 W i5E 1. RECICHH G- & Ty 7z Full
accreditation® A 7 — X A & MiFF 92 2 & IIAEY] & A i, K% (Expiration of accredit
ation)$ % 2>, JEHE AT — & X (Not accredited status) 2:ff5- X N3, X 5T, MEEE
TR A%V RAZICIOTIRERANTH 5 LYW N RIEPED o W GEP, T2V =
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VI VRENL ORIFICHTICHIGE N T Wi WIEA, RECICH L TZ DB oL £
7Zi—HoELZEIE T 22 H D,

fth’7. RECHl X b ZE DM IC RS B 2 B A 13583 (Complaiants) DFH & 22
EHUHETH 5, HRAHYE & 0o EIC LE, KR ¥ — 2 0Efax A L 72 4913,
Quality Assurance 7 — 4 & BN R ORECEH & ORI THEHE S B o2, AELICE S
270 ANEERL. RAAF—LOERYPERZHEMT 21con T, ZEIRECOLEIC
Hzmids X551k, BEOREETv 77 L 2HENITE L2 L5 I ho/fkTh b
DARXY BB o7 (ZHIFEEPEERICRECRFHICAH 7HF—S—=FINL=BIcdh, &
HpoFtkoERZHNTH2)

ERCHELTRE2ROWEELRITLTEY, 1) HREASZREC, A—F4 v |
EigH & A —F 4 v F DM, 2) Full accreditation A DHIWi & 72 > 72RECOT 7> 3 v~
7o vEHEUIH SR H. 3) Accreditation with conditions & Provisional accreditation ®
B3y, M4) | RECHET 2EMFHOK (3HTL, K5) . 4) #HFhke Let
ersliCB 9 2 fEHFIHOR (3T L, K6) . 5) Recommendations® {5 72 53 #7 7% £ 3L
ENTVE (EEDLFE—FEY = 794 FBX Y AFA4E

X 4

Figure 1 shows the number of action plan issues raised for each audited REC during the current reporting period (April to
September 2022) and the previous two reporting periods (October 2021 to March 2022 and April to September 2021).

Graph showing the number of RECs granted provisional
accreditation/accreditation with conditions and the number
of unmet standards

12

"

Q10

o

“5 8

= 6 W Apr 21 -Sep 21
o

Q 4

[ Oct 21 - Mar 22
> 2

2 ) Apr 22 -Sep 22

1to3 4t06 7+
Number of unmet standards
(202343 H 20 H 2

3 UK Human Research Authority. HRA and Devolved Administrations Accreditation Scheme Report

https://www.hra.nhs.uk/about-us/governance/quality-assurance/hra-and-devolved-administrations-accreditation

-scheme-report/
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X 5

Figure 2 compares the number of unmet standards relating to membership for the current reporting period (April to
September 2022 - 22 RECs audited) with those unmet standards for the previous reporting periods (October 2021 to March
2022 - 22 RECs audited and April to September 2021 - 22 RECs audited).

Accreditation Trends in Relation to Membership

H

W Apr 21 - Sep 21 (22 audits)

Oct 21 - Mar 22 (22 audits)
I I m Apr 22 - Sep 22 (22 audits)
; [] ]

Indemnity Training Attendance Constitution Other

N w

Number of Issues Raised in the
Reporting Period
-

Accreditation Reporting Period
¥ K 51CH % Indemnity & 1k, kBl (JEETIZHRA) 23%179 2 d DT, fmHEHEED
RIED, BIZTHFHEE L AR Y S — TRPALZEEICH L GEMICEREEZF LILTOo N
&, HRAZ X OFABEMAZAHT 2 2L 2T 26D TH 5, (HRADHYH L D&
)

X 6

Figure 3 compares the number of unmet standards relating to minutes and letters for the current reporting period (April to
September 2022 - 22 RECs audited) with those unmet standards for the previous reporting periods (October 2021 to March
2022 - 22 RECs audited and April to September 2021 - 22 RECs audited).

Accreditation Trends Relating to Minutes and Letters

W Apr 21 - Sep 21 (22 audits)
l . Oct 21 - Mar 22 (22 audits)

® Apr 22 - Sep 22 (22 audits)

S = N W H» 0 OO N

Management of Quality of Quality of Other
Minutes Minutes* Letters™*

Number of Issues Raised in the
Reporting Period

Accreditation Reporting Period

*against best practice and guidance

3) Quality Control

Quality ControliZRECO % 7' vt A OE DOFHliEHE & L T, RECEHRAD <4 — ¥ X
v b F—nTHEFINS, Quality Control DEM X, 24 D Quality Assurance ¥ — ¥ ¥ —
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(Wb HE#E ) L 34 D Approvals Operations Managers (4L —v 2 Y EEHIC
WET =T A&y 7). %L TI3%4 DApprovals Managers TEJfi L T\» %, FRECD
] & GRFEGICBY S 2 A b L ICHERE 21T\, Operational Managers (BH~ 4 — ¥
—) ICX > THERECICHN LT & DEERE (Meeting observations) 23 EfE X 113,
s DFiREEIE. SRECOZEE, (FHH%EH5) Approval Staffd & 345 L, ek
IR CH 2 e #HE L THWO NG, EEIRMERE & SRR 1< X % Quality Control (%
fELEEN . BB L RO ER S W3, (HRADIHYH & oL Y)

4) Shared Ethical Debate(ShED)

ShED (3, RECIZH T 2 BfftdH & & X OFFiliPHEEICH T 2GR oMb A L 2 HIv L L
T, 20074E X D Effi T %, ShEDD 3 o DffE L LTid, 1) HFEH L RECERHICH
TEHREDORE L 2 OBBICHT 2 6B, 2) BE Vv v RICBTHE (4 F 74
v, BEHEERFIRELR EOBFICEET 2 A —H kL) OFE,. 3) RECEE~D L —
— v ISR, PRI NTwE, ShEDIZF2RIEfmINE Y, FRECIEFZDHIHD 1
i, ShEDICZNT 2 2L (DF VETRIOSNM) ko 5T 3, ShEDD Fikid,
Al —ORHEERGEE (BRICEE L ZREEOHGFEE YY) Z2200RECICIENS 5, FRECIE
ZTH - 72 HEENShEDTH 2 Z L 2 bz L TEEZIT . £ DHRERECH LI
INT-FBEDOFEF%Z . Quality Assurance 5 — L, Approvalsiffif'd. ImprovementZi[* D iH
WETHIT L, S OFERIIZRECIC 7 4+ — F Ny 7§ 5~/ C, RECEROKES© b
L—= v 7 oRBEEOET 2T )b ThH b, (HRAHYEF L OEBLY)

BMEOEMNCICC7-FEEZREL T2 A

HRECICH L Cft 5.3 1%, UKECA %5 DEE L HRAICH T 5 AEOFHIC L Y. %
NEZNDORECTHEENAIRERIFR D X 4 703587 2, AR AV 2 BRRAERZ 0t 5 & 5
2 HGEZ BE T HRECIFUKECA BRET %, sdEICIZ 2D X4 755 Y . EURKGER
HANCH] > <, @FERKRT v 7 4 7 ENRE T 5RECs recognized to review CTIMPS in hea
Ithy volunteers (£ 4 7°1), & #8#F%EXI5 & 3 % RECs recognized to review CTIMPS in pati
ents (X4 72) icpFoivs, EURARGHEBBIANCEIS L2 wHEFIcBI L <3, HRADME
FOHFMMEICIG L THATE ZRECE AT 2 2 & T, WIEONFICIO U THRET T~ iy
HEREICNIO L 2B/ A HEIC L T\ %, HRAIC X 2 NZRECICIZFFE DI 0 %~ 3
Flaghi/n Tk v (F22M8), HEOMEICIG U 7ZRECEZHFHRZ ICIFEHADO Y = 79 4
FEDBHBERBAEETH B,

39 UK Human Research Authority. REC Directory.
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/search-research-ethics-committees/?qu
ery=&committee_region=&committee_type=

(202353 A 20 HifesR
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#2 RECIZ¥) 3Flag FHulic 1) 3Flagx 4 7Hlo# (20224£114)

Types of Flag UK England Scotland Wales N-Ireland
Establishing Research Databases 13 9 3 0 1
Establishing Research Tissue Banks 23 12 5 5 1
?rei;lleSTherapy or Stem Cell Clinical 5 3 2 0 0
IRB Registered 19 12 5 1 1
Medical Device Study 17 10 5 0 2
Phase 1 Studies in Healthy Volunteers 22 17 1 2 2
Phase 1 Studies in Patients 26 23 1 2 0
Qualitative Research 20 12 3 3 2
Ez;iacir;:yh Involving Adults Lacking 31 21 1 7 2
Research Involving Children 43 31 7 3 2
Research Involving Prisoners or Prisons 9 3 2 2 2
Social Care Research 3 3 0 0 0
2022511 BB &

# 3UKECAIC & 3CTIMPsZ2E (24 7H1) &2 nlUSNDORECOH (202343 AH)

UK21F England Scotland Wales N-Ireland
RECs recognized to review CTIMPS
in healthy volunteers 23 17 2 2 2
(21471)
RECs recognized to review CTIMPS
in patients 56 45 5 4 2
(21472)
CTIMPsLL/: 28 18 6 4 0

HRAW%B  RECEBMRIF FL—=Vv 7

20184 ICHRAZYE A % Fi4h L 7z Learning Management System (LMS) ic X b, © 74,
Ky FF ¥ X PR EZHCEBEMORMESL, 74 72y avotL—=v7icBid 5 &
{157, ZBHEOHACHELZ L —= v 7oRfEZAELE L, 2OV AT LT
Ik, BED A v o— (RECEEE, £H, HRARZ v 74 Y) KRELE ML —=v /%
Rt 22LbCTE3, IHICZDY AT LZBLT,  (Quality Control® Hi 7 &) 4%
AV N—ICHT 2P HBEECNEE T — 2L, ZHEAFVP AR O EBEREOE %
fTo720 . %l (certificate) # XV v u—F L7720 $+ 32N TE 3,

747y avobl—=v Bl Cid, DTS~ ciTbhTnr, L
L3, LMSICX B FL—= Vv 7B L ERBRIC YT I v ZIChT b -2 &
D, AV IA4 Vv TOERPMEL 2, Av I vIERD L —= v Z3E 1 ~ 2 MRt
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5TEBLCH, LVELDAVYAN=DBHNTELL), 747y avVDRTYa—1
LT DL THD,

T SRIOANY T Iy 7 ~0onfhe LCRECRHEEA v 74 vIBRICBITLZZ &I
LY, WD THHTEE S Z L ~DffifEA =L Y. 2022 L) L —=v 274~y i
HrbE T TRECA v N—=0E S a2 > 2 L #HIWE LT [REC Development
Days| #3iH EiF72, 24 Ry bk, FRECICET 5 X v N[ OHEREZED, F—
L7 — 7 BRER - R EE 2 L L bic, HRAICE T BRECH — v 22RO HRE % BT 2
CExHME L TEH Y, SEEEIC X 25ES. tORECA v oy — & OIEERESHE, fmELHE
HBHICHT 2V — AT E O EE R EEEICHD 2 5BEHRe Rit 2 a2 ko
RE, AR T T AP ENTWE, TDA XY FIZX > TRECA v N =238
D, 2v M7 — 2 ZRERET AARIRMET 2L 2MFLC. BIMTE 3 Ay -0
KT 270t PExE Lz BT, B 3 (South West, Midlands, London, East o
f England, North West, Yorkshire and North East) T4E2[R D il % 5HE L T\ %, (HRA®D
HLEFE L OHE[MLY)

HEBRWFFL—=v 7

FritoZE X, ZEMmEIC [Induction training ] (v 74 v - 1HH) %%l &
%6 » HUNICNAEITO L —=v ey v a vEaZHETLILIOEDOLNTWVWS, X5
o, EfER12 AN L. 5 ERGEE D12 ALANIC [P, ZfktE & AME (Equality, Div
ersity and Human Rights) | KB 2 FL—= v 7 2R T 2 0E 2D 5,
TRCOEBIHMEHPIc—EHOMEN L —= v F %, ZONEICIEH L TEHED 5 0 (i3 3 4F
TEEHT DI LBROONT S, I, WAL —=v IO L —=v7icD
Wi, FTfE 3T 2RECOFFOFlagd B ICIG U7z b L —=v 7 D325 (il 21, Research
Involving Adults Lacking Capacity®Flag% £ DREC®D X v »¥—723, Mental Capacity ActiZ B4
TL5EL—=V I RZ#T R LE) IKMAT, REOBEIRICGU CR#T L L onhEe L
TWw3, ZofoBCFEICEHLTH, LMSZHE LAY 74 v TO L —=v 75t
INTHH, BIE, LMSTREHTE 3 2 — R IEHEKE. FHHEEN 2 R < ShnE 25
T HWSE. TCATHREREE 20 5 BF5E. ARHERICBE D 2158035 5, (HRADHMEF & EFfH
Y. HRAD 7 = 7% 4 +X D)

HRAR 2y 7Z~D L —=Vv T

HLLEFELZHRARZ y ZiEd 3 bL—=v 2

HLCHRAICETE L K22y 7ICBILTh, HHREBSLZOMMLE AL —=v 2
BTz, ¥, BHEO LRI A I4 ver—Vr—bick ) —HO L —=
VIZEY 2= AR, FHOEENCHE AR CPHRARK DO ICE T 2 7k R

40 UK Human Research Authority. REC member learning resources.

https://www.hra.nhs.uk/planning-and-improving-research/learning/rec-member-learning-resources/

(202353 A 20 HifesR
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DBENZ D WTHAD R X v 7RI N5, HlziX, BHROKEIZH S EE IChiES W
AR Z Yy 710t LCid, EERE2ERT 27200 L —=v 27 LT, EBORECEAH#
TREED D 5 A% v 7 PEFREIERT 2 D% 27255 (shadow) S EET % X 5 15
IREND, FIARAVAN=DMEK L 7258 H I =T A Vv "= RECEERICk>-TL v
—3INb,

FTRTCOPFARZ Y ZICEHTBAMBAR L —= v IO TlE, HIA4AVv~F—L v —0%
DENM % MRS 5,

HRAZ % v 78 fKicxtd 3 L —=v

HRAZ 2 v 7icd, BEEFERICHELZ L —= v 7psidftxhTcnd, —Hond
FL—=v i, —HoED L —= v 7 EYa— e i, LMS%# LT 1 EE
DIRLEEHEI T3, £/, Aoty a v FEICT ~4EfTbN, * DERICITER
CBb 2 eGEN (BEICET 2H AL EHRRLY) oWt dfTbhTcns, (HR
ADHYF L DERLY)
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2 SkaniaE

1) User Satisfaction

il b rofgEIcEI (AR IRV,

WRERFAECET A OWEAES 74— F Ay Z2icTBEonza Ay MTRUTFD X5 W
BROPRINTWD,

e LA A I B 3 2 T IE H

o [MuHbe&EOICOWT

e T xT7H A MITONT

e IRASOfEVLF X

o IRASOHF A X v RITDWT

o FAVIAVHAXVARITDNT

o EREIEY-—NICDONT

e HRADR X v 7ITDWT
(REC&#) THIZBRRICDONWT

REC+ Confidentiality Advisory Group DEZEBECLEED» LD 7 4 — FoYy 7 O
o HlEHhToI—FT 4 v IREICET S AT
o ¥BEOLIRLICHTLEIAVE

HRADFFED AT — VRN KX —TN—TI12 L BT 4 —F Xy 7|
e RECOFL—=vZicd 32X}

e REC Development DaysicBi3 2 a2 X v

o CTIMPWIEDHFE 7 v XICBHT 2 a2 |k

2) Accreditation Scheme for Research Ethics Committees (RECs)

FEE (Accreditation) 1B L Tld, SOP & GAfRECICH:S T, Tt DIEH ICH-S % fiff
P FHl2MThh T 5,
o F—74v FHMFDORECD 717 4+ — (REC profile during the audit period)
o F—7 4y MEMRDOEM (Management of audit information)
e RECO#I# (Constitution of the REC)
o HEFRHCHN R EDOEZREDEM (Member management including indemnity and term
s and conditions)
o EHIEAH (ZER. BIZBR. FHR% L) (Officers)
e bPL—=v 7 LHJE (Training and attendance)
o REFREHIWNEAE (Meeting minutes and decision letters)
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3) Quality Control
BER L EEEEEMEF BT 2 Quality Control DHHE

Nk W=

®

10.

11.

12.

13.

14.

15.
16.

17.

18.

19.

REC® £

REC&i& 0 HE

APk &M 0B (decisions correspondance) DMEERZ{T I HEDOKS

EHEBA T 2 4 E O LT & RS L o % E o

EHB AR T 2 Y E O LT & RS L o%E o

RERICIIYERRICB I IR ZHEPH S 22 ORI H 5 5 ?

HE Lz A v =l icidi s hcw a2 (HEE, REE., EBTIhix v =) ?
SHEOFE» LT T T, ERE AL Tnizp?

ARYY— HFEHL L THBELEE LA T = "=l CGEFRICEER I N T 5 5 ?
mPRCHEAICE VT, MEOHRENTFHICEKEEI N, ELI{BEBEINTVHE07?
HMWB S E S 2 R0 256, BERIERAT A £ v R ESOPICHEL CRgtd T v b
2 ?

EHEROEZE (RFI) o—#ie LCHEZICEME NS TOa X v I, BHEESHEL
TWEETHY FiFshTwnwg e ?

RFIICBE#E S 2 a2 X v P AHEE L HAE I T o 25513, 2 0% R3

mEsk, (REEE I L) BRELD L 3EH TR, RECOHIMiX, HEEFHER LD XS
ICEHZATIOREYR D 2D, EOXERLEET 20ENH 5007k L, HFEICHOL)
FTLEHEI N T EH?

BERA IR E N TV Z NEOHIEL LA TE O ERIZHIW DFK (decision table) Mt
OEHANC D FFR T T B ?

EHOEE (recommendations) (¥, sRFik & HIWTOBANC D FER I T WE 0 ?
HIWTIISOPICHE» TiTbi, (BEMERICHT2) BROL € a— 123 2 (T3 T
BB D7

RECOEF#kIZ. HYEH (2EHEHUNI) FRL. EBFIEE (Work Instructions) IZiE
OO NHRA (AFFT5EER) TRERDBELAPRINT VLD ?

RECOiEFHFRD, HUFIC L > T (2EFEHUNIC) k&, ¥5FIEE (Work Instructi
ons) ICE® L NHARN (G T5HEEH) KRBROBAX RINTWRWEEIX, 20
MEOFMEHRL T2 2 &

BYINTHBRRORMEMIIHARPIC T v 7a— F a3z ?

REBRXFBORKE B 2 #FHE

S O o

REC®D 4 5

* 7 ¥ — 7 XN BRECEHD HAf 0 #

DEDOF THFR—v a vETHIHLFEDOKS

HELEANL -2 a vF—L2DK4 & 1%E

SHEORE DL

£ TCORECEEBIFHGFHHICN L CTSICEL > Toxf L, HEHMN%E L7z EoRIFNT
TENRTECERZ L TCWw3 2?2 (BRERERZ, #4252 EE2SHoc e, BE1iR
—HOZEIFHFEE IS L CTSEION L, I CXEN 2 76 CHERBIL 722> - 72585,
FRE 5 3B TOREPHFEE K L CTEICION L, KIFH XX BN a7k cEM %2 - 7=
BHETHD)

BRI 6 INT 2EEDHF—F &b fiREHRERMIET 2 2 & —REROHEE ~DIGR X
DX THotzh. BFEBHCHN 2T Ro720, HEHICH L THRILAEELZ L o7&
Bl v ?
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8. EF'§ Flix, HY B CTONARBNICREICSML 25 REREIX P4 X v 230EL2SE
e, T M1, 2TOHFEEPENTRRERICSIL 5E. A5 132 TOHEH I
F'Eh_@ CRWMICHE L728E) CoRRld, 2R ELREEORXICHELT 2,

9. FHEEIIENICHONTD?

10. EF'u BERREICHHE AN OB ENGA, TEaROZAR. 4 0REOTHCH
FHCBE L Tw 2 d o, b LI, HEFHEOERASREC (PELD D) LY%< OFH
EEL-00, Ml RT L,

11. /ﬁ\%@%ﬂi\ ZEVHHEHOEEICHM TE % X 5 &/jikcitbh, ZHEITEE 2 mH OM

Ehd 5@z rdonsr?

12. Approvals Specialist/ Approvals Manager I, HEEHFOHFAEICES L, HRA/ HCRW o FffitL
BICOWTHEE S 2. (SOPICi-> C) WY ARENRINS L) CRARCHYEETL
7ot ?

13. Approvals Specialist/ManagerOJ5ICBIL T, ¥ oAhdaX v FBHNIEZ CITRT T L:

4. Zofhia Ay FRHENITRTZ L

3 RESOFEEHIICEITILEK
RESIEHFNCBEE L TARIN TS DL LT, Hizd L 72Quality AssurancelZ B3 %
4 (Accreditation Scheme, User Satisfaction) IZ 2 C. HiF I N~ ) —23H
5,
Y27 H AN ETCAKRINTVWAINRIIUTOLEE Y TH 3,

o WIEDHEMH

o fffFEDXA A

e IRAS(Integrated Research Application System) ® 1D
o [HuHbEHYE DA

o MuADLEHDA—LT FL X

° AR v —BEEH

e EudraCT number (WRINEFARIRERT — & X — 2 & 8%E5)
o WIEDOME

e MG L7ZREC 41

e REC reference

e RECO¥HIliH

e REC YW (BGRICES Wb S S T 3)
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ZHESDONEHICOWTIE, SOPICTUTO X3 IcHEIh TS,

“2.82 [EH 2N A (the Freedom of Information Act) DHLEICHE O ZF ., ZHFRIZTRECD
PG E L TRV, Hagd 23—, F 22 EREREREIC HERICHR & 7 TitZk
5o, RHERRDMRIFICEI T Z 54 X XIC DO TIEIE.8% R = &, 7

HRECICEAT 2 AFEMRII TRRONEDOATH S, HRAODY = 74 4 +ich 2 ZFRECD
VY 72485 s ISR LZRECICEHT 2 NEDBHERTE 5,
o ZAHATORECOLH
o ZFHE
e Approvals Specialist

e Approvals Administrator

o HENES

e X—J1LTFLZR

o MR (E:ZARXDET 2 HUKDEE)
o HEORBRRY

o HH DOEEFILKIHE

s XREBROD7IV

o RARDHERPIEAT Va2 —1

FERBEICOWTIE, SOPTRUTDO LI ICHEEIN TS, (7L, EXWEEZD
b DICEET M AT Ik T T n)

“2.83 HEIER #5177 K HZEIC 5 3 RECOHIWIZ, FERRALEZICENTHEI NS
bDE T B, FELXREZICHE T S5 X6 75 3 ZEIZCGARECIZHEZ T3, 7

20174EFE £ CTIRRECT & DERMENR Y = 794 b LichFdh, 2ohicize£EED

LRI HBOHERE DL, REED L —= v 7ZH#IRN. FE L R0, MY
HIWE DT 72 EDSERICR E N T Wiz, L LAad s, HiloFREASTORE AW D
BN ST O WTIEF2017THEELATIC D AR IF I N Ty, 20184 2 513, #BIDORE
CIcBHT 2 ERBE D AR INTES T, HRARKTOERMEELARINT I DHR L
moTW5,

HRAZMHZEIC 351 2 PR 2 1C B 3 2 2RO MG %2 1T 5 Bk, FRECA YKo i
47 4 A (COREC, % D#%NRES) ICHFERHELXIRMNT 2L CHEMEZTho Tz, L
2L, HRADA v 7T v F D F R CORECHE & #iihi 3 5 (i 23% 5 b ¢, HRADMmERTE
IS D 3 EBEREICE L TAMICHRET 37201, 4 V27V FicsF 2RECEEDIR

41 UK Human Research Authority. REC Directory.
https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/search-research-ethics-committees/?qu

ery=&committee_region=london&committee_type=

(202353 A 20 H iR
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PUCDOWTHD T LD FERMEELNRT 2 HXEWND 2 L icho7z, X DREDHHI
LB, REHREITORECD N7 4+ —< v R L IZBGEA A WO v, 727
L. HEEE ~O KW 2 A3 2 BB A EmIcHE L - REO A i s 1L s
(HRAFHY#Z & Ef X b))

S#E) BEFICOWTIISOPIIU T oEICHEINLTWH S

2.77T RECRFEDFHF KT, HET 22O EL»ELT 5 2 &,
2.78 B A KR Ze SIEIC 222> 2 HEFICBAMR L €. BT BRICITSITTIC D &, ERFROAR
itiﬁﬁkLTMT@ﬁﬁ#ainTm&Uhiﬁ%&w
i WCHE L 72K B, BIZE (deputy member) | JBMIZEE (co-opted members) . FHFH
8 (referees) ORI THF—oN—,

. HESNAEERRAGEHE, 3 LUOYFEEE L2 REIZREOSMICE T 2RECORE (7
77 72.59-2.63% M) |

. ZEIZEFEIZEICLS, YT IRECEHEFZT O ZEL L -FHTcoa A v 2 RET
228, (X727 7241%5H)

iv. FEHEAICIYVGZONEEONE (X777 7249%51)

v. HEFIC 3 2RECOHMWT (37277 73725 MH)

vi. FEI T MENMEOHE (7277 7311-3.12%2%H) .

vil.  ZGROYIWT (favourable opinion) D&, WHFEHIMRRTICH 72 T R &M (87 77 73.16-
3.22% %) F3HHEEICE 2 5N ME S D %\ (non-binding) BMOBE (X777
7323%5) .

viii. KRR D HWTLASE (unfavourable opinion) D6, HIWICE o 72 = 2 B 23 AR 1 Flid X
N, RECIC X 2fthoa 2 v b PIRESI NS L RIS h T3 2 &, TERHB (prov
isional opinion) @&, RECHER L 72 BMIEHR. B X 0% oM O &L RECO A
YW % T3 720 0fRFEIHEICEKE I Tnwb e (8777 732T%5H) |

ix. KIEZRZEICOWTEZOHMUNSE 2 b A, RECICX 3ftioa 2 v FeBiF L.
HIRF O H Z BHMEICIXH L Ch < T &, BIERICH T 2RECOHIMT % 5 2 2 BLORHIC
DWTET I E (Y777 7636%5H)

x. FRROFER,

xi. fHHIN/EZEBIC X ZRECOHMWT N T 2 EAXRINER & 2 oM H,

xii. HEE~NOBTEED, R > —LiBHREoE L LTt { H¥M (avoluntary basis) 12T
N5 &S v,

2.79 2780 (xi) S TN 2 LA 2R E . EFEIZHRAEN (collective) ZrifamdMER & L TR L,
DiRICHEE 2 IFFHTOIRX Y P R{Tol4 DFEREIZBICK 2FREDHT & LTtk L
ok, xuﬁ@;%:%ﬁ FEEAMT, KPP ICEmIN-NE L IEICRRT 2L, —F—H)
DaRAy MIEERICED 2 XE TlE RV, EEROENHIIZTHRA Atlas?>H> AFTE 3,

2.80 FEFEHK «)\@REC/K\E%: R &, IERX 7 GE#k(true record) & L“CEG INDERVEDRD B,

P TAETEIEER ORI I T\ b 2 &, BIESBEM ARG IRFHICTEE il

L. Approvals Officer/REC Manageric X 5 f = v L TDOEH & EH‘U?/Z%’C‘% 5, ZTN%AT

bl G, REROBIEREMLE L 725, mA&RIZZEE R & Approvals Officer /REC Manag

er¥ 7z 0iREC Assistant 3 B4 L Hf 250 T E2RH 5, BH AN ORMIROZEFHFKIIPDFIC L 72

bDOEHARPICT v 7u—FLAaFNEAbAh v, BETEALZ L-ERROEAR, B4

EFR TR LEZBRP DDA -V BFEIGICT Yy 70— F§ 52 L THFAINS, HARPICT

y7ua—FEINEWHE 77 b oiEHEHO 2 ©— ( [management in confidence| @& L A

D) FRMMCEERZ S 2 L, BERICBIESMA SN 256, ZERIPIHEEICHL. AE

EaibDBEIESL, SRICGEMNT I N L 2 —DfRHHIELHEICT 2 720 0FH O LT B

MIRETH B, LrL, ZoRRTHAREREEZ kO 22 LT TE R,
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2.81 & FiliE (the Freedom of Information Act) OMIEICH: D%, EHEIFKIIRECOBEZEIER L L
T, HEEE, ARV S —, 72IZEBRES (care organisations) 1€ HEIICHIR & Cide
LR, RBEROMEICHAT A4 L v ROV TII1I58% Moz &,

2.82 fwHHEE 2 2 I 7= 5 HEHIC N 2 RECOHIWTIE, FERMEFICFTARINDI DD LT S,
FERMEFICBT 2 & 575 2 B IFGARECICHE S T 5,

RECEE x4 2 E (RECreport) (SOP2.13-2.18) d{E I N2, HL £ TE
BA~OWMEICE EF ) MRICNFATZEEHMNE I L TR, /2, RECOMEFR
FILRBDOBEDDIERE N bDTH Y, lE, FlaERORLEHAELELT2H0
Tli7Zzv (SOP2.18)

4 ZoDfth

2E L LT, EXCletterCHEffi SN T2 7 v 7L —F () o —EZ2LUTITRT,
(SOP ANNEX A: Index to standard letters and forms X ¥ )

Validation of application

SL1a Decision on SSA exemption (on HRA Atlas - SharePoint)
SL2 Application Valid

SL3 Invalid application

Decision at initial meeting of the REC

SL5 Favourable opinion

SL6 Unfavourable opinion

SE32 Provisional opinion status update with request for further information

SL8 Provisional opinion pending consultation with referee (on HRA Atlas - SharePoint)
SL0O8 (PRS) No Opinion Letter

Further consideration and confirmation of final opinion

SL10 Further information requested following consultation with referee

SL11 Further information received but not a complete response

SL12 Reminder for further information

SL13 Further information not provided, application considered withdrawn by the REC
SL14 Favourable opinion following consideration of further information

SL15 Unfavourable opinion following consideration of further information

Correspondence with MHRA
SL16 Correspondence with MHRA (on HRA Atlas - SharePoint)

Withdrawal of application by researcher
SL26 Application withdrawn by researcher

Amendments

SL27 Acknowledgement of a valid notice of a substantial amendment

SL28 Invalid notice of a substantial amendment
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SL29 Acknowledgement of substantial amendment to CTIMP notified for information only
SL32 Favourable opinion of a substantial amendment

SL33 Unfavourable opinion of a substantial amendment

SL34 Favourable opinion of a modified amendment

SL35 Unfavourable opinion of a modified amendment

Monitoring of approved research

SE201 Acknowledgement of annual progress report

SE202 Reminder for annual progress report

SE203 Acknowledgement of declaration of end of study

SE204 Acknowledgement of final research report

SL42 Notice of Intention to Suspend or Terminate a Favourable Opinion (non- CTIMP) (on H
RA Atlas - SharePoint)

SL42A Suspension or termination of favourable ethical opinion (non-CTIMP) (on HRA Atlas -
SharePoint)

SL44 Acknowledgement of documentation provided following favourable opinion with conditio

ns

SL46 Additional Conditions Reminder Letter

Standard approval conditions
SL-AC3 Approval conditions (research tissue banks)
SL-AC4 Approval conditions (research databases)

After ethical review - guidance for sponsors and investigators
SL-AR1 Clinical trials of investigational medicinal products
SL-AR2 Other specific research projects

Forms for use by staff

SF2 Confidentiality agreement for an observer attending at REC meeting
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(3) 75 =

0 & - B

77 VARCENT, NERRET BHFFEIF1988ELK, ERICI 3EHONRE 2> T
X722, INLDFENIT. AHERECAMOBEE L | EHIEREOHEMEZ V2 Il I ¢ 5
2, BIREEBFEDOANT v R EIWE 0 Maf I, EINTE 2, BlfilofEe LT
ko FEBEEESE, FRIRES 2 O APl TEIR R K T AMEZ N R E 35 T X ToWfEIC
BEHIN AN RETH D 2 L&, FERBEPMZONNE=FHETH 2 2 LHZEITH
nz, BlloEREL 722013 [ AMEOARHR] 2 ANHEREOREAFH L F2HATH L, A
RO A OEE e NEOHBETH Y, AR E 3 2R OENHGIOFEARL, 4
Rt - EZDONADP O NG DTN ZRET L THLLEZEZLNTNEDTH 5,

b oMllE, BB, 2—v v ofick T 2EEo MRG0 AP, KIS O KIS
REICHELENFOHERZ T TEL TE -, 1980FERE Tt WNREAADBHEHN
TRAWIHFRITENCERINTEL T, AU R AE~DRETH 2 LFBMI LTz, %
D7, EFRCUIEER I TEOMEEIRRINTE Y, BUFICEWTH 2 O
HHEINT W, 1988FIHICAR I N EBFMES L. 1994F 0 EmmHiEOHE 2R
LTw3p, Zodiucii, AADFEE & EIC X 27 Tl fhE oAk D et %2 EE
TH2IELETERVEVILKERE, AL FAEOTHLHE ORE, PIFEaHH o BHLE
BEKRICBWTED ZRNEZHHAMRINT WS, F2HICIRT I 7 ¥ OMKERHE 2 IMFE IR E
DEFICHEYERR L EMRT 25 &0 ) AMEEBRA X x v XAb by, ZOBEM%ZERLSL 72
Rl X BB ICSMT 2 BEMio 52 65T 2 X5 Kko 2 HHERKR Lz, 2o
TR % 2 T, 19884FE12 H IC ] oWl i (EYIERSAWIFE S35 Ao fR# ICB
3519884 F12H20H DEHE88— 11385, =V =ik) 230 X v, AREEREIC [1EYE
FTMRICFRZELSINT 2 NORE] LI MV ORI TONE Loz,

DU D Wi (RS O K & RdUE L L Tid. 20044F (R IEIEBOR IR+ 2RI X 2
bOBEFLNL S, ToWIER, 20014E4H O EURGKABFIHIFIATE S (Directive 2001
/20/EC) DHUEICENZE R BbE bM0ERD 572720 KX N2bDTH S, EUIRHIZE
WILDOKRRBRD A ZWNRE LTWBER, 77 v A TRENEOSEN AHRIEE S
i, fERD 7 7 v ZHH DO EX G ZEHL Y R 27 XA 7 4 v F DL E BIFHAE L L

LHFOR P T coREiconT, UTESHL 72,

WEXER : 75 v 2 [ AR OBRE—REMOME L, s X CEUOHH L 0FofER s LT
—.  [EGIREHE] 50&1% . 2022 5 [EAF @RI AR EmMDe (BRI ERCREITERESE RU - G5
HETZeES) ) THERDTZCICBI & 2 WekEEE & kA3 E o B - FHHIE O g P25~ 264 iR A
WFFe ) WIS R, Pk27 (2015) 43H 5 EASER A EMBIE (EEEITERE AT
%) TERMZEICBE S 2 ENofaeE & B EOHIE & oLl SERAEE RGeS ) HFIe R E R
sh. FREE25 (2013) 4E5H

58



T2o FTo. UEHTERDVBEHMT —ZR—ZADFEEZED 72720, DT — XN — R IT|FHRIE
T257-0DFE L LT, AFSSAPS (7 7 v R[EFHHAMEAELZLEHMEE) o L7z AN
RO LET — 2 R — AR ICOWTOHERTHRI N,

BT OHIEE1Z20124F o iE (A% & b 7 5 WFFEIc B3 2201243 H5 H 0 5442012 - 30
05, Y¥ATE) I BDTH B, 2000 FICHELEMRH TN, 3EMICH R > THFE
BATbNTz, FETD20114E1C1E. Mediator® 3R EHLESHH 5 2172 v . [FA4E. AFSSAPS
ZANSM (ENZEEZES - EEREASRSEIREE) ~cdflL. EEMED ) 2 7 EikGE
b 7oz EE AR AR I (RS S ORI o R aiif ic B3~ 5 2011412 A 29 H o ik
2011 —-2012%5, _A 7 viE) BRI TV Y,

Uy VTR, RERSOUGEER D . AR - I =~ LN AWEE - FEN AR D3O
ISR L7z 7T — 2 _XR—RICEFRINLZDEINARTORTH 5, 7z, 1ERDEYIE LM
JE L) IR A RIFZE~ L e, E¥7Z T TR, A, BAUTEIRIE R &b ko
WA %EZT 5 2 L RHERI N, 5T, Ko NEEZESEHIET /e LT, A
AR L T HMEDERKEES (CNRPH) 2#HEL 7z, EURBHOUER FE I LTz
729, Ve ATEOIITARIN T o7z 25, 20164E1HICL v X KFEFETITh
N NEIAEE 7 I Nk fgiEs: (FAAH) FHEAIBIA10-24740 b b )RS HERIC B W
T, WHREILDPHE, A ABIEESLEE o2 L HEI WY, 2oL v XHF
DRI KE {0, 201646 HicA L FF v R (@4) (NERE T 2% ICBH 52016
E6H16H DAL N+ v 22016—800%5) I Nd, Vry LT EBETINEEE
T, [TBOLRIC X 2 BEERTONIzDTH 5, EUMITIF20144 ICEURIHIno. 536/2014 23K
VLTED, BEANVEFF VY RITE o T, EHESOREE 2 A RITFEE O@EH N R 5
ShL. EUBHIOKE IC X W EHT 2 L v o fRflpsER I Nk, b, BEIMNEICE D (R
DFEE L [FRkIC, EURIE ICHE D  ERBERABRO TR L. AMEZEAS L ANSM
DEMT 5,

S EHHIFIRIR D H 5 @IRIIEREE TH O | BIIMLUTIC L Y BEENCTHYWb N 2 L B% 057, BIfFA
IC X D HEES00 N EDIEE DI Tl & SN DM TH 5, 1998FICEIRAI T & T U 722320094 F THRFE A
I TV,
“HIREER [ [77 v 2] BERoRetmitozooiEg] [HEOE] 201242
45 Le Monde, 16 janvier 2016. https://www.lemonde.fr/societe/article/2016/01/15/essai-therapeutique-a-rennes-
un-volontaire-en-etat-de-mort-cerebrale 4848001 3224.html

(202343 H 20 H i)
46 Ministere de la santé et de la prévention, Quelles sont les mesures introduites dans la réglementation suite a « I'a
ccident de Rennes » de janvier 2016 ? 25 novembre 2016. https://sante.gouv.fr/systeme-de-sante/innovation-et-r
echerche/recherche-impliquant-la-personne-humaine/foire-aux-questions/article/quelles-sont-les-mesures-intro

duites-dans-la-reglementation-suite-a-l-accident

(202353 A 20 H iR
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20184E1C b FBEMAFI & Tt X2 2 BT 2 -0 0EWE (MEERBLED I v X LIEEIC
B9 %20184E10H 17H 0512018 —8925) 23 Thb i, 20224FITIFPITO 72D DAY H 1
i<k h, MHEFELZTI AMEERESEERHEICH LTI vl Lyl &b Y
THHIEPERE I N,

1 HEEROEY A

NREEFEHE IR IR 2E [ A2 R T 5%8) ICAZNRE T HHEICODNTD
BERBINTWD, HIFRICSIMT 5 AR H bW 2 B4R - thAFIZE L 0 &L T
528, MIRICKZERCAVNEDRR/NRTHZREZ L, RS EDOREE FFOERTD
R B 0D L TEMI NG Z &, REEE SHERE 10 UHIE R HH 21T o 72 L CcHdiR
ErLRAEZRL L, COFRBIRVWOTHHEITE 2 2 & EBEARN AR L L-OR
INTn5H8,

MNMIEEREXDOBEEDE T VIR INTE D0, LUT T, HiToO  NREZESICH
THHIE. N2XNRETIMROEREZEES (CNRPH) &< Uil & Ao w» @3
5, VEIRY B BESDEBZITOI LR T A LAEHIN TR XS ICEDLN
3,

1) ANMREERES (Comité de protection des personnes, CPP)

MMRAEZES LITE YR O WTIE, AREEFIME TR GRER) FRFE2E [ A2
RET D] HB3HL. 1123-125L. 1123-13FKICTHEINTE Y, BHFIC X 2T L
UCid, [FEELEE2EE (dv ) IO 2R 77 7L (B4) X 2HE (R 204
T2 BLWBEEDOT Z7LICK2HE D. 2260 F 5560 BErNTN5S,

FEAIT, HMEELKEIC X > TR I NS DEFIEATH O INEAE R T2, k%
boT, ZOMHEEZITI, ErooRfME&sMiie LGEEINS, (L. 1123-1%)
REBHYKERR, BREOFHFCRESOEBER AT AV ICIIRESOMVIECREORE
BRERT2TH 2 LYW+ 284813, RELOFWERYVE T LA TcES, (L.1123-
5%%)

ZERII. &

BEOHHEICI>T, PR b HIC—RASE LT 2, WENRTE
KEFBRIZBRETED LN, P 1A HIA DEEN RERFIEICD W TILRIE

T ARIFIE S & CEFOERARICE T 220223H4H O 7 7 L, 20223235,

98 R ERA R A B (B EAMUR AR BRI - REREETsEEE) ) TRt IcE
T BECKEEE & B E OB - R O LU gE P25 EE~ 26 R AT se it E] pF7efRRE BRI,
%27 (2015) 4E3A
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DIAE CILERIGHEM I NG, 72, EXEZEALKCNRPIS X U2 0FEHF. RIEHRHOH
LEFICH B I, nRIND, (NMEEZBESOEEFHBIN % ED 522021410H 25
Ho7Lv7, JHHS.2)

2ENCIIDFEERVHFET Y,

(\NRERESOHH]
MNMEEZ B S O EHIE, GXEGITE AR KR ZH
1) Tle-de-France I-XI (A v+ F + 7 J v 21~11, IXIZHL Y ¥ L) 10
2) EstI-V (BE# I ~V : Grand-Est, Bourgogne-Franche-Comté)
3) Sud-Est I-VI (FASEE I ~VI : Auvergne-Rhone-Alpes)
4) Sud-Med I-V (Fg#HifE I ~VI : Provence-Alpes-Céte d’Azur)
5) Sud-ouest & Outre-mer I-IV (FEEPEEE &ifFI+ 1 ~1V)
Nouvelle-Aquitaine, Occitanie
6) Ouest [-VI (#6#B I ~VI : Bretagne, Pays de la Loire, Centre Val de Loire)
7) Nord-Ouest I-IV (JtPEHR I ~IV : Normandie, Hauts-de-France) 4

il
i
S
%}F

=l oo

(o)}

LRI, ME, Er, OHEER, RREEFTEICBI L T AZXR E T BRI
FIROMME L BRREZRECTZ 2 X o ciians, (L. 1123-25%)

EARIICIE, 22008 RICE N NI8KTO, ARIB64DIEETHK I L, ChbDERE
IR EREREREC X D EmEh s, (R 1123-45)
FlLHE AW RE T 2MEICET 28K L SERRBRE AT 288K, 7l Ld
FEhfidt . EVIEHE T IR FOEMR24 & D
wAEBHIE2H
Joa e 27 A 24
EEETLASL o I GEBEEA L. B, FErELL. HaEdIm 15
2804y ¢ BRI LT 2 HEJI R A LiBiIg T h 2 E24
N3 - A RIAICBET 2R 2 I ATEEI O RRERE A Lk T b 3 FH44
FHCBT 2 EHETH VEKRTH 5 EHLL
BRI B D A e MR E D 7= 0 D NN A DR FKH 64
UAEIChA T, F—2REICHELWEDLEATHARTNIER S R,
ZEOHHII3FECHHAIRECTH 5, BEDOKRICL VENKRT L2 5,
RER, EYHEAL, BEASZHEERE LT3R EREL 25481, ZEREOREICK
D, L b Dl ARRINS,
ZERE, BOMEOWE 2 L HETH 5T, FFEDRNZA T 2HMEK (= F 2¥
—FEAIFARY P Y RD) EBMIGZLNTES, AT v U R MIKEEDHT
%, HMROBREIHREHF LRI dDL T2,

4 Liste CPPs et contacts, https://sante.gouv.fr/systeme-de-sante/innovation-et-recherche/article/la-commission-
nationale-des-recherches-impliquant-la-personne-humaine

(202353 A 20 HifesR
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2) BRDOE-DDREELDD Y FITOWTOERR

[ORHE - BN THZLXIIC, 75 v RICHE T 2 HERERECED 3 HElTdEx B
L CUEIDPEALNTE 2,

19884 F D 2 ) =ik TlE, B Z L IcRBERZ& T, MHEFEEOHFEE IITERED H
ZENORERICHET S, LWL HEFIREIN Tz, L LYK, ZRESOEH
%<, BEAIC X o CRE S HEBBBRICA RV L BD oD, 19944EDKIETIE,
REROMEEANTE S LS5, BERAHZIRICL 2 toHIgE» > b BEEFF L UM
Frimwbiz, ¥/, FARIC, ARZEECIZIRNELEESD S LI HHENED -
7=DT, ZELOBBICEALC M HEAMRIEEI NS LS| BREZESLWIHEDM
Zbit, %

20120 Y ¥ LT IE T, RO BERFIOKIELRLEL KON TS, MHEEEOE
R L OB ClE, RAROBAOHBFICOVWTHEI N, FHOARERELOEE
CELOERHB L IRAICIEZ 5720, RERXLEEHET 3 ANFHAEREES
CNRIPHAERE X iz, ERESEIGIRICEVTHEFRINZRYOERICITZ O X S il
FRICDONWTDFKIZ 7o 7223, ke EBRHSMER B R ICE W T, HiiH Hermangei&
EHIC X ) NMEEZES OKAEICEI T 2 IREIRR 2 7 S 7z, TS 1GARINEL T
2. MREEZEAOEEAGGT 2RO A3 2k e L THE I 2, BERESE2HEA
LBV THHAMERZE ST, TERESMEREAOREICER L, ZEASIIH L TE
BELTCWE I LIREETH L, (%2R MBS TEEET., SZEEOREE A
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e Humaine, CNRIPH%**)

AR Y, Yy L THEIC X WVREHLYAEOD L ICKEINZREEST
KEICX > TEMEI N2 NDORE CHEEK I N, FichEick ., AMREER
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53 Assemblée nationale, Rapport no. 2444, 7 avril, 2010.

54 https://sante.gouv.fr/systeme-de-sante/innovation-et-recherche/article/la-commission-nationale-des-recherch
es-impliquant-la-personne-humaine

(202353 A 20 H iR

62



FREREBUILL T O Y TH 5%,
MNEEZEAZE 2 8%
AN RFFEIC BT 2 TH Y, LT E2ED144
5 2 524
WFZEfSE 2 514
ANSM %> 5 14
PRSI OWFFE - T - FHICBI 3 2 i - RIPERBE &> L 14
L. 1114-15DBUE IChE 5 EHEFIE OFHAE B L CAR 0 BEFIK2 524
ZEREBIVHIZEERIZ., 2hboREohp bR @KEOMAMICL VEMmING,
IARMFEEREZEROHENILL T oMY Th 5,
- 2EO NMREZBEREF—RBEL, hv 7L v AEHET S
-BET 2 KED» O AMoOEEND 256, MEEREARICEAD
- BREEM T ORI B D 28R L TER A RET S
- NMAEZBEROFERREHO T L O REKRT 2
- MREERB LT T 3 AEKED BRI O T ORI L BEER D 720 1+ 3
- MEEZE S OFHEEZ R L, JHli% EiEd 2
- NREZRERDOZREBWME Y v 77 L% FlT %
MEFEEOE MG T 21CHh 720, ERFASOFHEEECTEIME 7 v 7 F LHIEFIC
EELGSICAR D EBbhzd, ZNZ N0 BARNARNEICOWTIZ, 20235FEHI5H D K
TIEAHINTEL T HFWRBEONmD o7,

3]

4) < UEIEAR

20165F DA NV FF v AT, MEBEELZZT2RMFII LIl E AN TRERICFEEI NS

EHEINZD, 2018FED NREREL T v A LIRERIC X > T, BERWITIIERY 27

LEGSE Z ERED SNz, 2016FEKIEDOR A TIE, BEXRM2 Sz T CTHBlzZ

ffoRtorwEEEPL, USHBREFOFBEICHEREMEL R - R wRE SRR IL
NTLEIBENERHINTEY, HEOLEND 57270 TH 5%,

TLEBS IO SMERZE R TR, HRHWON TV 7 v X AICEERZERT
2R e T, MEEREAOHEICO W I Nz, REELOEKAHOEZEE
CANTICE IR Y 01 2 720 BEMIEL I 2 &2, RT3 EMRBZEOF
TR TRHREICKEZ 292 B EMI N, 2020, [HHRY AT LTI, HEHRA X
Yy IRV LREARICEELKET L. ZREOHMEELEZRE L HFEETE Z5EICOW
TAREZERITEATE L L ICT LI ERREINTW S,

SHEDOFEHICOWTIE, AERRNRE TIMEOERZEALSTERL DD D20204E7THIHT L 7,
Sk (k) . 2022
57 Sénat, no. 724 (2017-2018), 25 septembre 2018.



EREZEXIIZEST [FHARECHUZGTHOFEEICLELRRNZHA 2 RZESRD S b
b HERATIREST 2. LHEI N, REHYKEICX s TFEEIND [HHR AT L] %
HeTHEEKI NG, MEEEZRT 2 HIIERS AT LCEERFZRINL, HHRe X7 4
DBEHUERERDOT AL UGl ATHYRERZIEET 2L 0WI LA ATH S, /2. &
W AT LT, REOZBROERCIEHIRI G LD T — 22 ET2L ko
7z

2 HERICETEE. FHRAOR

MNMEERE LS DOIERETH X 2 E D 220214E10H25HDO 7 L 713, FoNHbickBwT, &
AWET LT vRICOVTHRRTWE, AMRERERIT, ML < Bx®{FE I 5L
CREFTZCL, Zo7etRid, ARGEORYFCFIE, BB - —RKHHIE OHF
IFAN—PBFICRARTY YY) - N\BOEBH, vl X747 28R Y, EBESD
BElecicBbs e L, Yok Xid, FL.1123-14FICHE X h 3 FHlEEIC KO L
T3, CZOFHEEKEL S D, HASHE X 'CNIRPHOERK T2 b D TH % 35, IR
BHTd D,

¥, B L7z k5, REEHEYKEIX. ZEOFRMFTCEREAROEH 2R T DICIER
BoOM I ECRBEOME S A T Th 2 LT 285613, ZEARORAIZIVET L
BTEZLEDLNTWS (L. 1123-55) ,
BWMONFHICOWTIE, FREAXVERMEFT L ER. HEHGREERERY = 794 T
KTl oTnd, —RICHIT TARTRZTHIHIIOW T, 202243H4H 0
W AREESIC X o T, ARBIEEIR. 1123-19- 151 S BT 3 2 & &, EEIREE
ABED LNz, ZOHHIZLTOEY TH 5,

- ZESOFBER. HEE.

CWFEA T ) =L OHFERL 2 N ORI O NER

- REBZEHEDOHE

-MREEEFOWEOWNIR (FEEHE. JERERD)

- ZRE ORI, HERAES I 2 R WRBIC O W T Z DHH

CHBRAZ Y 7

- RSEAHTE DRI

- W HE H MR~ O LIRS

XV (RERORWE A, WKL Cnb L s, WEMDRE)

64



(4) AAHRPP

0 #&E - B

HE-C200% #8 2 5 HERS 25, AAHRPP (Accreditation for the Human Research Protection
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DWW 5“7 RIRB” (Independent IRB, #EBOWFRHICE L L THEEY — x5 MHT2
REIRB) 0% PR L Tw i RICbHEI N GERoGAO#E. 2023) .

AAHRPPE, 20014F4H IcER a3 N7z, [BUMORfRLIcb 2 dD L LT, HEND
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(5) FERCAP-SIDCER
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FERCAPIZ [ 7 ¥ 7 PR mElE & B2t ai]  (Forum for Ethical Review
Committees in the Asian and Western Pacific Region) &iR& ., 7 7 KR % TR
& L7 RESHEHE ©H 5, WHO Special Training and Research Programic X 9 200
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Review Committee in Asia and West-Pacific) IZ & 2 fZ B SE OIS & 2 O%hiR. RIREXESHEE 93 (3), 2
04-208, 2018.
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Why GAO Did This Study

IRBs review research studies involving
human subjects to ensure that risks to
subjects are minimized and
participants have sufficient information
to consent to participate. In the past,
IRBs were based at research
institutions, such as academic centers.
Over time, independent IRBs have
played a more prominent role in

reviewing research on human subjects.

Some policymakers and others have
raised questions about the increased
use of independent IRBs and the

effects on protecting human subjects.

GAO was asked to examine
independent IRBs, processes used to
protect human subjects, and standards
of IRB quality, among other things.
This report describes the composition
of the IRB market and examines
OHRP and FDA oversight of IRBs,
among other objectives.

GAO reviewed federal laws and
regulations and articles published
between 2010 and June 2021;
analyzed IRB registration, drug
application, and inspection data; and
interviewed FDA and OHRP officials,
experts and stakeholders, and 11 IRBs
selected for variation in type, size, and
other factors.

What GAO Recommends

GAO is making four recommendations,
including that HHS and FDA conduct
annual risk assessments to determine
if the agencies are routinely inspecting
an adequate number of IRBs and to
optimize the use of inspections in the
oversight of IRBs and protection of
research participants, and examine
and implement approaches for
measuring IRB effectiveness. HHS
concurred with the recommendations.

View GAO-23-104721. For more information,
contact John Dicken at (202) 512-7114 or
dickenj@gao.gov.

goo

January 2023

INSTITUTIONAL REVIEW BOARDS

Actions Needed to Improve Federal Oversight and
Examine Effectiveness

What GAO Found

Institutional review boards (IRB) are groups that review ethical and safety
considerations for research involving human subjects, such as clinical trials.

General Institutional Review Board (IRB) Process

A
"5.4

The IRB may approve,
require modifications, or
disapprove the protocol.

Investigator submits
research protocol and
materials to the IRB
for review.

Once the IRB approves the The investigator continues
protocol, the investigator to communicate with the
may begin recruiting IRB for the duration of
and enrolling subjects. the study.

Source: GAO analysis of Department of Health and Human Services information. | GAO-23-104721

Most IRBs are based at universities, according to Department of Health and
Human Services (HHS) data. University-based IRBs were also responsible for
reviewing most research involving certain investigational drugs from calendar
years 2012 through 2020, according to Food and Drug Administration (FDA)
data. Some IRBs are independent, meaning they are not part of institutions that
conduct or sponsor research. FDA data show these independent IRBs have
reviewed an increasing share of investigational drug research: 25 percent of this
research in 2012, and 48 percent in 2021. At the same time, the number of
independent IRBs has decreased largely due to consolidation; this is, in part,
related to private equity investment in IRBs.

FDA and HHS’s Office for Human Research Protections (OHRP) oversee about
2,300 U.S.-based IRBs (operated by about 1,800 separate organizations, which
may register and operate one or more IRB) through routine or for-cause
inspections. These inspections assess whether IRBs follow federal regulations
when reviewing research. FDA and OHRP consider several factors when
selecting organizations for inspections, such as the volume of research reviewed.
However, GAO found the agencies inspect relatively few IRBs. OHRP officials
said they aim to conduct three to four routine inspections annually, while FDA
conducted an average of 133 inspections annually between fiscal years 2010
and 2021. Neither agency has conducted a risk-based assessment of their IRB
inspection program to help ensure they inspect enough IRBs annually and to
optimize their responsibilities in protecting human subjects. Such an approach
would be consistent with federal risk management principles.

While the agencies oversee IRBs to determine their adherence to regulations,
OHRP and FDA have not assessed to what extent IRB reviews are effective in
protecting human subjects. This is because the agencies have not determined
the best approaches for doing so. Evaluating effectiveness is challenging in part
due to an absence of validated measures and because IRBs are only one part of
the framework of stakeholders responsible for protecting human subjects.
Convening stakeholders to identify approaches for evaluating IRB effectiveness
would be consistent with OHRP and FDA responsibilities and change
management practices, and would help provide assurance that IRBs are
successful in protecting human subjects.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH
PROPOSAL TO DISQUALIFY
TEXAS APPLIED BIOMEDICAL SERVICES
DBA TEXAS APPLIED BIOTECHNOLOGY RESEARCH REVIEW COMMITTEE IRB

DBA TABS RESEARCH REVIEW COMMITTEE IRB #1

COMMISSIONER’S DECISION

In this proceeding, the Food and Drug Administration (FDA or the Agency), Center for
Biologics Evaluation and Research (CBER), pursuant to 21 CFR 16.24 and 21 CFR 56.121,
proposes to disqualify Texas Applied Biomedical Services, dba Texas Applied Biotechnology
Research Review Committee IRB, dba TABS Research Review Committee IRB #1 (TABS RRC
or the IRB). As the Acting Chief Scientist, | have the authority to perform all delegable
functions of the Commissioner of Food and Drugs (Commissioner). For the reasons set forth
below, | have concluded that TABS RRC repeatedly failed to comply with the regulations set
forth in part 56 and that noncompliance adversely affects the rights or welfare of the human
subjects in a clinical investigation. Therefore, | am disqualifying TABS RRC under 21 CFR
56.121(b).

l. Background

As alleged by CBER, TABS RRC had been inspected in 2000 and 2007, and FDA

observed violations during those inspections. In April 2012, FDA conducted another inspection

of TABS RRC to determine if the IRB’s activities and procedures for the protection of human
1
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subjects complied with FDA regulations at 21 CFR parts 50 and 56. Following the 2012
inspection, FDA issued a Form FDA 483. On September 24, 2012, and after considering the
IRB’s response to the Form FDA 483, CBER issued to TABS RRC a Warning Letter/IRB
Restrictions Letter (Warning Letter),* which cited multiple violations of 21 CFR part 56, the
regulations governing the operations and responsibilities of IRBs, and which noted that one of
the violations, the failure to maintain meeting minutes in accordance with 21 CFR 56.115(a)(2),
was a repeat violation from the 2000 and 2007 inspections. In addition, pursuant to 21 CFR
56.120(b)(1) and (2), the Warning Letter placed restrictions upon TABS RRC until such time as
FDA has evidence of adequate corrective actions and notifies TABS RRC in writing that its
corrective actions are satisfactory. Specifically, CBER imposed the following restrictions as
provided for in 21 CFR 56.120(b):

(1) FDA will withhold approval of all new studies subject to 21 CFR Part 56 and

reviewed by the IRB; and

(2) No new subjects are to be enrolled in any ongoing studies subject to 21 CFR Part 56

and approved by the IRB.?

TABS RRC responded to the Warning Letter via letters dated October 8, 2012 and
October 19, 2012. On January 18, 2013, CBER requested a Regulatory Meeting, and following
the February 22, 2013 Regulatory Meeting, TABS RRC submitted responses dated March 18,
2013 and May 30, 2013 to FDA’s request for additional documentation supporting TABS RRC’s
corrective action plans.® On December 23, 2013, CBER sent a letter identifying violations cited

in the Warning Letter for which the IRB had appropriately responded and for which CBER

concluded the IRB had failed to provide adequate corrective actions. Although CBER requested

! Sept. 24, 2012 Warning Letter.

?1d. at 1, 5.

% Jan. 18, 2013 Request for Regulatory Meeting from Center; March 18, 2013 TABS RRC Response and May 30,

2013 TABS RRC Response. See also generally Sept. 16, 2014 Notice of Opportunity for Hearing (NOOH) at 2.
2
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that TABS RRC provide a response and include any documentation necessary to show that full
and adequate correction has been achieved and although TABS RRC indicated in a December
23, 2013, email that it would respond, according to CBER, and as uncontested by TABS RRC,
the IRB did not further respond to this letter.*

On September 16, 2014, the Associate Commissioner for Regulatory Affairs issued a
Notice of Opportunity for Hearing (NOOH) Letter proposing the disqualification of TABS RRC.
The notice asserted that TABS RRC had refused or repeatedly failed to comply with the
regulations set forth in 21 CFR part 56 and that the non-compliance adversely affects the rights
or welfare of human subjects in a clinical investigation.> The NOOH also advised TABS RRC
of its opportunity for a regulatory hearing under 21 CFR Parts 16 and 56. The NOOH was hand-
delivered to Mildred Joyce Heinrich, the IRB’s Chairperson.

On September 30, 2014, Ms. Heinrich submitted a letter on behalf of TABS RRC in
which she waived the IRB’s opportunity fora hearing.® With regard to some matters set forth in
the NOOH, TABS RRC submitted a letter purporting to provide corrective actions, explanations,
and/or modified Standard Operating Procedures (SOPs). Subsequently, in March 2015, CBER
submitted a Center Decision Memorandum to the Commissioner of Food and Drugs
(Memorandum). As explained in the FDA Staff Manual Guide 7714, “Disqualification of an
Institutional Review Board (IRB), Parent Institution, or Component of Parent Institution,” which
published prior to the IRB’s September 30, 2014 response, if the IRB declined to request a

hearing, the Center would then prepare a Center Decision Memorandum for the Commissioner

* NOOH at 2-3; Dec. 23, 2013 CBER Follow up Letter to TABS RRC.
> NOOH at 8-9.
® See September 26, 2014 Response to the NOOH at 1 (“Pursuant to the Notice of Opportunity for Hearing (NOOH)
letter | received September 16, 2014 | would like to waive my rights to a hearing with the FDA to further discuss the
Warning Letter.”).

3
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and the Commissioner’s counsel for review and decision. In the Memorandum, CBER asserts
that TABS RRC refused or repeatedly failed to comply with the regulations set forth at 21 CFR
part 56 and that this noncompliance adversely affects the rights or welfare of human subjects in a
clinical investigation. Accordingly, CBER requests that the Commissioner sign an Order of
Disqualification for TABS RRC pursuant to 21 CFR 56.121."
The Memorandum included the following attachments:

(1) Proposed Order of Disqualification for the Commissioner’s signature;

(2) Sept. 24, 2012 Warning Letter;

(3) Oct. 8, 2012 TABS RRC Response to Warning Letter;

(4) Oct. 19, 2012 TABS RRC Response to Warning Letter;

(5) Nov. 8, 2012 Email from FDA Seattle District Office regarding NSR determination for

(b) (4) ;

(6) Nov. 14,2012 TABS RRC Letter in response to Center request for information;

(7) Jan. 18, 2013 Request for Regulatory Meeting from Center;

(8) Mar. 18, 2013 TABS RRC Regulatory Meeting Response;

(99 May 30, 2013 TABS RRC Regulatory Meeting Response;

(10) Dec. 23, 2013 CBER Follow up Letter to TABS RRC;

(11) Sept. 16, 2014 NOOH and proof of receipt;

(12) Sept. 30, 2014 TABS IRB Response to the NOOH; and

(13) Jan. 26, 2012 IRB Meeting Minutes.

" Memorandum at 1, 8.
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1. Analysis
A. The Standard for a Disqualification
Pursuant to 21 CFR 56.121(b):
The Commissioner may disqualify an IRB or the parent institution if the
Commissioner determines that:
(1) The IRB has refused or repeatedly failed to comply with any of the regulations
set forth in this part, and
(2) The noncompliance adversely affects the rights or welfare of the human
subjects in a clinical investigation.
As explained in the preamble to the final rule, “The important point is that the failure to comply
is repeated and not an isolated event.”® Decisions in the clinical investigator context have further
expounded on the meaning of “repeated,” stating that a “Repeated Violation” means “a violation
[that] occurred more than once. Violations are repeated even if they occur within one study.”®
Pursuant to 21 CFR 56.121(a), once disqualification proceedings have been initiated, an
IRB is entitled to an opportunity for a part 16 regulatory hearing.’® Under 21 CFR 16.26(b), a
hearing commences upon receipt by FDA of a request for a hearing under 21 CFR 16.22(b).
Here, TABS RRC waived a hearing under part 16. If an IRB declines the opportunity for a
hearing, the Commissioner will issue a decision, which may accept, in whole or in part, the
findings of the Center regarding the alleged violations committed by the IRB and the conclusion

that the IRB’s alleged noncompliance adversely affects the rights or welfare of the human

subjects in a clinical investigation.

8 46 Fed. Reg. 8958 at 8973 (Jan. 27, 1981).

° See Commissioner’s Decision, In the Matter of Dr. Michael Dean Berger (June 20, 2014); see also FDA Staff
Manual Guide 7714 “Disqualification of an Institutional Review Board (IRB), Parent Institution, or Component of
Parent Institution” at 5 n.11 (collecting clinical investigator disqualification determinations defining the term
“repeated”).

19 See also 21 CFR 16.22(a), 16.24(a).
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Based on the record, I find that TABS RRC repeatedly failed to comply with 21 CFR part
56 and that the noncompliance adversely affects the rights or welfare of human subjects in a
clinical investigation. For this reason, | am disqualifying TABS RRC under 21 CFR 56.121.

B. The IRB’s Non-Compliance with 21 CFR Part 56.

1. The IRB failed to adhere to the restrictions imposed (21 CFR 56.120(b)(2)).

Following an IRB inspection, FDA may send a letter to the IRB describing the
noncompliance observed during the inspection, and, stating that until the IRB takes appropriate
corrective action, FDA may impose certain restrictions on the IRB.** Here, in its September 24,
2012 Warning Letter, FDA informed TABS RRC that, pursuant to 21 CFR 56.120(b)(1) and (2),
effective immediately, “FDA will withhold approval of all new studies” and that “[n]o new
subjects are to be enrolled in any ongoing studies.” The Warning Letter further provided TABS
RRC 15 business days to respond, and instructed the IRB to include in its response its
communications with sponsors notifying them of the imposed restrictions.* In its responses to
the Warning Letter, TABS RRC stated that it sent the sponsor and principal investigator for each
ongoing clinical investigation a letter informing them of the restrictions imposed by FDA and
included a list of sponsors and principal investigators to whom TABS RRC sent notification of
the restrictions. ™

CBER asserts that the study entitled () (4)

and sponsored by (b) (4) had

been approved by TABS RRC and was ongoing at the time TABS RRC received the Warning

121 CFR 56.120(b).
2 Warning Letter at 5-6.
B3 Oct. 8, 2012 TABS RRC Response to Warning Letter at 32-45; Oct. 19, 2012 TABS RRC Response to Warning
Letter at 18-24.
6
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Letter. CBER states that the IRB failed to inform the sponsor of this study of the imposed
restrictions and that 13 new study subjects were enrolled in the study after September 24, 2012.**
Although the IRB stated that it provided FDA with a list of sponsors and principal
investigators for each ongoing clinical study and copies of letters sent to such entities informing

them of the restrictions imposed, the (b) (4) study was not included in that list and no
copies of letters sent to the (D) (4) sponsor or principal investigator were submitted.
Additionally, in its response to the NOOH, TABS RRC did not contest CBER’s allegations that
the IRB had failed to notify () (4) of the restrictions imposed and that 13 new
subjects were enrolled in the study subsequent to the IRB’s receipt of the Warning Letter. TABS
RRC thus both failed to adequately respond to the Warning Letter and to adhere to the restriction
that “[n]o new subjects [] be enrolled in any ongoing studies.” Therefore, based on the record
before me, | find that TABS RRC failed to comply with the restrictions imposed in the
September 24, 2012 Warning Letter, and, consequently, TABS RRC violated 21 CFR
56.120(b)(2).

2. The IRB failed to ensure that no member participated in the initial or continuing
review of a project in which the member had a conflicting interest (21 CFR
56.107(e)).

Pursuant to 21 CFR 56.107(e), “[n]o IRB may have a member participate in the IRB’s
initial or continuing review of any project in which the member has a conflicting interest, except
to provide information requested by the IRB.”

CBER asserts that Ms. Heinrich and Dr. Martha Tripp, another IRB member, provided

consulting services to (D) (4) , which consisted of assisting (b) (4) in

“ NOOH at 3.
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writing protocols and informed consent documents, and for which payment was requested.
TABS RRC does not contest that Ms. Heinrich and Dr. Martha Tripp provided consulting
services to () (4). In addition, according to the meeting minutes for the January 26, 2012
TABS RRC meeting, Ms. Heinrich and Dr. Tripp voted to approve three protocols sponsored by
(b) (4).”

Based on the record before me, | find that TABS RRC violated 21 CFR 56.107(e). Ms.
Heinrich and Dr. Tripp both had conflicts of interest. As noted above, CBER alleges and TABS
RRC does not contest that Ms. Heinrich and Dr. Tripp provided consulting services to (b) (4)
for which payment was requested. These relationships would reasonably be expected to
undermine an IRB member’s ability to exercise professional judgment and to provide an
independent and impartial review of the (D) (4) protocols and are sufficient to create a conflict
of interest. Indeed, although drafted after the January 26, 2012 meeting, the IRB’s own SOP
recognizes that these relationships would constitute conflicts of interest. Specifically, the SOP
states that “[e]xamples of a conflicting interest” include where an IRB member is a “[m]ember of
a Contract Research Organization (CRO) receiving funds (e.g., consulting fees or honoraria)
from the study sponsor or investigator(s).”*® Moreover, the meeting minutes make clear that that
Ms. Heinrich and Dr. Tripp voted to approve the (b) (4) protocols. Therefore, I conclude that
TABS RRC violated 21 CFR 56.107(e) because members participated in the initial or continuing
review of a project in which such members had conflicts of interest.

TABS RRC further responded to CBER’s allegations regarding its members’ conflicts of

interest by presenting an amended SOP addressing a member’s duties to disclose conflicts of

15 Jan. 26, 2012 IRB Meeting Minutes at 2 (Page references for this exhibit are to the FEI: 300300814 Stamp). The
minutes show that Dr. Tripp abstained from voting on one of the three (B) (4) protocols.
16 See Oct. 8, 2012 TABS Response to Warning Letter, SOP entitled “RRC Conflict of Interest” (Effective Date
Sept. 15, 2012).

8
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interest and to abstain from participation in reviewing, discussing, and voting on a project when
that member has a conflicting interest. TABS RRC also informed CBER that Ms. Heinrich has

been removed from the TABS RRC Membership Roster as a voting IRB member, and Dr. Tripp

has been named as the Acting Chairperson. | will address these responses in Section 11.D, below.

3. The IRB failed to fulfill membership requirements (21 CFR 56.107(a)).

Under 21 CFR 56.107(a), an IRB shall possess the professional competence necessary,
among other things, to review specific research activities and to ascertain the acceptability of
proposed research in terms of institutional commitments and regulations, applicable law, and
standards of professional conduct and practice. As explained in the preamble to the final rule, in
order to allow flexibility in the make-up of the IRBs that review FDA-regulated research, every
IRB is not required to include at least one physician. An IRB must nevertheless retain the
necessary expertise to effectively review any protocol submitted to it and the preamble
“emphasize[d] that § 56.107(a) requires that IRBs have as members persons with the
professional competence necessary to review the proposed research. For example, FDA would
expect that an IRB that reviews investigational new drug studies will include at least one
physician.”*” In short, the final rule provides the IRB with flexibility to select its members
where flexibility is warranted—it does not excuse an IRB from including individuals with
relevant professional competence.

In the NOOH, CBER cites to three separate instances in which TABS RRC reviewed and
approved studies without fulfilling membership requirements. Specifically, TABS RRC held
meetings on January 8 and 26, 2012 and July 26, 2012, during which the IRB reviewed and

approved an investigational device study involving both pediatric and adult subjects with

17 46 Fed. Reg. at 8966 (emphasis added).
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disorders of the (D) (4) , an investigational device study involving subjects
with (b) (4) , and two studies involving the administration of
(b) (4) to patients with (b) (4) '8 Using the (b) (4)

studies as an example, the protocols for those studies state that the (B) (4)

9 CBER maintains that, in each of those instances,
the IRB did not include an individual with professional competence in the treatment of the
respective disease or disorder (e.g., a physician).

In its response to the NOOH, TABS RRC does not dispute that its IRB membership did
not include an individual with professional competence in the treatment of the diseases and
disorders identified above (e.g., a physician) during the time when the above protocols were
reviewed. Quite to the contrary, the IRB “acknowledge[d] the FDA’s concern stated . . . above
relative to the lack of professional competence to review and address clinical protocols” and
answered the allegations in the NOOH by claiming that its Medical Advisory Board had the
relevant professional competence. Nevertheless, as conceded by the IRB, those individuals are
non-voting®®—i.e., they are not “members” of the IRB.? In addition, TABS RRC claims that it

consulted with a () (4) expert, an assertion the IRB supports by citation to meeting minutes

8 NOOH at 5-6; Oct. 8, 2012 TABS RRC Response to Warning Letter at 70-73; Jan. 26, 2012 IRB Meeting
Minutes.
19 Jan. 26, 2012 IRB Meeting Minutes at 43; see also id. at 11.
20 Sept. 30, 2014 TABS IRB Response to the NOOH at 5-7.
2! See 46 Fed. Reg. at 8966 (rejecting a comment that “consultants be allowed to vote with an IRB” because “[t]he
decision of an IRB must represent the judgment of the members of the IRB. Although consultants should provide
information about the ethical acceptability of a study, FDA believes it would be a distortion of their function to
permit them to vote.”).

10
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stating that “Additional information was sought from an external source that had extensive
background in (b) (4) research.” and by its notes from that consultation.*

Based on the record before me, | concur with CBER’s conclusion that the members of
TABS RRC did not have sufficient professional competence to review the investigations
described above, and | therefore find that TABS RRC repeatedly violated 21 CFR 56.107(a).
Specifically, considering the nature of those trials, including the investigational products under
study, the diseases or conditions being studied, the inclusion of pediatric subjects in one of the
trials, and the nature of review expected pursuant to part 56,%% under 21 CFR 56.107(a), it was
necessary for TABS RRC to include individuals with professional competence (e.g., a physician)
in the treatment of the diseases and disorders under study as actual members of the IRB and that
none of TABS RRC’s members who participated in the January 8 and 26, 2012 and July 26,
2012 meetings had such professional competence.

In addition, I find TABS RRC’s assertion that it could cure its lack of professional
competence through consultations unavailing. Rather, as emphasized in the preamble,
8 56.107(a) requires that IRBs have “as members” persons with the professional competence
necessary to review the proposed research. Nevertheless, even if | were to accept that the IRB

could ameliorate the violation described above via consultations, | find the consultations here to

22 Jan. 26, 2012 IRB Meeting Minutes at 2; Oct. 19, 2012 TABS RRC Response to Warning Letter at 3-7; Oct. 8,
2012 TABS RRC Response to Warning Letter at 19-21.
2 In addition to the standard set forth in 21 CFR 56.107(a), the criteria to approve research activities require the IRB
to determine, among other things, that there are adequate provisions for monitoring the data collected to ensure the
safety of subjects; that risks to subjects are minimized by using procedures which are consistent with sound research
design and which do not unnecessarily expose subjects to risk; that risks to subjects are reasonable in relation to
anticipated benefits, if any, to subjects; and the importance of the knowledge that may be expected to result. See 21
CFR 56.111(a). See also 46 Fed. Reg. at 8961-62 (Although an IRB is not tasked with primary scientific review
responsibilities for clinical studies, the IRB is obligated “to assure that a review of the scientific merits of a proposal
is conducted,” and an IRB “cannot reasonably review a study or make a valid risk assessment, unless there has been
a positive assessment of the scientific merits of the research.”).

11
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be insufficient.?* According to the IRB, its consultation with a “core group of medical advisors”
provided adequate assistance in its review.?®> Nevertheless, TABS RRC fails to explain what
type of competency the “core group of medical advisors” possessed or how the knowledge and
experience of these non-member advisors impacted the IRB’s review and ultimate approval of
the protocols. In addition, TABS RRC contends that its consultation with an individual with
“extensive experience in (D) (4) research” ensured adequate competence in the review and
approval of the(D) (4) studies on January 26, 2012. Notwithstanding this statement, however,
the IRB failed to demonstrate that the consultation provided any relevant expertise—Ilet alone
expertise that could have cured the IRB’s lack of competence. The meeting minutes only state
that information was “sought” from a third-party, with no description of what type of
information was sought or even whether it was ultimately received prior to the January 26, 2012
meeting approving the studies. Moreover, the notes documenting consultations that the IRB did
submit were dated February 1, February 8, and February 16, 2012%°—all of which are after the
IRB approved the (D) (4) studies. Consequently, even if TABS RRC could have resolved its
lack of professional competence by reliance on outside experts, its consultation was not
sufficient in this instance.

Finally, in its response to the NOOH, TABS RRC provided a revised SOP dated February
2014 to show that TABS RRC has added a medical doctor to its membership roster.?” I will

address this issue in Section I1.D. below.

2 According to 21 CFR 56.107(f), “an IRB may, in its discretion, invite individuals with competence in special
areas to assist in the review of complex issues which require expertise beyond or in addition to that available on the
IRB.” Section 56.107(f), however, does not vitiate the requirement in § 56.107(a) that an IRB’s members must have
professional competence. See supran. 17.
“* See Oct. 8, 2012 TABS RRC Response to Warning Letter at 17.
% gee Oct. 8, 2012 TABS RRC Response to Warning Letter at 19-21; Oct. 19, 2012 TABS RRC Response to
Warning Letter at 1.
%" See Sept.30, 2014 TABS IRB Response to the NOOH at 5, Attachment 1.
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4. The IRB failed to prepare and maintain adequate documentation of IRB
activities (21 CFR 56.115).

Under 21 CFR 56.115(a)(2), an IRB shall maintain adequate documentation of its
activities, including minutes of IRB meetings which shall be in sufficient detail to show
attendance at meetings; actions taken by the IRB; the vote on these actions including the number
of members voting for, against, and abstaining; the basis for requiring changes in or disapproving
research; and a written summary of the discussion of controverted issues and their resolution.
CBER asserts that the failure to maintain meeting minutes had also been identified in FDA
inspections of TABS RRC in 2000 and 2007%*—an assertion that TABS RRC does not dispute.

CBER charges that TABS RRC did not maintain meeting minutes for 2011. Specifically,
according to CBER, the IRB’s study list shows that protocol TABS (b) (4)  was modified
and approved on August 24, 2011, and, in addition, the FDA investigator was informed that the
IRB met twice in 2011. However, there were no meeting minutes available for 2011.

With respect to the August 24, 2011 meeting, TABS RRC does not dispute CBER’s
statement that the protocol TABS () (4)  was modified and approved on August 24, 2011,
and the record before me does not include any meeting minutes for that date. Accordingly, I find
that TABS RRC violated 21 CFR 56.115(a)(2) by failing to maintain meeting minutes for the
August 24, 2011 meeting.

In addition, with respect to the two other meetings, TABS RRC submitted meeting
minutes dated May 26, 2011 and August 18, 2011 in response to the September 24, 2011
Warning Letter.?® The IRB does not dispute that these meeting minutes were not available

during the April 2012 inspection. According to CBER, during the inspection, TABS RRC

% NOOH at 6; Oct. 19, 2012 TABS RRC Response to Warning Letter at Att. 2.
# QOct. 19, 2012 TABS RRC Response to Warning Letter at Att. 2.
13
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explained to the FDA investigator that, due to a computer crash, all minutes and data from 2011
were lost. TABS RRC later offered to re-create meeting minutes from handwritten notes.
Although CBER requested that TABS RRC submit the handwritten notes rather than re-create a
typed version of the lost minutes, the IRB submitted typed notes of May 26, 2011 and August 18,
2011 meetings. Consequently, according to CBER, the minutes submitted in response to the
Warning Letter are not contemporaneous minutes, but rather, recreations of the missing
minutes.*® On the other hand, TABS RRC states that while the “minutes from two meetings in
2011 were lost due to computer crash and were unavailable for review by the FDA investigator
as stated at the time of the FDA inspection,” it could and did retrieve electronic and handwritten
minutes from its off-site archives.®" Specifically TABS asserts that, when it offered to “re-
create” the meeting minutes, the IRB intended to retrieve all handwritten and electronic minutes
from its off-site archived files and organize the minutes to document the flow of discussions.*

I find that TABS RRC’s explanation regarding the May 26, 2011 and August 18, 2011
meetings strains credibility. | have reviewed the purported meeting minutes that TABS RRC
asserts it retrieved from its off-site storage facility, both of which were extremely cursory and
conclusory. According to the minutes for the May 26, 2011 meeting, the IRB reviewed and
approved the Principal Investigator (PI) applications for three individuals; however, the minutes
include no discussion of the PIs’ qualifications and include no attached documentation of their
credentials.®®> On August 18, 2011, the IRB met to review two modifications to the (b) (4)

protocol, including removing two of the exclusion criteria from the original protocol. The

% NOOH at 6; Memorandum at 6.
%1 Sept. 30, 2014 TABS IRB Response to the NOOH at 8; Oct. 8, 2012 TABS RRC Response to Warning Letter at
27; Oct. 19, 2012 TABS RRC Response to Warning Letter at Att. 2. TABS RRC also includes an SOP revised in
April 2014 to reflect an upgraded meeting minutes storage process. See Sept. 30, 2014 TABS IRB Response to the
NOOH at 8 & Att. I1l; Memorandum at 6-7.
% QOct. 8, 2012 TABS RRC Response to Warning Letter at 27.
¥ QOct. 19, 2012 TABS RRC Response to Warning Letter at Att. 2.
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complete summary of the IRB’s discussion of this issue is as follows, “Modification to Study
Population Exclusion Criteria — Remove 2 of the exclusion criteria from original protocol as
justified in () (4)  letter. Unanimous agreement of IRB.”**

In addition, I further note the significant delay in TABS RRC’s offer to “re-create” the
minutes—an offer clearly divergent from its initial statement that the minutes were lost—and the
ultimate provision of the purported meeting minutes to FDA. The inspection occurred in April
2012, and the IRB does not dispute CBER’s assertion that TABS RRC informed the FDA
inspector at that time that the 2011 meeting minutes were lost due to a computer crash.
Moreover, during an April 26, 2012 meeting, the IRB acknowledged that FDA issued a Form
483, which “revolved primarily around,” inter alia, “documentation of the Committee’s meeting
minutes,” and Ms. Heinrich indicated that “she would reply in writing . . . to each observation
cited,” including providing additional SOPs where necessary.*> No mention was made that the
meeting minutes could be “re-created” or were potentially available at an off-site archive.
Indeed, it was not until a September 27, 2012 teleconference that the IRB first offered to re-
create the minutes and not until October 19, 2012 that the IRB first presented the meeting
minutes allegedly retrieved from the archives to FDA.

Based on the extremely cursory and conclusory nature of the minutes provided by TABS
RRC—especially the summary of the discussion regarding the changes to the (b) (4)
protocol—and the delay in informing FDA that the meeting minutes could even be “re-created”
or retrieved and ultimately providing the meeting minutes to FDA, | find that the meeting

minutes were likely recreated, as CBER maintains, and were not drafted contemporaneously,

% Oct. 19, 2012 TABS RRC Response to Warning Letter at Att. 2 (emphasis in original). (b) (4)  letter provides
a one-sentence justification — specifically, the letter requests the change because patients with previous therapy and
with (b) (4) 1.
¥ QOct. 8, 2012 TABS RRC Response to Warning Letter at 49 (Attachment V111, Meeting Minutes from 2012).
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only to be retrieved from an off-site archives, as the IRB asserts. Accordingly, I find that TABS
RRC failed to maintain minutes for the May 26, 2011 and August 18, 2011 meetings.*® *

5. The IRB Repeatedly Violated 21 CFR Part 56.

Based on the foregoing, | conclude that the IRB violated the following sections of part
56: 21 CFR 56.120(b)(2) (failure to adhere to restrictions imposed); 21 CFR 56.107(e) (failure
to ensure no member participated in the review of a project in which the member had a conflict
of interest); 21 CFR 56.107(a) (failure to fulfill membership requirements); and 21 CFR
56.115(a)(2) (failure to prepare and maintain adequate documentation of IRB activities).*®
Given the multiple violations described above, | find that the first prong of the disqualification
standard is met—i.e., that TABS RRC has repeatedly failed to comply with the part 56

regulations.*

% The “preponderance of the evidence” is the correct standard to apply to IRB disqualifications. Cf.
Commissioner’s Decision, In the Matter of Huibert M. Vriesendorp (2001) (finding that “the ‘preponderance of the
evidence’ standard applies in clinical investigator disqualification hearings™); Commissioner’s Decision, In the
Matter of Paul W. Boyles (1995) (“The Center has the burden of establishing the alleged violations by the
preponderance of the evidence” in clinical investigator disqualifications).
%" Although the NOOH included an alleged violation related to the records for the (0) (4)
study, CBER does not assert this violation in its Memorandum. Therefore, | do not address it here.
% In the NOOH and the Center Memorandum, CBER asserts that a meeting held by TABS RRC on November 7,
2012, during which TABS RRC allegedly conducted a Nonsignificant Risk (NSR) determination, violated multiple
provisions in part 56. See NOOH at 4; Center Memorandum at 5 (alleged violation of 21 CFR 56.107(e)); NOOH at
6-7; Center Memorandum at 6-7 (alleged violation of 21 CFR 56.115); and NOOH at 7-8; Center Memorandum at
7-8 (alleged violation of 21 CFR 56.108(a) and 56.115(a)(6)). An IRB’s conduct while making an NSR or
significant risk (SR) determination in connection with a device to be used in clinical investigations is subject to part
56. According to 21 CFR 812.60, “An IRB reviewing and approving investigations under this part [part 812] shall
comply with the requirements of part 56 in all respects, including its composition, duties, and functions,” and a
determination of nonsignificant risk is under 21 CFR 812.66. See also Medical Devices; Procedures for
Investigational Device Exemptions, 45 Fed. Reg. 3732 (Jan. 18, 1980) (preamble to final rule) at 3736 (“FDA has
concluded that the protection of human subjects is not fostered by requiring a sponsor to submit an application to
FDA for approval before commencing an investigation of a nonsignificant risk device. Protection of the public
health and safety and the application of community-based ethical standards are adequately assured by the role of
IRB’s in reviewing such investigations.”); id. at 3747 (“[A]n IRB collectively must be able to evaluate the risks and
scientific soundness of proposed investigations in order to determine, for example, that the investigation is not
disguised quackery or clearly will not yield useful results. In particular, an IRB must be able to review carefully and
critically a sponsor’s characterization of an investigational device as not presenting a significant risk.”).
Nevertheless, given the lack of clarity in the record, and given that | find that disqualification is warranted based on
other violations, | need not address CBER’s allegations relating to the November 7, 2012 meeting.
%21 CFR 56.121(b)(1).
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C. The Violations of TABS RRC Adversely Affect the Rights or Welfare of the
Subjects.

I next address whether TABS RRC’s non-compliance adversely affects the rights or
welfare of human subjects under 21 CFR 56.121(b)(2). The preambles to this regulation do not
provide specific guidance as to when a particular violation may adversely affect the rights and
welfare of human subjects. Accordingly, in addressing this issue, | have carefully considered,
among other things, the fundamental ethical principles and recommendations set forth in two
publications of the National Commission for the Protection of Human Subjects of Biomedical
and Behavioral Research (Commission): “Belmont Report: Ethical Principles and Guidelines for
the Protection of Human Subjects of Research” (Belmont Report) and “Institutional Review
Boards: Report and Recommendations of the National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research,” (IRB Report and Recommendations) in which
the Commission set forth recommendations for regulations to be promulgated by the Department
of Health and Human Services (HHS).*

1. The Role of the IRB in Providing Third-Party Oversight.

The Belmont Report discussed the importance of distinguishing between biomedical
research and the practice of accepted therapy and concluded that “if there is any element of

research in an activity, that activity should undergo review for the protection of human

“0 Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research, 44 Fed.
Reg. 23192 (Apr. 18, 1979); Institutional Review Boards: Report and Recommendations of the National
Commission for the Protection of Human Subjects of Biomedical and Behavioral Research, 43 Fed. Reg. 56174
(Nov. 30, 1978). The Commission was established, inter alia, to develop ethical guidelines underlying the conduct
of research involving human subjects. See Pub. L. No. 93-348 Sec. 202(a)(1)(A). Following issuance of the Report
and Recommendations of the National Commission for the Protection of Human Subjects of Biomedical and
Behavioral Research, FDA issued a revised proposal to part 56 to ensure compatibility with revisions to HHS
regulations made in response to the Commission’s recommendations. In addition, ethicists and IRBs today continue
to weigh the three fundamental ethical principles set forth in the Belmont Report.
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subjects.”*" The Commission echoed this sentiment in its IRB Report and Recommendations
where it stated, “The Commission’s deliberations begin with the premise that investigators
should not have sole responsibility for determining whether research involving human subjects
fulfills ethical standards. Others, who are independent of the research, must share this
responsibility, because investigators are always in positions of potential conflict by virtue of their
concern with the pursuit of knowledge as well as the welfare of the human subjects of their
research.”** Thus, IRBs play an essential role in the protection of human subjects and IRB
review of proposed research “is the primary mechanism for assuring that the rights of human
subjects are protected.”*?

The Belmont Report discussed and applied fundamental ethical principles of relevance to
research on human subjects. | discuss two of these principles here: 1) the ethical principle of
beneficence, which as applied to human research, forms the basis of the requirement of
independent review of risks and potential benefits and 2) ethical the principle of respect for

persons, which as applied to human research, forms the basis of the requirement of informed

consent.*

! Belmont Report, 44 Fed. Reg. at 23193.
%2 43 Fed. Reg. at 56175. See also id. at 56183 (In its IRB Report and Recommendations, the Commission reasoned
that ethical principles will require interpretation when applied to specific situations: “In research involving human
subjects, the desirability of bringing to bear on such interpretations the judgment of individuals other than the
research investigator has come to be widely recognized and is the basis of present regulatory approaches to the
protection of human subjects.”); id. at 35186 (As explained in the August 8, 1978 preamble to part 56, “The benefits
of institutional review include . . . independence from competing interests.”). FDA withdrew its August 8, 1978,
proposal to incorporate the recommendations set forth by the Commission on November 30, 1978. However, FDA
explained that, to the extent that its re-proposal was not changed from the earlier proposal, the agency incorporated
the August 8, 1978 preamble. Further, FDA retained its August 8, 1978, proposal regarding the disqualification of
IRBs. 44 Fed. Reg. 47688 at 47699-47700, 47702 (Aug. 14, 1979).
*% 43 Fed. Reg. at 56714 (emphasis added), 56716; see also 21 CFR 56.101(a) (“Compliance with this part is
intended to protect the rights and welfare of human subjects.”).
“ Belmont Report, 44 Fed. Reg. at 23193-195. The Commission applied the third ethical principle — justice — to the
selection of subjects. Id. at 23196-97. Given that none of the IRB’s violations of part 56 involved the selection of
subjects, this principle is not discussed here.
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a. The Role of the IRB in Implementing the Ethical Principle of
Beneficence.

The basic ethical principle of beneficence is understood as an obligation to protect people
from harm and to maximize possible benefits and minimize possible harms.*> Applying the
principle of beneficence to review committees, the assessment of risks and benefits is a method
of determining whether the risks presented to subjects are justified.** The Belmont Report
recommended that the review of risks should be systematic and nonarbitrary as much as possible,
which requires decision-makers to be thorough in the accumulation and assessment of
information about the research and to consider alternatives systematically. An assessment of the
justifiability of research should assess whether the risks are reduced to those necessary to achieve
the research objective.*’

The Commission recommended that the regulations require IRB approval to be based
upon affirmative determinations including: that the research methods are appropriate to the
objectives of the research; that the risks to subjects are minimized by using the safest procedures
consistent with sound research design; and that risks are reasonable in relation to anticipated
benefits to subjects and the importance of the knowledge to be gained.”® As in the Belmont
Report, the Commission emphasized the need for a systematic analysis of the risks and benefits
of human research and further noted that, “As risk increases and, similarly, as the vulnerability of

patients increases (by virtue of illness, institutionalization, etc.), it becomes more important to

*1d. at 23194.
% 1d. at 23196.
7 1d. at 23196.
“® 43 Fed. Reg. at 56179.
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evaluate risks of harm and possible benefits and to require a reasonable relation between
them.”*°
b. The Role of the IRB in Implementing the Ethical Principle of Respect for
Persons.

A second basic ethical principle set forth in the Belmont Report as being of particular
relevance here is the principle of respect for persons. This principle requires that individuals
(except for those with diminished autonomy) be treated as autonomous agents, and respect for
autonomy requires giving weight to an individual’s considered opinions and choices.®
“IR]espect for persons demands that subjects enter into the research voluntarily and with
adequate information.”® A lack of respect for autonomy would include withholding
“information necessary to make a considered judgment, when there are no compelling reasons to
do s0.”>? As applied to the conduct of research, respect for persons requires that subjects who
are capable “be given the opportunity to choose what shall or shall not happen to them. This
opportunity is provided when adequate standards for informed consent are satisfied.”*

Consistent with the ethical principle of respect for persons, the Commission
recommended that approval of research be based on a finding that informed consent will
communicate to subjects information that subjects may reasonably be expected to want to know

in considering whether or not to participate in the research, including any foreseeable risks to

subjects.>

*1d. at 56180.
*° Belmont Report, 44 Fed. Reg. at 23193.
L 1d. at 23194.
*21d. at 23193.
%3 1d. at 23195.
> 1d. at 56179.
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2. The IRB’s Violations of 21 CFR 56.107(a) and (e) Adversely Affect the Rights or
Welfare of Human Subjects.
a. Violation of 21 CFR 56.107(a).

The IRB’s violation of 21 CFR 56.107(a)—the failure to fulfill IRB membership
requirements—adversely affects the rights or welfare of human subjects.

As described above, supra, Section 11.B.3, TABS RRC reviewed an investigational
device study involving both pediatric and adult subjects with disorders of the () (4)

, an investigational device study involving subjects with () (4)

, and two studies involving the administration of (b) (4) to patients with
(b) (4) > Given the nature of the diseases, the products to be
studied, and the vulnerable patient populations, the IRB membership required the training and
expertise of a voting individual with professional competence in the treatment of these diseases
and disorders (e.g., a physician).

Review by a third party which is independent from the research is critical to an IRB’s
fundamental objective of protecting the rights and welfare of human subjects. Here, the purpose
of third party oversight could only be achieved if the third party reviewing the studies possessed
an understanding of the etiology and progression of each disease or condition, the benefits and
risks of the standard of care and approved treatments for each disease or condition, and the
current body of scientific knowledge regarding each disease or condition. Indeed such an
understanding would be necessary for an IRB to fulfill its duty to adequately consider the risks
and benefits of the research (as distinguished from the risks and benefits of therapies patients

with these diseases and conditions would receive outside of a clinical investigation), to determine

** NOOH at 5-6; Oct. 8, 2012 TABS RRC Response to Warning Letter at 70-73; Jan. 26, 2012 IRB Meeting
Minutes.
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whether the risks to human subjects are reasonable in relation to the potential benefits of the
research, and to evaluate the acceptability of the proposed research in terms of institutional
commitments and regulations, applicable law, and standards of professional conduct and
practice.®® Given that the IRB lacked the competence to review these studies, the IRB could not
fulfill one of the fundamental purposes of third party oversight of clinical research, namely
completion of an adequate evaluation of the research, which adversely affects the rights or
welfare of the human subjects.

In addition, because TABS RRC did not possess the professional competence necessary
to evaluate the risks and benefits of these protocols, it follows that the IRB was unable to ensure
the adequacy of informed consent, particularly with regard to the risks and benefits of the trials.
The basic ethical principle of respect for persons demands that subjects enter into research
voluntarily and with adequate information, and, as a result of its lack of professional
competence, TABS RRC failed to fulfill this ethical duty.

b. Violation of 21 CFR 56.107(e).

The IRB’s violation of 21 CFR 56.107(e)—the failure to ensure that no member
participates in the review of a project in which such member has a conflicting interest—
adversely affects the rights or welfare of human subjects.

As explained above, IRB review is founded on the principle that the protection of human
subjects must not depend solely upon investigators alone because investigators are always in a

potential conflict of interest. Indeed, 21 CFR 56.107(e) is intended to protect the independence

% See 21 CFR 56.107(a); 56.111(a).
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and objectivity of the IRB.>” Where, as here, TABS RRC was also conflicted with regard to the
(b) (4) trial, its review of the trial failed to achieve the fundamental purpose of IRB review.

A conflict would reasonably be expected to influence an IRB member’s judgment and
objectivity resulting in the conflicted IRB member projecting an unbalanced view of the benefits
and risks of the study, downplaying the possible risks and promoting the possible benefits, thus
leaving the protection of the human subjects in these trials to the investigators alone. This result
adversely affected the rights or welfare of the human subjects in those trials.

Moreover, where a conflict may impact an IRB member’s objectivity, leading that
member to project a biased view of the benefits and risks of a trial, the conflict may also
influence the IRB’s discussion of the informed consent for that trial. Thus, there is not sufficient
assurance that the subjects received adequate and accurate information about the risks and
benefits of the proposed studies.

c. Application to the (b) (4) Trials.

The implications of these violations on the rights or welfare of human subjects are
illustrated by the IRB’s review of the (b) (4) protocol and informed consent form for the
(b) (4)

*® The consequences of these violations are further heightened for the (b) (4) trials,
given the serious nature of the diseases and conditions to be studied and the significant
vulnerability of subjects with such diseases.

As described above, the January 26, 2012 review of the (0) (4) trials was conducted

with an IRB that lacked the required professional competence (e.g., a physician). In addition,

> 43 Fed. Reg. at 35191.
%8 A comment bubble inserted into the Jan. 26, 2012 IRB Meeting Minutes at 19 suggests that this protocol involved
only data collection. However, a review of the content of the protocol confirms that this is intended to be a study of
the safety and efficacy of (b) (4)
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two members of the IRB participated in the review of the (b) (4) protocols despite those
members having provided consulting services to (B) (4) for which payment was requested.
Both the lack of professional competence and the business relationship between the two IRB
members and (b) (4) would be expected to compromise the impartiality and objectivity of the
IRB, thereby vitiating the IRB’s critical, third-party reviewer role and undermining its ability to
protect the rights and welfare of human subjects. As described in more detail below, these
violations adversely affected the rights or welfare of the human subjects enrolled in the (B) (4)
clinical investigation.

TABS RRC’s review of the () (4) protocols violated the principle of beneficence, as
the IRB voted to approve the protocols, even though its review of the protocols noted significant
deficiencies. According to the meeting minutes, TABS RRC members observed that the
inclusion criteria for the research are very broad and recommended that the “actual number of
diseases or conditions be limited initially.” In addition, the IRB members noted that the protocol
lacked sufficient detail in its descriptions of the treatment procedure, the methods for ©©

and administration to subjects, and the monitoring of subjects. Furthermore, as
described in the meeting minutes, additional clarification and input was required from the
sponsor.>® Nonetheless, despite the unavailability of such information deemed by the IRB to be
necessary, TABS RRC voted unanimously to approve these studies.
The deficiencies TABS RRC observed regarding the description of the treatment
procedure, (D) (4) , and monitoring of subjects directly impact the welfare of human
subjects in those trials. Without a sufficient description of the treatment procedure, the methods

for (b) (4) and administration, and monitoring, TABS RRC could not know the risks of

% Jan. 26, 2012 IRB Meeting Minutes at 2-3.
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this procedure and could not begin to undertake an adequate risk-benefit analysis. Moreover, the
broad inclusion criteria and the lack of clear objectives for this study raise significant questions
regarding the knowledge, if any, to be gleaned from the study. Where, as here, the IRB observed
that such fundamental changes to the protocol were needed, and where those changes directly
impact the risk-benefit analysis, TABS RRC’s vote to approve these studies without first
reviewing the changes made to the protocol in response to its comments adversely affects the
rights or welfare of the subjects in the clinical investigation.®

In addition, the IRB also failed to ensure adequate informed consent. The basic elements
of informed consent include a description of any reasonably foreseeable risks or discomforts to
the subject.”* Here, the protocol stated that the administration of (b) (4)  posed a greater than

minimal risk and that risks may include (b) (4)

However, the informed consent form only
stated,(D) (4)
In other words, the informed
consent form listed only the risks of the (D) (4)  and failed to describe the risks of the
(b) (4). At minimum, this issue warranted discussion prior to TABS RRC’s approval of these

protocols. There is nothing in the meeting minutes to indicate that TABS RRC discussed this

® The fact that TABS RRC’s approval of the (b) (4) trials was unanimous does not alter my conclusion. Because
of the conflicts of two of the ®“ members present at the January 26, 2012 meeting would be expected to influence
the discussion among all of the IRB members, and, in addition, the IRB lacked the professional competence to
review the protocols, | do not find that the unanimous votes here offer adequate assurance that the rights or welfare
of human subjects in the (D) (4) trials were protected.
%1 See 21 CFR 50.25(a)(2). Under 21 CFR 56.111(a)(4), the criteria for IRB approval of research include a finding
that informed consent will be sought from each subject in accordance with 21 CFR part 50.
62 Jan. 26, 2012 IRB Meeting Minutes at 15.
%1d. at 19.
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issue or the basis for the IRB’s conclusion that the informed consent form adequately satisfied
the elements of informed consent set forth in 21 CFR 50.25(a).

On the basis of these violations alone, in light of the foregoing analysis, I find that the
second criterion for disqualification is met. Therefore, | find that disqualification under 21 CFR
56.121(b) is warranted.

3. Other Violations of Part 56.

While the analysis described above is sufficient to find that the requirements of 21 CFR
56.121(b) are met and disqualification is warranted, my conclusion is further supported by the
adverse effects on the rights or welfare of human subjects stemming from the IRB’s failure to
comply with the restrictions imposed by FDA in the September 24, 2012 Warning Letter.

The IRB’s failure to adhere to the restrictions imposed also adversely affected the rights
or welfare of human subjects. The September 24, 2012 Warning Letter informed TABS RRC
that “[n]o new subjects are to be enrolled in any ongoing studies subject to 21 CFR part 56 and
approved by the IRB.” The Warning Letter further directed the IRB to notify each of the
affected sponsors and clinical investigators of the imposed restrictions. In its October 8, 2012
response, TABS RRC stated that it “has written a letter and sent it to each Sponsor & Principal
Investigator for each ongoing clinical investigational protocol.” The IRB also included a copy of
each notification letter with its response.®* Notwithstanding its statements to CBER, TABS RRC
failed to inform the sponsor of the (D) (4) study of the imposed restrictions, and, as a

result, 13 new patients were enrolled.

% QOct. 8, 2012 TABS RRC Response to Warning Letter at 32-45. In its October 19, 2012 Response to CBER,
TABS RRC included a letter to another sponsor, which was inadvertently omitted from the October 8, 2012
Response. See Oct. 19, 2012 TABS RRC Response to Warning Letter at 1.
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The failure of TABS RRC to notify the sponsor of the (D) (4) study indicates a
fundamental flaw in the IRB’s ability to account for the studies for which it had ongoing
oversight responsibilities under 21 CFR 56.109(f). Continuing oversight is not limited to
receiving reports of unanticipated problems involving risk to subjects. Regarding continuing
oversight, FDA has explained that “[a]ny action or failure to act during the investigation that
adversely affects the ability of the investigation to yield these benefits [to the subjects and to
scientific knowledge] may, as a consequence destroy the justification for the risk. Further
exposure of humans may no longer be warranted.”®® Because it appears that TABS RRC had no
knowledge that the (D) (4) study was ongoing, there is no confidence that the IRB was
completing its continuing oversight of research. Therefore, the subjects in the (D) (4)
clinical trial were participating with a false assurance that an IRB was performing continuing
oversight of the research. As with the violations discussed above, the IRB’s failure to comply
with the restrictions imposed results in the investigators having the sole responsibility for the
rights and welfare of the human subjects in the (b) (4) trial, at least with regard to
continuing oversight. Accordingly, | conclude that TABS RRC’s failure to comply with the
restrictions imposed adversely affected the rights or welfare of human subjects.

Finally, while I do not make a finding as to whether the IRB’s failure to prepare and
maintain adequate documentation adversely affects the rights or welfare of human subjects, I
note that the records an IRB is required to maintain “provide significant evidence of whether the

procedures utilized by the IRB are adequately protecting the human subjects of the investigations

% 43 Fed. Reg. at 35188 (FDA also explained that continuing review provides for conformity with the approved
protocol and enhances protection of subjects by assuring that any changes in protocols are reviewed and approved in
advance.).
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the IRB is reviewing.”® TABS RRC has a lengthy history of non-compliance dating to 2000,
and the IRB’s failure to retain required documents undermines FDA'’s ability to determine
whether the IRB complied with part 56.

D. The IRB’s Discussion of its Efforts to Address Certain Violations is Inadequate.

Under 21 CFR 56.121, to conclude that disqualification is appropriate, | am only required
to find that TABS RRC has repeatedly violated part 56 and that those violations adversely affect
the rights and welfare of the human subjects in a clinical investigation. 21 CFR 56.121(b).
Nonetheless, | have considered the fact that TABS RRC has taken steps to address certain
violations, including the addition of a physician as a member, the appointment of a new Acting
Chairperson, and the development of new SOPs, and | find these steps do not overcome the
repeated and chronic violative actions of the IRB that form the basis for my disqualification
determination. The IRB has repeatedly failed to follow FDA'’s regulations and its own
procedures, and as a result, the new SOPs offer little assurance that TABS RRC will comply with
part 56 in the future. In addition, while the IRB appointed Dr. Tripp as new Acting Chairperson,
she had conflicts in the review of the () (4) trials as a result of her consulting work for
(b) (4). Therefore, I have little assurance that Dr. Tripp will refrain from review of a project in
which she has a conflicting interest.

My conclusion is reinforced by the very serious nature of the violations, particularly the
violations related to the IRB’s competence and the conflicts of interest and the failure to comply
with the restrictions imposed. | have discussed at length how these violations adversely affect
the rights or welfare of human subjects, and the implications of the violations on the review of

the (B) (4) protocols and informed consent. The record also evidences TABS RRC’s inability

% 46 Fed. Reg. at 8970.
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to understand fundamental issues related to the duties of an IRB, including the IRB’s vote to
approve the () (4) trials despite the significant issues raised during its review.

Finally, in the related context of clinical investigator disqualifications, | note that the
provision of “adequate assurances” of future compliance cannot avoid disqualification. Indeed,
when FDA issued the final rule, it explained in the preamble that the final version “deletes the
provision [in the current standards and procedures governing disqualification] allowing a clinical
investigator to avoid disqualifications through the submission of ‘adequate assurances’ of future
compliance.”®” Rather, “adequate assurances” are properly considered outside the context of the
disqualification proceeding and are relevant to the reinstatement process.®®

I11.  Conclusion

For the reasons set forth above, and upon consideration of the record as a whole, I find
that the requirements for disqualification are met: TABS RRC has repeatedly violated the
requirements of 21 CFR part 56, and TABS RRC’s noncompliance adversely affects the rights or
welfare of human subjects in a clinical investigation. This finding is consistent with the
preamble’s counsel that disqualification is generally reserved for “extraordinary
circumstances.”®® Accordingly, TABS RRC is disqualified pursuant to 21 CFR 56.121(b).

TABS RRC may seek reinstatement under 21 CFR 56.123.

%7 See 52 Fed. Reg. 8798 at 8826 (1987) (preamble to final New Drug, Antibiotic, and Biologic Drug Product
Regulations).

% 1d.; see also 21 CFR 312.107(f) (“An investigator who has been determined to be ineligible to receive
investigational drugs may be reinstated as eligible when the Commissioner determines that the investigator has
presented adequate assurances . . .”). Reinstatement of a disqualified IRB similarly requires the presentation of
“adequate assurances.” 21 CFR 56.123 (“An IRB or an institution may be reinstated if the Commissioner
determines, upon an evaluation of a written submission from the IRB or institution that explains the corrective
action that the institution or IRB plans to take, that the IRB or institution has provided adequate assurance that it will
operate in compliance with the standards set forth in this part.”).

% In the preamble to part 56, FDA stated that “[d]isqualification will be used by the agency only when it is
necessary to protect the rights and welfare of human subjects, and after the institution or IRB has refused or has

continuously failed to comply with these regulations. ... [T]he agency does not expect to use this sanction except in
the most extraordinary circumstances.” 43 Fed. Reg. at 8973.
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Luciana Borio, M.D.
Acting Chief Scientist
Dated: February 29, 2016.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration
Office of the Commissioner

“rwera

February 29, 2016
By Overnight Delivery and Return Receipt Requested

Ms. Mildred Joyce Heinrich

Texas Applied Biomedical Services

dba Texas Applied Biotechnology Research Review Committee IRB
dba TABS Research Review Committee IRB # 1

12101 Cullen Boulevard, Suite A

Houston, Texas 77048

Order of Disqualification
Dear Ms. Heinrich:

I have reviewed the administrative record of the regulatory disqualification proceeding involving TABS
Research Review Committee Institutional Review Board, dba Texas Applied Biotechnology Research
Review Committee IRB, dba TABS Research Review Committee IRB # 1 (TABS RRC).! After
reviewing information available to the Food and Drug Administration (FDA), | have determined that
TABS RRC has repeatedly failed to comply with the regulations set forth in 21 CFR Part 56 and that
TABS RRC’s noncompliance adversely affects the rights or welfare of the human subjects in a clinical
investigation. In accordance with 21 CFR Part 16 and 8§ 56.121, Texas Applied Biomedical Services is
disqualified. Under authority delegated to me by the Commissioner of Food and Drugs, | am issuing this
Commissioner’s Decision disqualifying TABS RRC.

The basis for this disqualification determination is set forth in detail in the attached Commissioner’s
Decision.

FDA will not approve an application for a research permit for a clinical investigation that is under the
review of a disqualified IRB or that is to be conducted at a disqualified institution, and FDA may refuse
to consider in support of a marketing permit the data from a clinical investigation that was reviewed by a
disqualified IRB or conducted at a disqualified institution, unless the IRB or the parent institution is
reinstated as provided in 21 CFR § 56.123.

An IRB or an institution may be reinstated if the Commissioner determines, upon an evaluation of a
written submission from the IRB or institution that explains the corrective action that the institution or

1 TABS Research Review Committee is the name under which this IRB is registered with the Office of Human
Research Protections, Department of Health and Human Services:
http://ohrp.cit.nih.gov/search/search.aspx?styp=bsc. This IRB has conducted business as Texas Applied Biomedical
Services, Texas Applied Biotechnology Research Review Committee IRB, and TABS Research Review Committee
IRB #1
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IRB plans to take, that the IRB or institution has provided adequate assurance that it will operate in
compliance with the standards set forth in 21 CFR Part 56.

With regard to any ongoing clinical investigations conducted under the review of TABS RRC, the FDA
Center with jurisdiction over the product being studied in each clinical investigation shall determine any
additional actions to be taken with regard to each ongoing clinical investigation reviewed by TABS RRC.
Actions may include, but are not limited to: allowing the investigations to proceed for a period of time to
permit completion; limiting the continuation of investigations to subjects who are already participating;
requiring transfer of responsibility for further review of the investigations to an IRB that is in compliance
with FDA standards; or terminating the investigation completely.?

The Center for Biologics and Research (CBER) shall provide each Center with jurisdiction over the

product being studied in each ongoing clinical investigation with all information CBER possesses

regarding any ongoing clinical investigations reviewed by TABS RRC.

Sincerely,

Luciana Borio, M.D.
Acting Chief Scientist

Enclosure

%See 43 Fed. Reg. 35186, 35195-196 (1978).
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Job Description

Job Title: Approvals Officer

Department: Approvals Operations Division

Pay Band 5

Hours: 37.5

Reports to: Approvals Specialist

Manages: Approvals Administrator

Liaises with (Internal): e HRA Staff (in particular HRA Approval

Programme; Approvals Support, QA)

e Committee Chairs and Members

e Technical Assurance

Liaises with (External): e Researchers

e Sponsors

¢ NIHR Clinical Research Networks and NHS
research sites

¢ Others, as required

Job Summary:

The role will have responsibility for processing of research applications and
selected aspects of assessment of research studies. The post-holder will act as
the primary point of contact for applicants, working with colleagues to deliver a
coordinated service to applicants. They will support the smooth running of
Research Ethics Committee meetings and record discussions and decisions by
committees.

The post-holder will be part of a wider team which will ensure that appropriate
reviews have been completed and recorded in line with agreed processes in order
to inform decisions of sites on the viability of the study locally.

The post holder will:

e Process research applications, undertaking elements of the review and
ensuring coordinated communication with the applicant

e Attend and take minutes at REC meetings ensuring that the minutes are
transcribed in language which is understandable to a lay person and in
accordance with Minute Taking Guidance

Page 1 of 9 Version: 2.1 Published: 28 December
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e Alongside Approvals Specialists produce REC decision information after the
meeting to be added to the full request for information that is sent to the
applicant

e Confirm that applications which have been submitted as having no ethical
issues do not need any REC review

e Escalate any applications which have been submitted for proportionate
REC review to full committee if there are material ethical issues

e Assess amendments as delegated by an Approvals Specialist

e Travel, regularly, to service REC meetings at locations across the country to
be determined by operational need

e Contribute to collection of accurate metrics and data to evaluate progress
against Key Performance Indicators and compliance with procedures.

e Provide feedback and contribute to implementation of action plans for
process modifications, and engage positively with such discussions and
implementation of change

e Work flexibly within the team, supporting change and development of
process as appropriate, sometimes without finalised procedure
documentation as processes are refined.

e Support peers by supporting and accepting swift reallocation of workload
where appropriate

e Coordination of review activities undertaken by pharmacists liaising with
applicants and pharmacists in line with agreed process, and to strict
deadlines

Directorate and Team:

The Approvals Operations Division coordinates and delivers activities to review
and process applications for HRA Approval. Staff work with researchers, our
volunteer workforce, and colleagues in Devolved Administrations under agreed
processes to ensure high quality review of research governance and ethics to
facilitate high quality research, primarily in the NHS.

Page 2 of 9 Version: 2.1 Published: 28 December
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Organisational Chart:

Head of
Approvals
Operations

Deputy Head of
Approvals
1

I 1
Approvals Workflow and
Operations Performance

Manager Manager Manager

Approvals
Manager Approvals
Manager Data Workflow
Support Officer
Approvals
Specialist
Approvals
Officer

Approvals

Operations

Approvals
Officer

Approvals
Administrator

Approvals
Administrator

Key Responsibilities

Communication:

Guidance

applicant

e Attend and take minutes at REC meetings, particularly full meetings,
ensuring that the minutes are transcribed in language which is
understandable to a lay person and in accordance with Minute Taking

¢ Alongside Approvals Specialists produce REC decision information after the
meeting to be added to the full request for information that is sent to the

Page 3 of 9 Version: 2.1
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Communicate frequently with Approval Specialist to ensure timely review
and approval of applications

Maintain close communication with applicants, being the first point of
contact for the applicant to contact with any queries or information

As directed, manage information between applicants and review bodies,
negotiating appropriate arrangements where regulators and review bodies
have differing requirements whilst ensuring compliance with all relevant
legislation and governance

Liaise with relevant colleagues to facilitate coordination of applications in
line with agreed procedures

Develop relationships with REC Chairs, REC Members and Pharmacy
Assurance reviewers to provide continuity and consistency in terms of
managing the review of research applications

Communicate frequently with a wide range of busy professionals involved in
the review activities undertaken by pharmacists, and to work to ensure
compliance with agreed timelines and levels of detail

Communicate frequently with HRA colleagues to discuss and propose
improvements to HRA Approval processes and systems

Provide responses to Queries Line in accordance with set timelines

Training other team members as appropriate

Planning and Organisational Skills/Analytical Skills:

Process research applications, undertaking elements of the review and
ensuring coordinated communication with the applicant

Competently able to assess adequacy of lay information

Confirm that applications which have been submitted as having no ethical
issues do not need any REC review

Escalate any applications which have been submitted for proportionate REC
review to full committee if there are material ethical issues

Undertake assessments of amendments which do not have complex issues

Review annual progress reports and end of study reports, escalating
relevant matters to the REC or Approval Specialist

Work with Approvals Support staff on matters of REC Annual Reports or
other agreed standard reports.

Responsibility for Policy and Service Development:

Contribute to identifying areas for service development for own work area
and suggest changes to policy and services

Page 4 of 9 Version: 2.1 Published: 28 December
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e Undertake mandatory and ongoing training relevant to the work of the
organisation

Responsibility for Finance:

o Ensure maximum efficiency in financial resources in relation to travel and
meetings

Responsibility for Staff, HR, Leadership or Training:

e Demonstrate own activities to new or less experienced management and
administrative staff, including temporary staff

e Line manage assigned staff in line with HRA Policy and Procedure,
including the timely completion of staff Appraisals

e Carry out induction and mentoring for new and temporary staff as required

¢ Demonstrating commitment to staff development and equality and diversity.

Information Resources:

e Use the HRA’s bespoke internal information system, HARP, to manage the
progress of applications within the Approval process within nationally
determined timelines

¢ Responsible for ensuring that applications and documentation are dealt with
and held confidentially and are appropriately filed and archived, and are
destroyed appropriately as the time arises, in accordance with the Data
Protection Act (DPA) and Freedom of Information Act (FOI)

e Responsible for ensuring that records of studies are updated during the
lifetime of the project, including amendments and updates.

e With the Approval Support Division, using regular and ad hoc management
information about the functioning of RECs, and taking relevant actions to
maintain the quality of the service

Research and Development:

e Take partin any surveys carried out by the HRA or other organisations as
required

Freedom to Act:

e The post holder is expected to be able to organise their own workload and
carry out said workload, in a proficient manner with supervision from line
manager

e The post holder will be responsible for working closely with the line manager
and Chair(s) to provide a good service to applicants

e The post holder must ensure that any work is carried out in accordance with
HRA policies and procedures and national and international guidelines and
to the required standard and timelines

Page 5 of 9 Version: 2.1 Published: 28 December
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Physical Effort/Physical Skills/Working Conditions:

The post holder will be required to undertake various duties on a daily basis which
will require a combination of sitting, standing, and walking and frequent light effort.
Duties such as:

e Inputting information to databases

e Move documents, for example, around the office environment and from the
office to meetings as required

¢ Move between HRA office sites as the needs of the service dictate

e Due to the nature of the work it is likely that the post holder will be required
to use a VDU for long periods each day

e The post holder will need to regularly travel within England. Occasional
overnight stays may be necessary, as might travel outside of core working
hours

e Work collaboratively as part of a team and be sensitive to the characteristics
of working in an open plan office environment

Mental Effort/Emotional Effort:

e The nature of the HRA business is often unpredictable and the post holder
will need to be able to change priorities according to the demands of
business

e The post holder will be required to use integrity when dealing with situations
requiring sensitivity, e.g. involving colleagues or applicants with challenging
behaviour

General Duties:

Work collaboratively as part of a team and be sensitive to the characteristics of
working in an open plan office environment.

Undertake other duties commensurate with the responsibilities of the position as
required.

Special Conditions:

Equal Opportunities

The post holder must comply with and promote equal opportunities and
accordingly must avoid any behaviour which discriminates either directly or
indirectly against colleagues, potential employees, patients or clients on the
grounds of age, disability, gender reassignment, marriage and civil partnership,
pregnancy and maternity, race, religion and belief, sex and sexual orientation,
trade union membership, offending background or any other personal
characteristic.
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The post holder must, at all times, carry out their responsibilities with due regard to
the equal opportunities policies.

Health and Safety

Under the Health and Safety at Work Act (1974), it is the responsibility of individual
employees at every level to take care of their own health and safety and that of
others who may be affected by their acts at work. This includes co-operating with
the organisation and colleagues in complying with health and safety obligations to
maintain a safe environment and particularly by reporting promptly any defects,
risks, or potential hazards.

All employees are required to act in accordance with their responsibilities under
the Health and Safety at Work Act.

The post holder must be aware of the responsibilities placed upon them under the
Health and Safety Act 1974 to ensure that agreed procedures are carried out and
that a safe working environment is maintained for patients, visitors, and
employees.

Risk Management

Staff at all levels have a responsibility for ensuring that risks are managed at work
group and local level. This will include, but not be limited to, managing corporate,
reputational, operational, financial, business continuity, health & safety, and
information governance risks. This process will include the assessment and
effective control of all acceptable risk situations.

As an employee you will be expected to maintain a high level of awareness and
assist in the process of reporting incidents, assessing risks, and reporting unsafe
occurrences and co-operate with any investigations undertaken.

Employees will be required to adhere to all HRA policies and procedures and to
undertake statutory and mandatory training.

Smoke Free Policy

The HRA has a smoke free policy and it is the responsibility of employees to co-
operate fully with management in the implementation of this policy. The purpose
of the policy is to provide a healthy smoke-free environment for the benefit of
patients, visitors and staff, and all employees are expected to comply; this includes
all premises and grounds.
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Person Specification

Category Essential | How assessed (e.g.
/ Application/
Desirable | Interview/
Assessment etc)
Qualifications:
Degree -level qualification or evidenced ability to E Application
work at a similar intellectual level
Knowledge, Skills and Expertise:
Knowledge and experience of a range of E Application/ Interview
administrative practices and procedures
Application/ Interview
Excellent organisational skills with the ability to E
prioritise against a background of change and
uncertainty with the ability to work to deadlines and
to manage multiple processes and cases
simultaneously
Understanding of the HRA role and remit D Application/ Interview
Ability to work in a dynamic, rapidly changing D Application/ Interview
environment
Experience in analysing data and preparing reports | E Application/ Interview
Developed communication skills including the ability | E Application/ Interview
to prepare written reports, analyse and solve
problems and take detailed minutes
Knowledge of principles and processes for
approving and conducting health research in D Application/ Interview
England, including legal requirements relating to
research, and the ability to apply this knowledge
practically
D Application/ Interview
Knowledge of relevant legislation and national
policy including Human Tissue Act, Mental Capacity
Act, Data Protection Act, Clinical Trials Regulations,
which impacts on conduct of research
Experience:
Line Management Experience D Application/ interview
Experience of taking minutes E Application/ interview
Experience of liaising and negotiating effectively E Application/ interview
with internal and external agencies, at all staff levels
within an organisation
Advanced use of all MS Office packages, (eg Excel, | D Application/ interview

Word, PowerPoint, Internet and Outlook)

Page 8 of 9 Version: 2.1

S44

Published: 28 December

ERERN



Previous experience in a research approvals
system (HRA, regulatory body, NHS R&D, Clinical
Research Network, or university), or as a
coordinator or facilitator of health research studies
in the UK

Experience of working to tight deadlines

Application/ interview

Application/ interview

Analytical and Judgemental Skills:

Ability to deal with and manage a wide range of
stakeholders in, often sensitive circumstances.

Developed oral and written communication skills, in
particular the ability to explain complex issues in
simple terms and respond to objections and
complaints

Highly self-motivated, with ability to work on own
initiative, making decisions where appropriate and
organise own and team’s workload

Application/ Interview

Application/ Interview

Application/ Interview

Interpersonal Skills:

Excellent inter-personal skills and commitment to
team working and respect and consideration for the
skills of others

Ability to develop good communications with the
Chairs and Members and the extended research
community

Application/ interview

Application/ interview

Other:

Willingness to occasionally travel nationally, with
occasional overnight stay with notice

Commitment to inclusivity and valuing diversity

Application/Interview

Application/ Interview
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BRI, ¥ VT 2012 AR D | Mif T ORENL 2016 5, UL 2017 FEIC R SN Z
CEERERHMLULET, ZoZ EFFEREM TN EOFERLRO T, < UilEIckoT
BEE D CPP O &I ViA L 9 & T 4ud, FIEM L ZHIRT 22 L2 BMET DD
ESXDOHBZRR D Z LR BT L L I M?

Daniel Chasseing i 5 : AIERDOARIE, < LHl&EICL % CPP O X2HRE T2 Z &
T. CPP OFEREZAEM L, WFZEEO X 0 EG LZsMEZ REIc L L H &9 52 &1
HVET, ZOEFL, < Ul& TERESNIZ CPP I &L » T2 biu 2 3l oo # [ % 4k
LESEWIREIZE > TIES b E T, FEEMHFHREZAL TN b, 2
50D CPP 3% DA 45 HE W) BETHIYIMNIZER2IBH TR TETEL
T BROGAFFOA T LW HIFRELELLET,

ZOEIBERTIEFA5TT, IBBRELET TN, IREEICERZ R T2 H3E
EREICERETAZ N TEXETN, BEOHEMSEICI T D EMMERIC OV T ORI

S107



ERERN

b FEFA, ZOXDRBEERARIT. 7T AOMEKICE T BIEBRFERICIT AR 22 51
20, ZOZEITEES, BRSO, O, BREEAICARIRERE BT 6
LET,

RIEIZ LT, FrEOHIMNIZER AT T 5 Z ERAERICR Y | ZHUTEE IR
DI IT D DN EOWEATREMEIZITAFITT, LN > TRIIAEICEF LET,
Laurence Cohen i B : AERIT—RARTOULRREX YU L ITEAETA, < Ul ZDOREE,
Bspio 7o CPP & KKt 7 L —FIZ@IRSETLE S VRPN ELE T, FHEIBRO
KM OBEM L O CPP IXFANIZH S SNTEY . ZAUIHF NS EEOJRBLIC K L
SRS

Fx DRz EL & ZATIE, CPPILFICHEMAFHOH 5 HME LW TV EE A, FEEE
[ZITEEORMBETY, KESIY EF72Y/mIE, EOXH T iUl EREMaHE a7
%5 CPP ZRETHATREEETICANDZENTELTLEIMN?

AHERZ L B EF, & LT, RROFTET 27 v—7 &, FIELOREIC

HEHLTWETZ, ZOMBEIRECTIIHE SN TWRNEL 9T, ZIUIAYOEHER
WFFEHLSICONWT O ATV B E £ 9, 29 LIcRIFBR TEI R AR5 LA
bnET,
Agnes Buzyn K- Cohen i B, AERICEIT 2HEITYE/ TR, CPPrLHESTED
DALBRS 5 2 270 D MR ESES L PRI 2 iR T D58 IS R A IE RV AT A TT, 2
AT Ko T CPP DiRMEZ [EIEE L, CPP ORFAHFKIZOWTHID Z E R AMREIZR Y £47, &
AT MIHAZELLET, EWV DOk, FEMEFEO 2 CPP b 6 5 HRRICITEIS % ik
THIENTEDLNLTT,

EHIZZOREREN T, RERITEEEZHIR L7 B ZHE LD T2 L0
HITIEH Y T A, FITT7 T AEINAT L Z—OFELZ L TR, B E
WCHLETF2Z2ENRTELZLEELT, 77 ATIEFERFBOIBRELEEIC L - GEE
SH, ARDEISTIEAR <, TR 2 7RI L 23y, BT X 235 E Kig
IZERSTEY, ZhRT7 T ADERMFFEOREBATREMESC, DM E O FIFFEE R
EOFHTMO LIV E A — FE@EmD DI IO RN>TWET, Lizho TAREZRTR
EROTDDOWELTITRND T,

Jomier #E . DRIV B R MEEZ > TWET, W09 DITHRMD L Ll 1% 2016 4F
11 RIZ#l 56T, 2O, IWREMEE L EIZHHIZHT 2 KIFZ2EEIC S LT
xE L7,

AEOEMFDO Y Z M HRIETLEN, ORIy AVFEOBTIIARVWE S ICE D
WET, FETIE, FEME, DL EEICRHTIREZTHHRADRBHESNTHET, DY
A MICNRIPH (2 L » TIRRESNE Ly, IEMFEAKRICITRESNETATLE, RO
EZA, THEFTETE - ANOBEMEOERTHZTELE NI L2 ERT LI LR £7,
finti, CPP ORMHGERIL, FHiEAN, EFERR., MEyE ., BRENFRRICHE UL E L
TOHEMEBABILE LET, 1T7E47201E-572010) 2 b ETHMREEZLZS L4500
X, CPPZOHLODOHMIZKLTWET, SHIZ, TOU R NEFEH LT, FIFESLE
RFRRAES 2 BN H Y £,

IRRIEHEICE D MERH L TL L I N2 U E DN Y v L TIEIC L > T Tl

S108



ERERN

ESNTWBHLE Zo7atv2A0H b 5FHIISEOL~VIRLET,

AIEZRE, BONBHANC Lo TR EF IR EE A, BRMHEAITIX CPP O&(EIC OV T
CTWARNWDTT,

BERGEEHOMEFOYEEIT 71 HThHY, BEOHIM LY H 15 HEL 20 £97,
ZORIE, CPP I L » THEA SN D HEZFHENHEINTNIET 213 EHLITE > TRED
2D ET, HRAT 22N LT LBl &R L WET I Z OMEEZ RS 5 2
EMTEET, BT DICEOHEMEFL AT 5 CPP OB A HIRT 5D TiE72 <. CPP O
Ba+mocT 52T, K LBIETCPP D95 10 230 15 T2 6 RICT 5 DT,
CPP OHEFIFERLIAMT, M BIEHR T A7 ACREET 5 2 & T, HFEEHO B O FRENME
EUELLY ELTVET,

Jean Sol i% B /#4545 .- Jomier # B . CPP H&ROFEE AR FTE © 1 B35 1.5 [F
BT BHFET., 71 —OMFE OGNSR SN ET,

< UHl&1X 2016 4F 11 AHEHA S TWET, CNRIPH & AMR#EZES2ESE
(CNCP)i%, #EfEE /012 Hl > T2 OB IR & - TR S N7 R E 2 5 Hl 32 X
INZBEOTZ L ZBOTWET,

BMZORFERY A MZY 7 E EO XD BRERKTHZENZ T TiE+H4oTidZewn
LR A F L, 1RIEBIROTM 3 OBEHEL & < OOV RRER O S EFIZBIT 5§
MEZDOERDLGO/NE I ZBEIZANT, EMFOLER Yy MU —27 TiX, HHE#HOR
THD=—=R e HNRN—=FTHZ LITTERNTL L I,

DXy NU—7IZ 2 H#FTO CPP 2B DM EFHEIOFBEICENBFEAD T A LV AZED
BZEN 2 ALWARTHIE, RSB TIANLEYTHND Z LD &6 0%
FHEZ &9 TAUTNWOTL L 90?2 26 ORGEERZREERRBIZT LY X7 2z
TTh, INLOHFFEEHIIOWVWT YA NVAZEEZFICEHE T 2 Tl CPP 25
DL, K LBlEEZTTICUVANAFEZEFBE LTS CPPIZRET LD &, EHHITT
RETLEIN? FHORPENEIELE LMETT, FHIiO7=DIT, FHFHICIE U T
2O LML AIREICT 52 & T, BEMFRORERY A M THICHRIRT S Z LR TERN
CPP OFEDMEZ —FriIZBEIC AN TWE T,

ANSM DFRBREEFE IOV TIR, JRBT DI EEE D172 - 7oA TiX, B8 1 OB,
BN HIRERIC D\ T 83 48 H o WIfd] & famfHiT B, Z4auid 60 H oW XL v 20 HZ W
EEWIR 2 R L ET,

Amiel 8 & Cohen i#HEICEEZ LET &, K Ul i3S ENTIEE 6T, FIERE
ZRIIET 5 FETTN, ZNRME—DLOTIEH Y A, CPP OINBOREMER L. £
DOFIERRIZONVTARICHET 2 HEZHE LN TV E T, & 512, CPP O DOHRE,
I 6 TR el TRiEs) e L oMaittx. BEROMSIMEICHR L ET,
AlainMilon ZE K : #h & LTI, 7 X7 R (CHU) D [E 5% Jardé 7% B 725 2009
IR L72ER O B COMAE#E 1L, Marie-Thérese Hermange 72 -7 2 & Z45Hi L %
T, B THETERE L HETRE I N—TDNFTHELE L, —F%0 2010 4 11 A
(CHHRM SN 72IESCE 2010 4212 H 20 HIZESRICE W TR~ CTHRIRENE L, &lF
FEZODRBHRIT, ZOESIBEKEN, IREMICERIRS 01X, £H< 20124F2 AD
Z LT, ZOEXDORYIOIERDNBRI 3 FHOZETES57DTT, S BHIZ Jardé KILEH

S109



ERERN

LT &ET, BHOBREXDERFESHFE®RETHILLE L, ZHIFEEERICE > TIEH D

—ODRFT RET—vTT,

D 2018 A MR T A, Buzyn KOMREEREIZHEL THHEE 1 HE LS
TWEFA, BIHEOKEX, N4 N TA T AEHRZICZOELEBITT 2 DI 5%%%
RLFELE, B EIFICU EOT =2 2L ET DT, Fxr OMFNZ O FHIZD

WTREIZRIEE BnET,
ME— DRI DFRET
ME— DL
ARRIFEF R L THRIRS T,
KRIERITEE 2 L TRIRS T,

Alain Milon £ZEE | AR OESE COELEAEROZESRIL, 10 A 2 HKBEH 17:45 (1297
i bdFETT,

S110



goon

7 novembre 2021 JOURNAL OFFICIEL DE LA REPUBLIQUE FRANCAISE Texte 34 sur 97
20214E11 H7H 7 F v AHFEE W ~—3734/97

Décrets, arrétés, circulaires
T L (s . TV B | EE

TEXTES GENERAUX
— R SCE

MINISTERE DES SOLIDARITES ET DE LA SANTE
EE - REE

Arrété du 25 octobre 2021 fixant le réglement intérieur type
des comités de protection des personnes
WREREZROBEFHEHAUNZED 52021F10H255HMNT VT (&

)

NOR : SSAP2132225A

NOR : SSAP2132225A

Le ministre des solidarités et de la santé,

Vu le code de la santé publique, notamment ses articles L. 1123-1 et R. 1123-15,
AT - PREERELIE,

INRAATE FRICEL1123-15, HR.1123-155 (18 7,

Arréte :

UTzED D,

Art. I. = Le réglement intérieur qui régit 1’organisation et le fonctionnement des comités de protection des
personnes au plan technique et administratif doit étre établi par chaque comité agréé par le ministre chargé de la santé,
conformément au document type figurant en annexe 1 du présent arrété.

155 B RAEZE B O M OV E 05 1A 2 Bt 2 DS BRHE 92 FReBANE. AT LT Offf
BEIDOREELFITE, RMEREORKBEZZITTEZERIT LV ER SR TIUITR 220,

Art. 2. - Les comités de protection des personnes adoptent leur réglement intérieur dans un délai de trois mois
a compter de la publication du présent arrété. Ce réglement est alors transmis a la Commission nationale des

recherches impliquant la personne humaine. Toute modification ultérieure de ce réglement doit respecter les
dispositions du document type.

H2- A REZ BRI, AT LT ORAMEINAUNIZ, ZOFRBRAIZERIRT 5, £0%, Fhi
BHNE, ANEZXdB T DMRICEHTIEREERITEOND, B0 FHMAIZER T L5613, REHEX
FOREIHEDRIT TR B 720,

Art. 3. = L’arrété du 13 janvier 2010 fixant le réglement intérieur type devant étre adopté par les comités de
protection des personnes est abrogé.

3k MR IRER B R DI R EEE TR A2 E D 7220104F1 A 13AM T U7 3B IE S5,

Art. 4. — Le présent arrété sera publié au Journal officiel de la République frangaise.

HAs- K7 VTR, 79 AEFEERICATRINS, s111
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Fait le 25 octobre 2021.

20214F10 7 25 H 1ER%

Pour le ministre et par délégation :

KEOMREE LTHREICEY .
Le directeur général de la santé,
T Z 2 X RIERR T

J. SALoMON
Yra—5h-sHYoErs

ANNEXES
M1 2

ANNEXE 1
B 1

REGLEMENT INTERIEUR TYPE
D’UN COMITE DE PROTECTION DES PERSONNES (CPP)
wERE L B2 (CPP)
FEEUE T g B Al

1. Missions du CPP
1. HREREZEROES

Le comité a, notamment, pour mission de donner un avis motivé préalablement a toute recherche impliquant la
personne humaine. Cet avis, s’il n’est pas favorable, interdit la mise en ceuvre de la recherche.

WERFEIREZ BRI, FHCAZHRE T DRI LT, BHHOHLEREZBRND 2 &2 A LT 5,
ZEROBRAPEE LI LWEE, IIEOEMEET 5,

Conformément a I’article L. 1123-7 du code de la santé publique, le comité s’assure, au regard du dossier dont il
a connaissance, que la protection des participants a la recherche impliquant la personne humaine est assurée
(justification de la recherche sur des personnes incapables de donner leur consentement éclairé, information préalable,
recueil du consentement, période d’exclusion, délai de réflexion...), que la recherche est pertinente et que
I’évaluation du rapport entre les bénéfices et les risques attendus est favorable.

ZART, ARGEAFEIRFLI3-TRICHE, ZEINFEREZGLEMFCELT, (71 —4F
Aty PNTERDANEZHR LT OUROIEYSE, FHifF#R, (o 7+—2F - ar vy FORE,
S, B2 &) ANZ2X5 L T HMRICSINT 2B DMRIRESNDLNE S, P EETH
LZME DM THREINDFEEL VA7 L OBEROFMNRIFTH 5008 9 D a i+ 5.

11 s’assure de ’adéquation, de I’exhaustivité et de I’intelligibilité des informations écrites que le promoteur doit
fournir ainsi que de la procédure suivie pour obtenir le consentement éclairé, ou pour les recherches mentionnées
au 3° de I’article L. 1121-1 de I’absence d’opposition, des participants.

MR L, FEICE Y, HlREZREEL20TE2R 620, ZERIT. TOHFEHROBEENE, TaM,
BRI 2 R L, SMEOAL v T — A K - arty MaBboFEE, UL, HLI21-1EFE351C
FLll SN D HFFEICKT L TR ORGFE RN RN L 2 RFET 5,

Il est chargé d’évaluer la nécessité du recours a la collecte et au traitement de données a caractére personnel et la
validité de la méthodologie de la recherche au regard des dispositions du réglement général sur la protection des données
et laloin® 78-17 du 6 janvier 1978 modifiée relative a I’informatique, aux fichiers et aux libertés, plus connue sous le
nom de loi informatique et libertés.

ZERF, — T —FREHRARNE N (AP s BHRICBET 2E#E LTHOLNATND) E#RILEE,
e~ 7 AV R OH BIZBT 519784 1 6 HAHEREET8-175 OMEITHE, AT — Z DI K UL
DBV L | WIETIEOF I Z RN 5,

Le comité est chargé d’évaluer les modalités d’indemnisation et le caractére raisonnable du montant de cette
indemnisation.

ZERIE, M TY O K OMENEE D 2 41 2 5l 5,
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I1 est chargé de vérifier que les conditions de I’article L. 1121-13 du code de la santé publique relatif aux lieux de
recherche sont satisfaites.

ZERIT, MM ISR 2 AREEERELIR1-BROFEDHZ SN THDENE I »EHRT 5,

L’article L. 1123-7 du code de la santé publique prévoit également que le comité doit s’assurer de la pertinence
scientifique et éthique des projets de constitution d’une collection d’échantillons biologiques réalisés au cours de
recherches impliquant la personne humaine (article L. 1243-3, al. 3, du code de la santé publique)

ZERT, ARGEEBBLI3-TRIIEN, N2/ G e MR PICAEwRE 2 Ly g v 2Bl
DD, B MBS ZE TH L0 E O DaiER T %,  (WRE/EIEIEEL.1243-3 RE3B%)

Outre ce role en matiere de recherche impliquant la personne humaine, la réglementation prévoit que le comité
est également consulté lorsque le promoteur de la recherche souhaite déroger a I’obligation d’information dans le cadre
d’un changement de finalité de I'utilisation de 1’élément du corps humain initialement prélevé.

ZEZT, BN, AR LT OHEICRT 2 R 2R 2 /ENIMNA ., IFEEREED, H b5
MUORILIZRAEORA B2 L E S 556, FRaeRitd 2882 0n o501 E 90, EREZKD
5o,

Les membres des comités de protection des personnes exercent leur mission en toute indépendance, y compris de la
structure au sein de laquelle il est hébergé.

WERE REZERZRIL. R T OMMN O EEBIIMI LT, ZOEBEZITT 2,

2. Composition du comité de protection des personnes

2. HBREREZESDOHEK

Conformément aux dispositions de I’article R. 1123-4 du code de la santé publique, le comité de protection des
personnes est constitu¢ de 28 membres titulaires nommés par arrété du directeur général de I’agence régionale de santé
et répartis en deux colléges, comme suit :

PR R R BRI, AREERIGER 1123-4ZROBEICHE, MG REEFRFBRICL Y S 528
A DOIEE THERS I, LLTFO2ODEER N 55,

— 1= collége : huit personnes ayant une qualification et une expérience approfondie en matiére de recherche

impliquant la personne humaine dont au moins quatre médecins et deux personnes qualifiées en raison de leur

compétence en matiére de biostatistique ou d’épidémiologie ; deux médecins spécialistes de médecine
générale ; deux pharmaciens hospitaliers et deux auxiliaires médicaux ;

- B Az BETOMRICEAL T, B EEERRREAT2EHG (D L bEM . £
BERT T XITZEF- ORI DN 2 A LEs THLE24 2 Gte) | MERRIE2L ., WA
4. WO EFMB 24,

— 2¢ college : deux personnes qualifiées en raison de leur compétence a I’égard des questions d’éthique ; quatre
personnes qualifiées en raison de leur compétence en sciences humaines et sociales ou de leur expérience dans le
domaine de I’action sociale ; quatre personnes qualifiées en raison de leur compétence juridique et quatre

représentants des associations agréées de malades et d’usagers du systéme de santé conformément aux dispositions
de ’article L. 1114-1 du code de la santé publique.

— 2R BB KL A RE N 2 Ll TH D E24 . A - ARSI T B RE ) kS
IEENCRB W TR AR LK Th D544, IENEEI 28 L Ch o344 .. NRE/EEREL1114-1
LOHEITNE D . EREHIEOFHE K OBRE DD ONRBHE DN EEI4L,

Chaque comité comporte parmi ses membres une personne qualifiée en matiére de protection des données.

HERREZRITIE, T2 REICHL Tk TH LB za T,
Conformément a I’article R. 1123-7 du code de la santé publique, le mandat des membres est de trois ans
renouvelable et prend fin au terme de I’agrément du comité.

INRREAEEIR 1123-75R1C06V, ZEOEMNII3E T, FH T, ZESOKRICLVEKT L5,

Lorsqu’un membre est absent aux séances du comité plus de trois fois consécutives et sans justification,
emembre est réputé démissionnaire sur décision du président.

ZERZEEN, EXREHR HE L QR EZEEREXRE LS. ZEROREICLY, 20
ZEIFFHR LI b DB IND,
Conformément aux prescriptions de 1’article R. 1123-8 du code de la santé publique, en cas de vacance d’un

siége survenant en cours de mandat, le remplacement intervient dans les mémes conditions que la nomination pour
la durée du mandat restant a courir.

NFRAF AL IR 1238 OBUE I, TR ENAE CeEiE, MiFBD. Emc X5t L
[ U C, R0 DM AR 2,

Le comité peut associer a ses travaux un ou plusieurs experts ou spécialistes dont la compétence particuliére est
exigée par la nature des projets de recherche. Seuls les spécialistes ont voix délibérative.

ZERZ, FREEZHOMWEICLY, BEOENZHETHIAUEOZF A= N IAXT ¥ U R b
FOEBIIBMEEDLLENTED, ARNVY VA NOANEKREELZFT D,

L’avis des experts ou des spécialistes doit faire 1’objet d’un rapport écrit. S113
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TFXAN— N XIARY Y U A MOFE R, @EFEEICREH I NRTIER S 220,

3. Déontologie

3. WREfmE

Les membres des comités, les responsables administratifs des comités, les experts et les spécialistes sont tenus
au secret professionnel sauf situation exceptionnelle rentrant dans le cadre de la loi n° 2016-1691 du9
décembre 2016 relative a la transparence, a la lutte contre la corruption et a la modernisation de la vie
économique. Ils sont tenus de garder secrétes, sous les peines prévues a 1’article 226-13 du code pénal, toutes les
informations dont ils peuvent avoir connaissance en raison de leurs fonctions et qui sont relatives & la nature des
recherches, aux personnes qui les organisent ou qui s’y prétent ou aux produits, objets ou méthodes expérimentés.

ZESZR, ZESFERE, =X A=K, AUy VX ML, SFREBEZHRIND, 2L, &Y
PE. RO BA I QN5 AR TE O ARARIZ BT £ 20164F 12 H 9 BATIEALEE2016-1691 512 4R DR LIL, FI4
L%, ERROFIX BB LML LDoTE D, WROME, RO FMEE . W, Bkt L 7 o8
i, PR, TIEICEET 2 2 TOMMICE LT, FERF226- 135K/ ICHE SN DT OHPAN T, “FHFEHS
rIRIND,

Le comité est également tenu d’assurer la confidentialité des dossiers, rapports, délibérations et avis qui doivent étre
conservés pendant une période de vingt-cinq ans apres la fin de la recherche ou son interruption anticipée.

£, ZERIT, BB EE, FRFH BRELREOEE L TLIEF AV, TN EZMEDOKT
T TP 254E /). R L 22T LT 6780,

Par ailleurs, conformément a I’article L. 1451-1 du code de la santé publique, les membres du comité, les experts et
les spécialistes ont 1’obligation, en vue de leur nomination, de remplir une déclaration publique d’intérét (DPI) sur
le site https://dpi.sante.gouv.fr/dpi-public-webapp/app/home mentionnant leurs liens directs ou indirects avec les
promoteurs ou investigateurs de recherches aprés que 1’Agence régionale de santé leur ait créé un compte. Le lien
peut étre professionnel, familial, personnel, financier, durable ou ponctuel, passé ou actuel. Ils doivent reconnaitre
avoir pris connaissance de 1I’obligation de déclarer ces liens. Une copie de cette déclaration est fournie au président.
De plus, ils s’engagent, en cas de modification des liens déclarés ou du fait de ’acquisition d’intéréts supplémentaires
avec des promoteurs ou des investigateurs, a en informer 1’agence régionale de santé et le président du comité
de protection des personnes.

/o, ZERZR, =X A= AUy U R M, ARGEAEERELI1451-1RIC0E, EmRFIC,
7 = 7 %A Khttps:/dpi.sante.gouv.fr/dpi-public-webapp/app/home | T, FIEBRAMES (DPI) i A L7
T2, MIGRERPEZEMNT U PR LT, U A MIHFERIEE SUITEE & o
B SR 2 B 2 IR T 5, BIfR & 13, BESUIBIED, KB UL —FRFi 7, (EFREMR, FHik
BIfR. EARZ2BIfR, GEMBEHRTHY 25, EiROFIL, BEFREZESTH2REICOVTREML TS Z
LRI NTRBR, TOESOE LI, ZARICERT D, &56I1T. WK CHUIEE & O
DEEF L TWEBERIZZENE U LA, B fMERREATHICE e, Eiio& i, ik
)R R EREZERZERIC, TOREWMET LI LMK T 5,

Ces déclarations sont également annexées au rapport d’activité mentionné a I’article R. 1123-19-1 du code de la
santé publique.

WE SR, ARBAEIR1123-19-15%ICEH S LD IEERE I/ T SN D,

Lorsqu’un membre d’un comité de protection des personnes a un conflit d’intérét avec le promoteur ou

I’investigateur d’un dossier a évaluer, il ne doit participer ni a I’examen ni a la délibération du dossier concerné.
wEEIREEZBERZRIT., M 5 B O FRKEE XX ZEE L o RIS F E B AR
EL2D25GE. SEEMHTEOFEACERICSIML TERLRWY,

L’utilisation de la qualit¢ de membre du comité de protection des personnes, d’expert ou de spécialiste
d’un comité de protection des personnes, a des fins commerciales, n’est pas autorisée. Chaque membre, expert
ou spécialiste veille, lorsqu’il exprime publiquement une opinion personnelle, a ce qu’il ne soit pas fait mention de sa
qualit¢ de membre, expert ou spécialiste du comité. Toute communication, au nom du comité, est soumise
al’accord préalable de son président, ou en son absence du vice-président.

WL RHEEBLATR, WREGREREELTF A — |, AUy U R Vo= ifra . SR BT
ER L TiZZe H7eu,

BEH, ZFX A=, AUy U R ME, AIEANRERZBRRXL56, ZESORE, =F AN
—h, AU U R NELTOHNIZER LWL DR EMT D, EESOL TN ERET D561,
W DAL, ZEEIREERNEOLAIIRIEERRE O, FRAREELRITEZR S0,
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4. Démarche qualité

4. HE2HETDHITukR

Le comité de protection des personnes s’implique dans une démarche continue d’amélioration de la qualité. Elle
concerne I’ensemble des fonctions du comité : processus de traitement des dossiers de recherche, gestion des
membres, des collaborateurs temporaires (experts, spécialistes externes) et du personnel, fonctions logistiques. Elle
s’appuie sur le référentiel d’évaluation prévu a I’article L. 1123-14.

WERERH#ERZE ST, ML T, BAWETLHZ LITiEET 5, Y7 et 23, FEREORY B F
B, &8 -~ IE B 28— F ALY U R ) - ABOBHE, ol AT (7 Afk#E
8. BESOHEEETICED S, M7t AL, FBLI2Z-4KICHES NS TMhFICE S,

5. Engagements des membres du comité de protection des personnes

5. REREZRSZROHTF

5.1. Assister et participer activement aux réunions

5.1. FEMEHIICEZEICHE L, @i ST 5

Le comité de protection des personnes a besoin des compétences de chacun pour analyser les dossiers et rendre des
avis pertinents et éclairés. Lorsqu’un membre ne peut participer a une séance du comité, il en informe &
secrétariat du comité le plus rapidement possible afin que le secrétariat puisse s’assurer en amont que le quorum étant
atteint, la séance pourra étre tenue.

WRERERB 2 TIE, BIF2oir L, BORE#MOLERZzE~D70, ~ADLVORENZEAL
5, ZRIT, ZEARKNHFE TS RWEE, FHERA, ERBeilc LERICEAR LB TE5L 5, T
LRI RS EBLFHIRITERT D,

5.2. Etudier tous les dossiers

5.2. B TCOEMNZHTS

Chaque membre doit pouvoir disposer d’un acces internet afin d’obtenir sur le site internet SI RIPH 2G
Bdocuments nécessaires a I’analyse du protocole afin de les étudier et d’en discuter en séance.

KEBIX, A X —Fy MZT7®AL, fBEOONIIHERER%Z 7 =791 b [SIRIPH 2G| THX
HLZ2TNE R B2, ZOEEHI., S THRF SN, Eash b,

5.3. Elaborer un rapport a partir des documents spécifiques
5.3. HEDEHOREEZFHT S

Lorsque deux rapporteurs ont été désignés, chacun procéde a une analyse critique du dossier sans qu’ils ne
puissent entrer en contact avec le promoteur ou I’investigateur sauf dans les cas prévus par I’article R. 1123-23 du code
de la santé publique. Le contact entre les deux rapporteurs est possible.

WMEEIT, 2HEMSND, FWEE L, ARELENBRI-BRHESNDGEZRE ., HITEK
A SUIAFEE \ER A D 2 L2 < BIFORLHIN T 21T 9, 24 OWEFE OM TIL, EEL IR &
STHEW,

Le président peut, compte tenu de la technicité du dossier, nommer un expert extérieur de son propre chef ou a la
demande d’un rapporteur du dossier.

ZERIT. BIEOHEIROHEEICEZ, B O OREUTREEOEHEICL Y | AMBOTF 23— | A
TAHZENTED

Le rapport doit étre rédigé, identifié au nom du rapporteur, daté et signé. Il est archivé par le systéme d’information
pour une durée de 25 ans apres la fin de la recherche ou son interruption anticipée par le comité avec le dossier du
protocole de la recherche et demeure confidentiel. Le promoteur et les investigateurs n’ont pas connaissance du nom
des rapporteurs, sauf dans le cas prévu a ’article R. 1123-23.

W, mEELA. B BAZWHRL T RS2 AER B0, @EEIE, MHERike &b
(2 WFZEDR TR IUIZERIT L 5 PR 25ER], fHFl AT DXV IRE S, BERRSNLD, P
A R OWFFEHE 13, BRI BRICHESNLOHEEIRE, MEFORLEHD Z L1370,

Le rapporteur rédige un texte synthétique qui constitue le rapport écrit selon le modéle proposé par la
Commission nationale des recherches impliquant la personne humaine (CNRIPH) auquel est joint, le cas échéant, une
grille d’analyse.

WEHEIL, AR LT HUEICET HEFEZEZES (CNRIPH) BMERT HET VIS T, Mz £
L, MEFELERL, LIS CTOMERZIMT 5,

5.4. Se former

5.4. HHEERITS
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La Commission nationale des recherches impliquant la personne humaine élabore un programme de formation
des membres des comités de protection des personnes en lien avec la Direction générale de la santé. Les membres
bénéficient d’une formation, notamment lorsqu’ils intégrent le comité. Par la suite, ils assistent aux formations
continues organisées notamment par I’Ecole des hautes études en santé publique (EHESP)

NEXNGETHMRICHETIEFEZEST. RERR L EEL ¢, REREZESZEOIHET 0/
S AEERKRT D, TEIZ, BICEESITALIChHTE> T, MEE=Z T 5, FO%., ANREESSHERE
(EHESP) 2 FEA{#9 2HEFIcS T 5,

6. Indemnisation des membres et vacations versées aux membres/ experts/rapporteurs

6. ZEOFMEFYUROVOER/TF X — aEE OB

Conformément a I’article R. 1123-18 du code de la santé publique, les fonctions de membre d’un comité
@protection des personnes sont exercées a titre bénévole.

PERE IREZ B RZRIL, ARMAEIER 1123-185%I2HE VA TR 2 2177 5,

Les membres du comité qui subissent une perte de revenu du fait de leur participation aux séances bénéficient d’une
indemnité compensatrice dont le montant et les conditions sont fixées par arrété des ministres chargés du budget et de
la santé (arrété du 23 janvier 2009 relatif au montant des indemnités susceptibles d’étre allouées aux membres du comité
de protection des personnes, aux experts et aux spécialistes appelés a participer aux travaux du comité modifi¢).
L’indemnité pour perte de revenus ne peut &tre acquittée aux salariés que sur présentation d’un justificatif de
I’employeur.

ZERZRIT, ZARIISNT 5L T, BIRIADRE- 7258, fiEFY2Z TIN5, TORML
ST, PTERERXOREREOMTICLIVED LD (WRERELZESEZR, ZERDEBE~OSM
RO HAT-TF A= P ROANT ¥ U R MDD R E T4 @FUTB T 22009451 423 A A1
T LU, WIER) o EMED. AR T 2 /E T Y 2T 21iE, EMAEORERELZ R LT
(ESANSPAN AN

Les rapporteurs, les experts et les spécialistes bénéficient d’une indemnité :

WEH ., TF A= AUy R MI MEFEEZIT LD,

— d’une vacation et demi par rapport présenté pour une demande initiale ou une demande de second examen portant
sur une recherche mentionnée au 1° de I’article L. 1121-1, pour les recherches mentionnées a I’article L.
1124-1 et pour les recherches portant sur un dispositif médical ;

— HLI21-155 15 SREHl S N D WFFEIC BE 9 2 )R AR DU PR AR, ZBL.1124-15RICFLH S
NWOMITE, BEFREZRICET DH5EIC W T, MG EUEH 72 0 HwEi1.5m055 &35,

— d’une vacation pour les demandes initiales portant sur des recherches mentionnées au 2° ou au 3° de I’article
L. 1121-1 du code de la santé publique.

— ARGEEIEIEL 121158852 5 3UTHE3 5 ICRE# S AL D FFEIC BT 2 AR AEIC DUV T i
5y &3 2,

Ces indemnités sont majorées de 15 € pour les dossiers examinés en séance au mois d’aot.

YHETF AL, SHICHESN OB THEASN ORI L TR, 15S2—nfifisnd,

Le membre du comité qualifié en raison de sa compétence en matiére de bio-statistique ou d’épidémiologie
participant a ’examen du dossier rapporté est indemnisé :

WA SNTCRBIFOFEICSIT 2 WG XTEF OSBRI 22 A Lk Th o2 EZERZER
X, WEFEEZT D,

— a hauteur d’une vacation et demi pour une demande initiale ou une demande de second examen d’une
recherche mentionnée au 1° de I’article L. 1121-1 et pour les investigations cliniques portant sur les dispositifs
médicaux de classes II » non invasifs, II a invasifs, II b invasifs et de classe III utilisés en dehors d’une
destination marquée CE ou non marqués CE ;

- BLI21-15:5 15 12508 S N A WF9EIC B3 2 Wl el g AR R S X g An kg, I Nz, CE~—72 O
WATHAEND, IICE~—27 ZBE LTV AW, &b 27 7 X bDOIERERE, 77 A1 aniZEE, 7
Z AN bDIREER N7 T AN D [EREZR AR D D ERRBFIEIZ oW T, #Blix1.5m50 &35,
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— a hauteur de 0,75 vacation pour une demande initiale ou une demande de second examen d’une recherche
mentionnée au 2° de l’article L. 1121-1 du code de la santé publique et pour les investigations cliniques
portant sur les dispositifs médicaux de classe I, I1a non invasifs utilisées en dehors d’une destination marquée CE
ou non marqués CE et pour les investigations cliniques comportant une procédure additionnelle lourde ou invasive
et portant sur dispositif médical utilisé une de ses destinations marquées CE.

— AR L121-152 5 12 Red S D AFZEIC B 2 F Rl A K T A kiE, CE~—72 O
EACHERASNS,. XUICE~—727 ZHE L TR0, 7 5 AL, 11 ad IS BEEFHES AR 5 R
B, WONZCE~—7 & B L7 B S5 BRI IR D 0 . S BINO EVMREETIE 2 5 TR
BFZEICDOUNT . )EZ0.750014y & 45,

Le montant et les conditions de versement de cette vacation sont fixés par arrété des ministres chargés du budget et
de la santé (arrété du 28 juin 2021 modifiant I’arrété du 23 janvier 2009 relatif au montant des indemnités susceptibles
d’étre allouées aux membres du comité de protection des personnes, aux experts et aux spécialistes appelés a participer
aux travaux du comité).

B O BF S OSHANEIFIL, TRRELXOREREOMGICEV EDOND (HREREZESZE
B, ZEAROEBE~OSNMERD ONT-TF A= EEOANT ¥ U A MDD R E T4 440
(2B %2009 1 H23 AT LT 2 dEd %20214F6 H28 HAF T L' T)

L’expert ainsi que le spécialiste appelé a participer aux travaux du comité conformément aux articles R. 1123-12 et
R. 1123-14 du code de la santé publique sont indemnisés a hauteur d’une vacation et demi pour une demande initiale
ou une demande de second examen d’une recherche mentionnée au 1° de I’article L. 1121-1, pour une demande
portant sur une recherche mentionnée a I’article L. 1124-1 et pour les recherches portant sur un dispositif médical.

INREEEIBR1123-125 L OERL123- 1451206V, ZRESOEB~OSMERD bz =% 28—

FROAANR T % U2 ME, FL21-1E51 5SS 2 PR R M O P)RIFE A KBTI R A ERE, 5
L.1124-12RICFEH S D WFFEICBE 9 DA, BEIRIEAR BT DFZEIC D0 T i & 150321 %,
Les fonctions de membres, d’experts ou de spécialistes ouvrent droit aux indemnités pour frais de déplacement

et de séjour sur présentation de justificatifs, dans les conditions prévues par la réglementation applicable aux
fonctionnaires de 1’Etat.

ZH, =F A= ANy U A M, BEEAFEICE S L BANED bR EOFRPN T,
REAEZIERT D 2 LT KD Rl MO EE 252 T D MER 2455

Le président du comité de protection des personnes pergoit, pour son activité de gestion du comité, une
indemnité dont le montant est fixé dans les conditions suivantes :

WREREZERZBRIT, ZEREZEHT LD, MEFYE2XITIM5, @8I, L TORETED
b D,
— 200 € par mois pour les comités de protection des personnes ayant deux séances par mois et une séance en
aolt ;
— 100 € par mois pour les autres comités.
— WERERELR BT, A2EL 8HICIEIBHME T, A%H200—1,
- TOMOEERIT, AHI00~L—1,

7. Administration du comité de protection des personnes

7. HBREREZAROFE

7.1. Assemblée générale
7.1, R

L’assemblée générale du comité connait et décide des principales questions intéressant la vie de celui-ci, dont le
calendrier prévisionnel des séances. Elle est formée de tous les membres et de 1’agent comptable (qui ne dispose
que d’une voix consultative). Elle se réunit au moins une fois par an sur convocation du président quinze jours au moins
avant la date fixée sur décision du président ou a la demande du quart de ses membres.

ZE2ORRT, [HMOYEWNRTERLRE, ZEROH Y FICHT L2 EEMELZRH L, REL T
T, ML, 2B LAHEMNE (BREH 22720 THREXTE V) TS, e & baEIT
[, ZEROBVEICLIVEMKEIND, ZERORENIEEZEBDIGOIOERIZE Y | ED SRR
D7 L BISHATE T, BEBEBNREDND,

L’assemblée générale se prononce sur le budget prévisionnel de 1’année suivante avant le 30 novembre de
I’année en cours et les budgets rectificatifs de I’année en cours (voir annexe 5 et 6). Au cours du premier trimestre
de I’année en cours, elle se prononce sur le rapport d’activité du comité de I’année civile précédente ainsi que sur le
compte financier de 1’année civile précédente (voir annexe 7).

MR, YEEOIARETIC, BEEOTETRLOCYFLEOMETREZERT D (WEESLU6
%;ﬁﬁ) 3 YEEOFE IS, ATEEOR B OIFBIREE L OIFEEOSFHREELRHT S (&
=12 M)

Le président présente a 1’assemblée générale un rapport sur I’activité du comité. Lors de la méme réunion, aprés
présentation par ’agent comptable, le président soumet & I’approbation de I’assemblée le compte financier de S117
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I’année civile précédente.

ZERIT, ZESOEHREEZHRIEET S, FHRaT, ZERE. SHEEE»OHAZZIT
%, AIEEORFREECRITRH L, KRBEXT 2,

Les décisions de 1’assemblée générale sont prises a la majorité simple des membres présents ou représentés. En cas
de vote avec partage égal des voix, la voix du président est prépondérante.

MEOPER, W SUIREET 2 ZBORMBERIC L > T T EN D, BEELREBEOLEIL. ZEED
REEZRK LD,

Un membre présent ne peut représenter plus d’un membre absent. Les décisions de I’assemblée générale ne sont
valables que si la moitié au moins de ses membres est présente ou représentée.

HE L72ZBIR, KE LEZBZI4ICRY  RBETE 2, REOREIX. £ O E O 5078
LTS EEIREEINTND EEIIRY, ARIERD,

7.2. Le bureau
7.2. FHEk

Le bureau est composé d’au moins 4 personnes :
— un président ;

— un vice-président ;

— de un a quatre secrétaires généraux.
FHHRIL, DR LRI D,

- ZER1A,

- RIZERIA,

- BHRRE14L A~

Le bureau assiste le président dans les missions qui lui sont imparties. Il est chargé de I’exécution des décisions
prises par les assemblées générales. Il assure la préparation du rapport d’activité, prévu a I’article R. 1123-19 du
code de la santé publique, présenté par le président a I’assemblée générale. Il étudie les projets de budgets (budget
initial et éventuellement budget rectificatif) €laborés par I’agent comptable.

FHERIL, ZERICHGZONEBEZMET 5, FHERIE. RBITBIT2REFHDOFITEHYET L,
HHRIE, ZRERMRIICERET 5, ARMAFERERI23- 195K ICHE SN DEBHE EOIEKZMH S,
FHNL, RFFEEPMMER LI FPRE UTREMETR) 2HaT 2,

Les membres du bureau sont élus par les membres de 1’assemblée générale lors d’une réunion de celle-ci.

FHERAIX, BECBWT, REMEEOT P LEHIND,

Lors du renouvellement des membres du comité, le secrétariat du comité convoque une assemblée générale des
nouveaux membres dés qu’il a connaissance de I’ensemble des nominations et désigne le membre titulaire le plus

agé pour présider I’ouverture de la séance au cours de laquelle est procédée en priorité a 1’élection du président et
du vice-président.

ZEHSFHRIZ., ZESZEOANKEZAOBE, EmaSndFLWEBZ2EELIRE, HTLWERIC
LOMEZHET D, KEZOEAZESABRROREIMEM L, TTROICEAERAKDRIZER OES
T4

7.3. Le président et le vice-président
1.3. ZARKRNFIZAR

Conformément a I’article R. 1123-10 du code de la santé publique, le président est élu a la majorité absolue des
membres présents lors de 1’élection. Si cette majorité n’a pu étre atteinte a 1’issue de deux tours de scrutin,
b président est élu a la majorité relative. En cas de partage égal des voix entre les deux membres qui ont obtenus le plus
de voix, la présidence du comité sera attribuée au doyen d’age. Il peut étre procédé au vote si les deux tiers des
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membres du comité sont présents ou représentés. Un modele de délibération relative a 1’élection du président et du
vice-président est présenté en annexe 4 du présent arrété.

ZERIT. ARE/EEER1123-105KIZ0EV, BRBICHE L-ZBE O 2 BIC L > TSN D, &
2T - THmFHUTE L2 WgGE, ZAERET, A8l TRESh D, REGELERIK
RIZEP2 WD 56, ZARE, LVEROSVWOZRIESND, ZEREED35O2LL EHE
LTS EEIRBEINTND & &, REZITH ZLNTE D, ZERMVRIZBERETICEAD 2 HFik
ET U, RT LT OMEEAUTRT,

Le vice-président est un membre €lu dans les mémes conditions.

RIZERIZ. RC&HFTEEIND,

Si le président fait partie du premier collége, le vice-président devra faire partie du second collége et

inversement. La durée du mandat du président et du vice-président est de trois ans. Ils ne peuvent effectuer plus de
deux mandats consécutifs dans les mémes fonctions.

ZEEVEIMEOEB TH LG, BEBRIF2MEOEETRITINIRSR, ZOHDHEL,
ik & 725, ZERAVRIZEROEMZ. 3 TH 5, R UEMICEK L 2Ll bt < Z LT TE 22,

Le président du comité représente celui-ci dans tous les actes de la vie civile.

ZERIT, TIRAEFEOH LD T8I T, ZEREZRET D,

Il ordonne les dépenses et, notamment, le cas échéant, les indemnités compensatrices et les vacations des
membres du comité, des rapporteurs et des experts ou spécialistes.

ZERIT, XH. Frl2, BERGE. ZERER. ®EE. =X A= ARV ¥ U R F~OHiETF
2 R ORI D SN & i C %,

Il signe la convention tripartite de mise a disposition de moyens en locaux, matériels et personnel.

ZERT, M. &, AMZzFHTE D L0238 MBpEICESLT D,

Il procéde une fois par an a un entretien professionnel avec le personnel permanent du comité de protection des
personnes.

ZERIL, Fi21E, #REREZESOER LB Lom#EZ1T o,

Le président fixe I’ordre du jour des réunions du comité qui ont lieu, sauf cas de force majeure au moins une fois par
mois tant pour les séances pléniéres que pour les séances en comité restreint. Le comité de protection d
personnes s’engage a examiner au moins 8 dossiers initiaux par mois toutes catégories confondues.

ZERIZ. ZEASSHOBELTRET D, AHNOGEERE . KSEMEOHIRA & SHEE . 27l
EHHICIMEBIET 5, HREREZERIT. HODLIMEDOYRIREMZ ., M 7R L bhFEA LT
MUT7R B 720,

Chaque séance pléniére comprend I’examen de I’ensemble des dossiers initiaux de recherche mentionnée au 1°
de P’article L. 1121-1 du code de la santé publique soumis au comité de protection des personnes et, des projets
mentionnés au 2° et au 3° de I’article L. 1121-1 et des demandes de modifications substantielles renvoyés a
m examen en comité plénier selon leur complexité. Le président convoque les membres du comité de protection des
personnes prévus a ces réunions. Pour chaque dossier de recherche mentionnée au 1° de I’article L. 1121-1 du code de
la santé publique, il proceéde a la désignation des deux rapporteurs.

FARZEITIT, PBRA RER BRI SN D AREATEIEL1121- 185 15| ZiE# S D 2T O
FHEOEIEA, FBLI21-1KFE25 R OHEITICHRH SN D RBUEOFER, T OBHEI O ARAZFHI THE S
N RIEREEKEOFEEZ G, ZARIT, YRHOLD, TESNIHRERELZESZTE2MET
. ZERIF, ARMEAEERBELIR-EE 7SR S DD BRSOV T, EH 2240 EmT 5,

Chaque séance en comité restreint comprend I’examen des dossiers initiaux de recherches mentionnées au 2° et
au 3° de l’article L. 1121-1 du code de la santé publique et les demandes de modifications substanticlles a
I’exception des dossiers renvoyé€s en sé€ance pléniere du fait de leur complexité. Pour chaque dossier, le président
procéde a la désignation d’un rapporteur issu de fagon équilibrée de I'un des deux colléges. Le président peut en
tant que de besoin désigner un deuxiéme rapporteur.

HIERAT & 2RI, ARATEIEIELI21-158525 L O35 ICRHl S N D ER Mo EEE, WO
2. TOHMES P IIIADHEIMHEIN D B LRV RIEREEOKEZ &L, ZEEIX, £RM4ICo
WT, 220FRELHNNE, NTUALISHREREZMEmT 5, ZARIE, KBS U TQ2AHORES
AT H I ENTED,

Le président veille a ne pas désigner comme rapporteur un membre présentant un conflit d’intéréts avec
b promoteur ou I'un des investigateurs de la recherche concernée. Par ailleurs, il procéde si nécessaire a la
désignation des experts et spécialistes. S’il procéde a une telle désignation, il est chargé a cette occasion
de recueillir la déclaration de leurs liens d’intéréts et d’adresser a I’agent comptable une attestation indiquant que
le CPP fait appel a I’expertise d’un expert. Il vérifie qu’il n’existe pas de conflit d’intérét entre un membre du comité,
I’expert ou le spécialiste et le promoteur ou l’investigateur de la recherche. Le cas échéant, il lui appartient
d’écarter le membre de I’examen et de la délibération et de ne pas désigner d’expert ou de spécialiste ayant un conflit
d’intérét.

ZEERIT, SRHHEEKEE SUIMZEE OWF I ERFERRO S 5 FB 2 REFH I EMm LRV X 512
D, ZERIZT, MEIISUT, =X A= F Z_Xvy U A M&fEmd 5, BT 556, €OFFRER
DESEIE L, HRER#EZES (CPP) BN=X A X— MOFEMHAEZGHE > 2 L 2R LIt EEZ S5
HIEAICED, ZERE, ZR, =X A= ATy R ME PIEEEE . H5EHE L OIS, FIFE 5140
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BRI Z L ZHEGE T 5, FIFBRNH LA TOREEHFA - Falnr s L. FEBEFROH DT
FAN= b ATy U A MR LRV,
Conformément a I’article R. 1123-12 du code de la santé publique, le président de séance a voix prépondérante
en cas de vote avec partage égal des voix.

WRIE. AREBEEIEER23- 125K, EERFAEOGEIL, REELAE LD,

Avant le 30 novembre de I’année civile précédant celle pour laquelle il est établi, chaque comité adresse
le budget initial du comité au directeur général de 1’agence régionale de santé. Le budget doit étre adressé
aux autorités de tutelle (direction générale de la santé et direction du budget) par le DG de I’ARS.

HZARE, ZEAROLBY TR EAERLT DFEORHFEREOIIA30H £ TIZ, P75 &2 MG R R RIS
%5, PEIT. #HRERENOEEET (RMERRLKOCTHRR) ICELNARTIER LR,

Les budgets rectificatifs de I’année sont adressés au directeur général de 1’agence régionale de santé.

LR OMIE PEIL, HTRERBRICEON S,

Le président du comité de protection des personnes présente a I’assemblée générale le rapport d’activité du
comité de protection des personnes. Il transmet le rapport d’activité et le compte financier de I’année civile précédente
au ministére chargé de la santé et au ministére chargé du budget. Il les adresse simultanément aidirecteur
général de I’agence régionale de santé qui doit le publier sur le site internet de I’agence.

WREREZERZ BRI, 2, HBREREZESOEBIREELRET 5, o, RMEE L TR
B2, AREEOTETREE L RRIHMEELL D, FERICHGRERBRICORMEELZL D, HITIRER
R, ZREYRO T = 7% A M L Tiude s,

Il peut donner délégation d’un (ou plusieurs) de ses pouvoirs a un (ou des) autre(s) membre(s) et, dans ce cas, la
délégation est formalisée par une délibération du comité un écrit du président ayant regu I’approbation de 1’assemblée
générale.

ZERIZ. ZOMHRO1> UTEER) ZmoZE14 CUIEERL) TEETLH2LNTE D, 208
. ZARIX, RE0&RES T, HERICLY, ZRASOFRLE T, BEEIT.

Le président s’assure du respect, par le comité, des délais réglementaires.

ZERIT, ZESPHAOHIRZET T 5 X0 RiET 2,

Le vice-président apporte sa collaboration au président. Il le remplace en son absence et peut, notamment,
recevoir délégation de signature. Sous la responsabilité du président, il est autorisé a signer les courriers et avis au nom
du CPP, a présider les séances du comité de protection des personnes (séances pléniéres ou séances restreintes)
et a nommer les rapporteurs. L’acte de délégation de signature est adressé a I’agence régionale de santé et a I’agent
comptable et publié sur le site internet de I’agence régionale de santé.

RIZERIZ, ZEREMIET D, ZEARMNNMEDOHZE, FHZ, BAHZRDVITATI 2N TE S, £R
ROBEOHHANT, BRERELZESS (CPP) 2R L TEMLERLEFICES L, BREAREZREZO
i (RRESUIHIRAT & 2 OmEE2BO, MbE 2 Em T 2ERZ2AT 5, BAOREET, #5
)R & RRPEEEITE O, HWHRERO Y =741 Moffisn s,

7.4. Les secrétaires généraux

7.4, FH TR
Ils sont €lus a la majorité relative par I’assemblée générale.

FHREIL, BT S Eic kv sh D,

Les secrétaires généraux sont, en 1’absence du président et du vice-président, présidents de séance de la réunion
du comité de protection des personnes.

FHRRIL. ZEREKVRIZBERNNMEDL G, HREREZESORHBORREHD D,

Lorsque plusieurs secrétaires généraux sont présents a une méme réunion du comité de protection des personnes en
I’absence du président et du vice-président, ils désignent parmi eux celui qui, pour cette séance, sera président de
séance, en cas de désaccord, la présidence revient au plus agé.

WRERELZBEROLEERMOBEZERNAMEDLE T, 1OORBICFHRENERLHFE L TS
LE, ZOPNLRISHEDOHER ZEMT D, BEAD—BELRNE X T, Kb EROSWVEDRER LD,

Sous la responsabilité du président et du vice-président, les secrétaires généraux peuvent étre chargés de
h rédaction des demandes d’informations complémentaires ou de modifications, ainsi que de la motivation des avis
rendus par le comité de protection des personnes. Dans ce cadre, 1’assemblée générale du comité autorisela
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délégation de signature du président aux secrétaires généraux les autorisant a signer les courriers et avis, au nom du

comité.

FHREE, ZER, MEEROFMEOHMN T, BIFHR, BIEOKIEOIER, MRERELZEZND
HENEBEROBBMT A, UPA0TT, ZRROBRAIE, FRAENBALELELEFERE

Io. ZEAENE L CEMCERBICEA TS L& T 5,

8. Fonctionnement du comité de protection des personnes

8. HBREREZRSOEE

8.1. Fonctionnement matériel
8. 1. #EE DY E

8.1.1. Modalités budgétaires et comptables

8.1.1. PH LEFHDOEM

Le comité de protection des personnes dispose d’un budget de fonctionnement dont le montant est arrété par le
ministre chargé de la santé et le ministre chargé du budget dans les conditions prévues a I’article R. 1123-19-1 du code
de la santé publique. Les régles de la comptabilité publique s’appliquent au comité dans les conditions prévues
aux titres I et III du décret relatif a la gestion budgétaire et comptable publique du 7 novembre 2012 et dans les
conditions fixées a I’article R. 1123-19 du code de la santé publique.

PREREZE 2L, EETHEEZAT L, TOBIL, ARMEABIER 1123-19-18128E S5 R/ F0O
PN T, REKELAOFPRAREICE>TRO DN D, AXFORANT, 202F1NIHTHNATHE - AR
FHEBUCEET 27 7 L OBEIK QNN BUE S5 & fF, NS, ARFAIEIEER1123- 19K ICHE S
HRMFOFPNT, ZEARICHEH SN D,

Le budget prévisionnel pour I’année en cours approuvé par 1’assemblée générale est transmis a la direction générale
de la santé avant le 30 novembre de 1’année civile précédant celle pour laquelle il est établi. Dans le cas ot aucune
décision expresse n’a été notifiée dans le délai d’'un mois a compter du 1 décembre, le budget initial est réputé
approuvé. Le ou les budgets rectificatifs sont transmis a la direction générale de la santé et approuvés dans les
mémes conditions que le budget initial. Le compte financier est transmis au ministre chargé de la santé pour approbation.
Il est adressé simultanément a I’agence régionale de santé. Le rapport d’activité est joint au compte financier.

M THAGRZ T TC S FEEE TRIT, TETRZIERT 2FORFEDIIH30H £ TICORERRICE
Sid, 12A1ANG1, HUWNIZBREPEIBOBM R 205 Y FRIER SN b L AR SLD,
MIETPHEIT, REFRBICEO, YU TREF R TR IN D, SFHREFIT. REKXKEICEL,
AKRIND, [FARHZ, HGRERIZHEON D, EEMEFIL. SFEREFICRMT SN,

Au 1 janvier 2019 a été créé le groupement comptable des CPP. La mise en place de ce groupement comptable
a pour objectif d’homogénéiser le traitement budgétaire et comptable des comités. Il permet €galement une
consolidation nationale et un suivi rationnalisé des dépenses des CPP en rapport avec leur activité. L’objectif du
groupement comptable est également de permettre un allégement du travail des responsables administratives des
comités car 1’agent comptable du groupement assure les fonctions de chef des services financiers des comités et a
ce titre prend en charges des taches normalement dévolues aux comités (préparation des budgets initiaux et rectificatifs ;
engagement, liquidation et ordonnancements des dépenses validées par le CPP, ainsi que des indemnités des
rapporteurs notamment).

2019F1H1H, #HBREREZESSFHEBENRL Sivz, YSFHERBORYI AL, ZES2OTH - &
LB AR —9 22 ThDH, ThICLD, $REREZBEOIEMIMD S M 2 2ERICEE L, B
ettt 5, KFEEIL. ZESOFHEEEOAHELERT L L b TE 5, SFHEBOREE
EFIT, ZESOKGEMBREE L LT, BFIIEERITEHV Y ToNEE YU TH LHIETHEOIE
'R ?ﬁﬁ%f?ﬁ%ﬁ%%?Eié?ﬁ)E>¥§§ﬁ7?$bE3&:?3&5?>%L7i32510)%gﬁﬁ S FERE - AR, FRICHGE B ORIEF Y
728 AN D,

8.1.2. Locaux et matériel
8.1.2. Mz & #xfi
Le comité de protection des personnes dispose des locaux et du matériel adapté a son fonctionnement. Une

convention tripartite (agence régionale de santé, hébergeur et comité de protection des personnes) en précise les
modalités, notamment financiéres.

WEREIRER B RIE, T OEE I Uik Ll a6 5, = FHMHE M7 RER, skt
WREREZAR) 1. FICe8NREEE2HET 5,

L’accés aux locaux est strictement limité aux personnes autorisées en dehors de la présence d’un membre du comité
ou de son personnel.

iR ~DILH AV X, ZESZEUIZDOHMEN L LRI BEERE ., 2% T 2FIZORE L <
REh s,

Le local et le matériel (informatique, armoire...) disposent de systémes de sécurité appropriés assurant la
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confidentialité et la protection des documents et des informations. Ils doivent permettre la réunion des séances dans de
bonnes conditions et doivent permettre I’archivage des documents selon les conditions de 1’article R. 1123-16 du
code de la santé publique.
Mkl (FFipkas, DO Z &) 1213, RO MOMEREE, REZHERT L OI10E Lcgey
AT DERET D, R, BRERFMAT TRELAM TS ARMAEEIMERI123-1628 ORI W FH
ARETELLOI2T 5,

8.1.3. Personnel permanent
8.1.3. HNE

Pour assurer les missions de secrétariat, le comité dispose de personnel permanent. Ce personnel est mis
adisposition par la structure hébergeant le comité, aprés accord du président de ce dernier.

ZAERE, FHEROWH 22T T OWHOMEZAT 0, FEHRRIL, ZREROKHEZHT, ZARZN
KT HMRICEVEREND,

Ce personnel permanent dispose des compétences lui permettant d’assurer les missions définies dans la fiche de
poste figurant en annexe 2.

HEMEITL, R E2OWB LR RIER SN EBZETTELIRNEAT D,

Dans les conditions définies avec 1’établissement de rattachement dans la convention prévue a I’article R. 1123-17
du code de la santé publique, le personnel est placé sous 1’autorité¢ fonctionnelle du président du comité &
protection des personnes ou, par délégation du président, d’'un ou plusieurs membres du bureau du comité
q assure les fonctions de chef de service. Il est tenu de garder secrétes, dans les conditions et sous les peines
prévues a I’article 226-13 du code pénal, toutes les informations dont il peut avoir connaissance en raison de ses
fonctions et qui sont relatives a la nature des recherches, aux personnes qui les organisent ou qui s’y prétent ou aux
produits, objets ou méthodes expérimentés.

B, ARMAEERBR 23 VIFRICHES NS HEICS N T, BERFTET HRICE L TED
IR OHPAN T, PRERELZEROZEROBGHER T, T, ZEROZEIZ LV EME DR
B o1 U LOoZBSFHERBOMBHER TICENND, WHEREIL, FEIREE226-135ICHE S
DMK OFIEIOHPANT, ZOME Lms Z Lo T& 5, WHROMWE, Mo EME . W& L8R
K& 7R DR MR, FIEICET 22 TORBRICH LT, SFREBEZREINLD,

Le secrétariat assure la permanence de I’accueil durant les plages d’ouverture définies et ’ensemble des taches
administratives liées au fonctionnement du comité conformément a I’annexe 2 du présent arrété.

FHHERIL, KT LT OMBEACE, EDLNHEERMTOZMN R OEBZOEEICHAT 22 TO
FHEMELT D,

En cas de difficulté¢, notamment lorsque la présidence, le secrétariat général, les membres ou les promoteurs ne
peuvent permettre le respect des délais, le personnel permanent ne peut étre tenu pour responsable.

WEEIE, EBTICNENE C2hme. FICEER. FHERR. TR, WIRIKEE PHIREZTS 2
LINTERWGE, BEEADRY,

Conformément a I’article R. 1123-16 du code de la santé publique, il assure un archivage sécurisé des dossiers
qui ont été soumis au comité avant la mise en place du systéme d’information des recherches impliquant la
personne humaine durant 25 années apres la fin de la recherche ou son interruption anticipée et tant que ceux-ci
n’ont pas été repris ou détruits par les archives nationales ou départementales.

WEIR BT, ARBAEEIEFER1123-165:I10EV, AEXHRE T HMIED =D DIEFHR Y AT L8 ARNZE
BACIRHEENTZEEHZOW T, RO T 1#% UTHWr R 25, B UTROASTEME IS XSz
WHFEINTZD L2WRY | MEEIZRET D,

En cas d’arrét inopiné et justifi¢, supérieur a 7 jours, de 1’activité du personnel permanent, le président, la DGS et
I’établissement hébergeur doivent étre avertis par tous moyens et dés que possible (sous 48 heures) afin
d’envisager, selon les situations, le retrait du tirage au sort, un soutien temporaire ou un remplacement.

HERE 2, THET, oY RBA TTHEL BB TE R ot me, ZAR, RMERFRE.
ZTANMRRIC, TELHRETHR @8RHEILINIZ) H oo FE Tl L., RIUIIG C T, BRAP L,
—pRY7e SR AN X ZBET LR ide 5720,
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8.2. Examen des dossiers

8.2. FMDFEE
8.2.1. Les réunions du comité
8.2.1. ZELSDOEE

Le comité se réunit en séance pléniére au moins une fois par mois, sur convocation écrite du président du comité. Le
calendrier prévisionnel et les horaires sont définis en assemblée générale. Un calendrier annuel (ou au minimum de
janvier a septembre inclus) prévisionnel, établi au plus tard le 7 septembre de ’année précédente, est communiqué
aux membres, transmis a la Commission nationale des recherches impliquant la personne humaine et a son secrétariat
ainsi qu’au bureau qualité des pratiques et recherches biomédicales de la direction générale de la santé et publié par
tout moyen approprié. Toute modification est notifiée de la méme fagon.

ZERIT, ZEROFmIL2WELE ML, D B IR, ASHELHET 5, BENRT
EREFFHRIT, RETEOLND, EL EBRMEOIATH ETITEHRIND (D EH1IANGIAE
TO) HEWBRERTERIT, ZERICHMOIN, NERHRLETIMEICHTIEXEZES L ZOFEER.
TRAERR SR D AEMEFIFIE & R 21T O FHRITELN, BURFRIZL > TARIND, EERHLHE
X, FEROTTIETID Shd,

Les convocations des membres sont adressées dans un délai raisonnable avant la séance et sont accompagnées de
I’ordre du jour prévisionnel. Chaque membre a acces, si possible quatorze jours avant la séance, via le systéme
d’information susmentionné aux documents utiles pour sa participation a la séance.

ZEOBE@EMLT, FHEOFNT, ZHRYIH, Aib-oTELND, WEIZIE, BENRHEELZIRMTT 5,
HEBIE, ATRERGE. KEOAFND, ERROF#RI AT L2l U T, KEICRMSERICT 784
TZ %,

Sont également convoqués individuellement, sur décision du président, en vue de participer a I’examen
du dossier qui les concerne les experts missionnés et les spécialistes. Ils ne regoivent pas 1’ordre du jour
prévisionnel.

Flo, THRAN=FRPANT Y U X ME, ZEROREICLY, ThThHESH, BIMRDLRE
TFOFEEICSINT 2, BEMLRHEEIT, TS0,

Les membres indisponibles doivent alerter sans délai le secrétariat et le président du comité de protection des
personnes de leur empéchement.

KT HZEEIE W02 FHERAOCEBREREZERZARIC, TOEZMLERTNIET RGN,

8.2.2. Les demandes d’avis

8.2.2. EROMKHE

Conformément a 1’article L. 1123-6 du code de la santé publique, le promoteur est tenu de soumettre son projet
de recherche a I’avis de 1'un des comités de protection des personnes compétents désigné de maniére aléatoire par
le systéme d’information des recherches impliquant la personne humaine. Il ne peut solliciter qu’un seul avis par projet
de recherche.

WFFEARIEA 1, ARBAIRIEL.1123-628120EV . ANZJRE T DHIEDIZODIFHT AT LML - T
EVEZ \ZHRE SN EHOWBRE RELZ BRI, IMERMEZRE L, BERZRO 2T b0, Fi
(T, FERIFFC S EIRIOARRD D Z EBTE D,

Le dossier de demande d’avis doit étre conforme a I’ensemble des textes législatifs et réglementaires et
notamment aux annexes des textes réglementaires européens et aux arrétés fixant le format, le contenu et les
modalités de présentation de la demande d’avis aux comités de protection des personnes des différentes catégories
et types de recherches. Seuls les dossiers complets sont recevables. Le secrétariat du comité s’assure de la recevabilité
administrative des dossiers.

EREGEERIL, A RO ORT, FC, MRx REBEOIRIC OV THBRE REZBERICERLEY
AT D IROBA, WA, RMEZEDTCHIMNRAOMEE LT LT IZEDRITIUTR SR\, FERnE
HoH, xHIND, ZESFERIL. FEI/AFEBENICZHEAETOHLINE >0 aiERT 5,

La vérification de la recevabilité administrative des dossiers a pour objet de contréler que les piéces nécessaires a
I’examen par le comité sont présentes et qu’elles correspondent au format attendu selon le type de dossier.

HHEICZBEARETH D0 E D PRI, ZERXOFEEIIHLELREED > THLNE I, Thb
MEHOFAITIE U TRO LD RUICH > THWDE N E I a2 Z 2 HME LTINS,

8.2.3. L’ordre du jour
8.2.3. i
Pour chaque séance, un ordre du jour est arrété par le président ou le vice-président.
HRHROMEIT, ZERIREBRBMERT %,

Il est préparé par le secrétariat notamment au vu des dossiers affectés au comité par les tirages au sort effectués
depuis la séance précédente et des demandes de modifications substantielles qui ont ét¢ soumises au comité depuis cette s123
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méme séance.

L, FHERPHET D, FH, AEIOSFEUREICHEEERSITIE SNEEARICEH D U THRRE,
KO, [ASHURRICZERITRE SN RIBREEOKEZ#ES T, FHERMERT 2,

Chaque séance pléniére comprend prioritairement I’examen de 1I’ensemble des dossiers initiaux de recherches
mentionnées au 1° de I’article L. 1121-1 du code de la santé publique soumis au comité de protection des
personnes. Il mentionne pour ces dossiers les rapporteurs et, le cas échéant, les experts, les spécialistes éventuels et
I’audition d’un promoteur éventuellement accompagné d’un investigateur.

BAREETIE, A REZR B2 IR SV ARE/EEIEEL1121-1RICREH S N 5 2 TONFERM
DYIEIFAZERAIAT O, MBI, BEEFOREE, HHEICLoTE, =F A= ATy
Z b MR & O WFFRAEE O E B0 (22T, T D,

Chaque séance en comité restreint comprend 1’examen des recherches mentionnées au 2° et au 3° de l’article
L. 1121-1 du code de la santé publique ainsi que les demandes de modifications substantielles. Le président
mentionne pour chaque dossier le rapporteur désigné de maniére équilibrée dans chacun des colléges du comité.

FHIBRAT & 2 TIE, ARMEABEELI21-15K5275, H3TICRHRHE SN MO FEESL, NIERELE
DIKFEZAT S, ZERIT, FRZHFICONWT, ZEAROFHENO AT AXSHEEZEM L, LB#lid 5,

L’ordre du jour prévisionnel peut étre ajusté avant le début de la séance en fonction de faits nouveaux qui
seraient survenus. L’ordre du jour définitif est approuvé par les membres présents au début de chaque séance.

WA, B REICH LT, REOBMIICTHESND 2 L ib 5, REIAREEL, £20%
DOEEET, HHELTWILIEZRICL > TR IND,
8.2.4. Le déroulement de la séance
8.2.4. =EHOET

Les débats du comité sont présidés par le président du comité de protection des personnes, et, en cas d’empéchement
de ce dernier, par le vice-président. Si les deux sont absents, I’'un des secrétaires généraux & désigné comme
président de séance. Lors de I'ouverture de la séance, le président ou le cas échéant, le vice- président ou
le secrétaire général désigné président de séance, s’assure que le quorum est atteint.

ZEHROF®RIT, WREREZESZERVEREZT DL, ZERPNMEDOSE, BRERNP ZNEHD
D, MHEDBRIEDLEE, FERED I bIABRERIEMIND, SEOMER, ZEE. XX, HAI
Lo TRIZEERE., RIUTMHINTEEFTREZ. EREEZHIZLTWDINE S »EiERT 5,

Le président veille au respect de I’ordre du jour définitif de la séance. Au début de chaque séance, le président signale
quels sont les membres qui ne peuvent participer & I’examen et a la délibération en raison de 1’existence d’un
conflit d’intérét. Il invite les membres a signaler, le cas échéant, d’autres conflits d’intérét dont il n’aurait pas eu
connaissance.

ZERIX., SBORMEILEREDPHEEIZER SN TNDINE I N EHRT 5, ZARIT. H#SHOEH
T, FIFRERER D D 7-DICFEELHERICSMTE RVWEEZRT, £/, ZERF/EREL TR 72F]
FREBRAHLHGEE. ZRICHOELT 5L e,

Une feuille d’émargement, précisant les catégories des membres, est signée par les personnes présentes en début de
chaque séance. Pour les personnes assistant aux réunions au moyen d’une conférence téléphonique ou audiovisuelle, le
président de séance indique leur nom et précise les modalités de leur participation. Pour chaque dossier examiné, une
liste des membres délibérants est renseignée et, la non-participation d’un membre a 1’examen et a la délibération d’un
dossier déterminé en raison de I’existence d’un conflit d’intérét est notée. La feuille d’émargement et la liste des
membres délibérants sont annexées au relevé de réunion (voir annexe 3).

DB EIL, FRBOFHET, ZEOWHEAZAL LABICEL T 2, EEREOET A2HE~OH
JEEIE, BRI, HEEORSA LMK MEHRT 5, H#FEARIET, FREEOLELER L, FIF
BN H D Z LIZ KV FEESLERICSIMTERVWEENVWDILEEIT, TOREZLHT S, HEELFRE
BA#HIZ, sFRElcmttahns,  (fEE3ZR)

Conformément a I’article R. 1123-11 du code de la santé publique, les délibérations du comité plénier, pour étre
valables, nécessitent la présence de sept membres au moins dont, au moins trois appartiennent au premier collége
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mentionné a I’article R. 1123-4 du code de la santé publique comprenant au moins une personne qualifiée en raison de
sa compétence en matiere de biostatistique ou d’épidémiologie et trois appartiennent au deuxiéme collége comprenant
au moins un représentant des associations agréées de malades et d’usagers du systeme de santé.

ANRFEEIER 1123-11 RIS, ARHETOFHRLZ AN E T 2720113, < EbTHOEFEDH
R ME LT D, ZDH B, Dle< & B3R, ARMATEIMERI23-4RICEMEN OB IPITE L
ORI P XTEFLO IR 5N LA LK THLE 20 L b14BL, 74D D5,
DI EB3KITHE2ZMRITIE L, ZOPITEREIEZEOMME L OBE DO DRRBHEOREH 272 <
Eb1aEte,

Le promoteur ou son représentant mandaté a cet effet peut solliciter du président la possibilité d’étre auditionné,
éventuellement accompagné de [D’investigateur ou de I’investigateur coordonnateur. Le président décide de
I’opportunité pour le comité d’entendre le promoteur ou son représentant et des modalités — comité plénier ou
restreint — selon lesquelles le comité entend le promoteur ou son représentant.

WFFEMRARE T2 ORBENIL, ZERIC, MRS IS 2 o729 . TER 2 A D= %K
WHIEWTE D, ZERIT, %E%ﬁﬁ KIEHE T2 OMRENNOIEEIY 2179 RENE I K
O DR ORESEDHIBRS & 230y ik 5,

Le comité restreint nécessite la présence de cing membres, deux de chaque collége, dont au moins une personne
qualifiée en raison de sa compétence en matic¢re de biostatistique ou d’épidémiologie, ainsi que le président ou le vice-
président. En cas de modification substantielle, examinée dans le cadre du réglement UE n° 536/2014 portant sur le

médicament, la présence d’ un représentant des associations agréées de malades et d’usagers du systéme de santé, sera
nécessaire.

HlRRAT = & ICI3, ZER., MIEEER. ﬂﬁ\5%@%5@&%%%%&?50%Wﬁﬂﬂ%fOM%
HIES Nl = AN E%ﬁ#%ﬂif%®\% BI2RNEZA LEK CHLE VR L b14ET, Kigk
BERSH D EFMIZET 58] (EU) 5553620145 OFSHA CHA SN DGE . BEHREIE ORI HE L
BEDOTODORBHEZOREEN1LOHIERBEL 2D,

Le vote a lieu a main levée sauf si le vote au scrutin secret est demandé par un membre. Dans ce cas, celui-ci ne
peut pas étre refusé. En cas de vote avec partage égal des voix, la voix du président de séance est prépondérante.

T, ZEPOWEREPBELZINLRVRD | 2FTITH, EL, BERO-T2HE1E. LT HE
&m(??5o —,—%IZN_J%I@F/\ Wi E%E‘ﬁxﬂ%%m%j%bé

Lorsqu’un membre participe a la séance par téléphone, son vote est recueilli par le président de séance. En cas de
vote avec partage égal des voix, la voix du président de séance est prépondérante.

ZEVERZHRIISNT 256, SENTORELIET 5, BHBFRBEOHEICIE., MENREEL
L%,

Les avis sont rendus a la majorité simple des membres présents.

HRIT, HFEEOHMBETRESND,

Les experts associés aux travaux du comité n’ont pas voix délibérative.

FEROEBIARD LT X A 8— M, HEELZH L2,

Comme le permet I’article R. 1123-23 du code de la santé publique, a la demande du comité, le promoteur ou
son représentant mandaté a cet effet, éventuellement accompagné de I’investigateur ou, le cas échéant, de I’investigateur
coordonnateur, peut étre entendu par le comité en séance.

ARFBAIRIEER 11232358 THRO LN TS L 912, ZEROEGKEICL Y | HIEEREA T OREA
TeH L ITIEGES 2, AR CEARICEREIEZ 5T kﬂf%é
Le promoteur et les investigateurs n’ont pas connaissance des noms des experts et des spécialistes.

WFFEARFEE S OF9EE 1L, ©=F A= MR OARY Y U A NOKRLEHD Z LIE7R0,

Les débats ne sont pas publics.

T RS/ Ry g AN
8.2.5. Les rapporteurs
8.2.5. #WiLH
8.2.5.1. Les rapporteurs des recherches initiales mentionnées au 1° de ’article L. 1121-1 du code de la santé
publique

8.2.5.1. ARG AIEMEL1121- 15 HE SN A PRI e B oS &

Un rapporteur est désigné au sein de chacun des colléges par le président ou le vice-président pour chaque
demande d’avis d’un projet de recherche mentionné au 1° de I’article L. 1121-1 du code de la santé publique
examiné en séance plénicre. Les rapporteurs sont choisis en raison de leur appétence particuliére au regard
@ domaine et de leur disponibilité pour la séance ou ce dossier sera examiné. Ils élaborent un rapport écrit
disponible pour tous les membres sur le SI RIPH2G avant la réunion puis exposé a I’oral lors des réunions. Ce rapport
résulte d’une analyse critique du dossier et doit avoir comme perspective d’ouvrir la discussion pluridisciplinaire, en
relevant toutes les questions qui ont été celles du rapporteur a la lecture du dossier, quels que soient leur champ. 11 est
rédigé en s’aidant de la grille mentionnée au 8.2.5.3. Le promoteur et les investigateurs n’ont pas connaissance du
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nom des rapporteurs hormis dans le cas prévu a I’article R. 1123-23.

WEFIT, ARMAEEHEBELIRI-IRICEHIND, ASBECTERESINIMREBMEOEREFF LT,
BT, ZEARXIRIEZERICEsTEMmaSnd, ®EFIX. TOTHICFICELERSTHLENE D
. BUNBEESNIEBIBMTELINE I DEHHIGEE SN, EEIL. REEELERL. &%
DOFMZ [SIRIPH 2G) FTAFEICAB L, SFECHHETREET S, YEEIL, ZHOHHESHTTH
D, MEENEEE ATV Z, To®RAEZMbTETIRET 2 Z & T, BN RERE B D
HFiBLETH5H0THD, MEEIT, 8253l IN D2 EE2BEITER SN D, WFFERES L ORFEE
1L, RII23-2ZFRICHE SN HGA RS, REFORLAZMD Z L1720,

8.2.5.2. Les rapporteurs des recherches initiales mentionnées au 2° et au 3° de 1’article L. 1121-1 du code de la
santé publique et des demandes de modifications substantielles

8.2.5.2. ZNIRM/EIEMEEL.1121-1 585525 K O3 512 Rl S 41 2 WIEWFFEZRA1F M OVKIg 7 E TEAR IR O
WEH
Pour les demandes initiales de dossiers mentionnées au 2° et au 3° de I’article L. 1121-1 du code de la santé publique
et les demandes de modifications substantielles, seul un rapporteur est désigné saufsi le président estime nécessaire de
désigner deux rapporteurs. Le président veillera a désigner de facon équilibrée des membres dechacun des colléges
comme rapporteur de dossier examiné en comité restreint et & ce que ces désignations soient faites en raison des
appétences particuliéres au regard du domaine et de la disponibilité des membres pour la séance ou le dossier sera
examiné. Ce rapport résulte d’une analyse critique du dossier effectuée selon la grille conformément au paragraphe ci-
dessous.

NRAF B L 1121-1 555275 K OVEE3 5 T RE# S 41 2 2RI B 2 ) [E] oD 4 K OV KR 72 8 TEARHEIC
DONWT, ZERPREE Z20MEMTL2LENRS L LI LG 2kE, ®EH 4L OHMEMT 5, &
BRI, #HEnboNT 28 ZEE, fIRfFE B THEASNLIBZFOREE L LTEML, X/,
ZDORHITRFHIEALZFF > TV ENE I 0, BIEPFEESNLISHEIIBINTE L0 E ) aBHIC, fm
THEIOEET D, BMEFIL, FRBEEORIIU > THER S 12 ZIEORLHI T TH 5,

Le promoteur et les investigateurs n’ont pas connaissance du nom du rapporteur hormis dans le cas prévu
al’article R. 1123-23.

PR R OWFZEF 13, BBRI23-RICHESNDHE LIRS, MEFORA 2D Z LiTen,
8.2.5.3. Les grilles d’analyse

8.2.53. irF

Afin d’assurer I’harmonisation des avis tout en respectant 1’identité de chaque comité de protection des
personnes, les comités de protection des personnes élaboreront leurs avis a I’aide de grilles d’analyse tenant compte
des formats de grille proposés par la commission nationale des recherches impliquant la personne humaine.

PRERERZERT, BEREREZESOMANZEE LA L b EROMMERTL720, NekffRL
TOHEICETOEFXEZERPRETLROBAZBEE L oRICLD, BRELENRT D,

8.2.6. Les avis du comité
8.2.6. ZEASDERE

Conformément a D’article R. 1123-23 du code de la santé publique, le comité se prononce par un avis motivé
dans les 45 jours, courant a compter de la date de réception du dossier complet. Ce délai est porté a 60 jours lorsque le
comité demande au promoteur des informations complémentaires sur un dossier complet ou lorsqu’il demande au
promoteur de modifier son projet.

ZERT, ARMAEERERI23-23KIHE, BRAERHEZZHLIZAG45HUNIC, B#AOH LE
Ral~%, ZoHHIE, ZESPIFREEE IO LT, BeRFBHIEBNT 22 FHRe RO 2546,
Xix, ZUFOEEZRDL5EG, 0HMICER SND,

Le comité peut, une fois qu’il dispose du dossier complet, formuler une seule demande d’informations
complémentaires sur certains points qu’il estime nécessaires a I’examen du dossier avec, le cas échéant, une
demande de modification du projet portant sur ces points. A I’occasion de la réunion au cours de laquelle il procede
a ces demandes, il peut décider d’émettre un avis favorable au projet sous réserve que les réponses apportées par le
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promoteur soient conformes aux exigences qu’il définit et confier au président le soin de vérifier cette conformité a
réception des éléments sollicités.

ZERT, BEREFEREZZHE LR, BUHEOFEICKLEL SNOHFEDOFHIZOWT, 1EIZRY BN
BFRERDDZENTE, MBS L T, TORHEICETHIRUEOBEEZRD DL ZENTE D, TOWKEE
179 2T, MHEEIEE ORIENS, ZESNER LCEMFICHEEG L T0D 2 2 &M, BIFICHFERZ
ERZETZL2RETE, ROERZZTIRE, ZOoEAEOMEEzEERICENRD,

Si le promoteur ne transmet pas les informations complémentaires sollicitées et, le cas échéant, n’effectue pas les
modifications demandées dans un délai de douze jours, il est réputé avoir renoncé a sa demande. Le comité peut, en
tant que de besoin, a réception des éléments du promoteur, formuler une seule demande de modifications ou
d’informations complémentaires portant sur les seuls points déja soulevés. Dans ce cas, la procédure prévue a la
deuxiéme phrase du présent alinéa peut étre mise en ceuvre. Le promoteur dispose d’un nouveau délai de douze
jours pour transmettre les informations sollicitées et, le cas échéant, effectuer les modifications demandées. Sans
réponse du promoteur dans ce délai, il est réputé avoir renoncé a sa demande.

WFIEHARE A3 12 H LAINIC ﬁw%htLM®mﬁ%ﬁ1bﬁw%9\iw WMERGE RO LT E
EZTDRWIEGE ﬁk%ﬁ%ﬁﬁ DT leboLhIng, ZESIT, Zgiﬁ/ﬁu . RIS O a2
FHEY RE, BEICHY BT 7 FEHORIZE LT, BIEX iﬁﬁﬂ@fﬁiﬁ%llﬁl RV ZRTHZENTE D,
z 0)%/&\ REF2BRBE DO TR FM T D Z LN TE 5, MIREIEHE L, ROONIEREZRET 5729,
W, BEITGCTROONIBEEEZITO 12D, SHIZR2ZAHMZGI EEITTZ LN TE D, WIFEKIE
BB EHF'W\T JiRHEZEZ L2WGE, IKEHEZIY TFlebD e risnd,

Dans le cadre du réglement (UE) n° 536/2014 portant sur le médicament le comité se prononcera dans les délais
imposés par ce dernier, c¢’est-a-dire pour les €¢léments en lien avec la partie II des dossiers 45 jours et 38 jours pour
I’évaluation respective du dossier initial et des modifications substantielles éventuelles et 19 jours pour 1’évaluation
des réponses du promoteur aux éventuelles demandes d’informations complémentaires, sous peine d’accord tacite,
et pour les éléments en liens avec la partie I du dossier les échéances convenues avec I’ANSM dans le cadre de
I’organisation de la coordination.

AL ICEET D HIAI (EU) 55536/201475 OPHAN T, ZEXTMADHRSWIRANICER 2R ~5, £
A, FBEFO = MU 2 1EHMICIZ45H, *)JIEI@%iE@EﬂﬂﬁijlE&ﬂkE 1338 H ., BINOFHR DK
TSR3 2 WP R ORIZOFHEIZIZIOA TH Y, ZOHHZEE 72 HEI2E, AELIEbDLEARE
ND, EHONN— FPICET 2FHRICIT, EELHEKET 25T, .JI:?%DD T%ﬁ%;ﬂi% WERTEGE L
BIFINICE Rz~ 5%,

Les avis comportent les informations requises par I’article R. 1123-24 du code de la santé publique et sont
envoyés, pour information, a I’autorité compétente.

EREICIT, ARBAEEIRI23-24FCTUREE SNOERPE EN, MEOTZOFEEETICELN D,
Dans le cadre du réglement (UE) n° 536/2014 portant sur le médicament 1’avis sera transmis uniquement

al’agence nationale de sécurité du médicament et des produits de santé qui notifiera au promoteur la décision
unique (parties I et II) de la France.

BRI, R ICBIT D HAIEU)H536/201475 D Fl 22 N C - [ENLEESE 5 -+ (RAES 22 22 T IS D 70k
v, 77 AFEOWRE (/3= R, 23— FUZXF L TI2DH) 23, WFEKIEE IC@E S b,

Les avis défavorables rendus par les comités de protection des personnes sont transmis & la commission
nationale des recherches impliquant la personne humaine via le systéme d’information du secrétariat de la commission
nationale des recherches impliquant la personne humaine afin que cette dernieére les diffuse a I’ensemble des
comités et en produise une analyse.

PERERERZBEROBENRBERIT. ANEMRETIMRICHETIERZFEZERXFBEROGHR AT L%
WMUT, AR eETHMECHETIERZEZERICELON D, ERXEERIT. 2ZERIHFEREIBA. &
BradT o,

L’avis est signé par le président de séance.

BREL BENELT D,

8.2.7. Les relevés de décisions
8.2.7. IREDFLHK

Un relevé de décision de la réunion est préparé par le secrétaire général. Apres approbation par les membres du
comité, il est signé par le président. Il reprend les différents points de 1’ordre du jour. Il précise pour chaque dossier de
recherche les membres délibérants, le cas échéant les membres participants a la séance qui se sont retirés pour cette
délibération en mentionnant le motif de ce retrait, les rapports entendus et la décision du comité.

DBEOREDOREIL, FERENMERT 5, ZESETBDEKEDE, éaﬁﬂ%@#é %%@%ﬁ&
FIHIZOW T OIRENGTEER SN D, Bk, FMERIEICHONWT, BHREZEDORKRA, Lo T,
EHBCBIMLUNOHEBEZI LT Lz ETHF#IC i%ML&#otéﬁm&%\H%mwmﬁ . E£B
DOWTE Z A FLdR T 5,

8.2.8. Tragabilité
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8.2.8. FL—HEUT 1

La tracabilité de I’ensemble des dossiers de recherche et de leur gestion est assurée par le systéme d’information des
recherches impliquant la personne humaine.

ETOMREFDO P =Y EU T 413, ANEHRETHMEDTZDDIER T AT [ &> THEPR S,
EFHIND,

8.2.9. Archivage
8.2.9. T—HhA7

Les documents concernant un dossier de recherche sont conservés via le systéme d’information des recherches
impliquant la personne humaine dans des conditions garantissant leur confidentialité pendant une durée de 25 ans apres
la fin de la recherche ou son interruption anticipée (Art. R. 1123-16 du code de la santé publique).

TR BT 2 BHAIX, AFFEHE T XUTHT W4 254E ], MEBEREARIET 2500 F, ANkt LT
HIFFEDT-DODE R AT LB LT, REIND (ARMAEMR 1123-1657)

9. Adoption et modification du réglement intérieur

9. FRAMAOTIRK OEE

Le présent réglement est adopté en assemblée générale a la majorité simple des membres présents ou
représentés.

LA, BEICBWT, HEL T UFRE SN TV HEEOEMEEIC LV s s,
Il est communiqué a chacun des membres du comité et transmis a 1’agence régionale de santé et & la commission
nationale des recherches impliquant la personne humaine qui s’assure de sa conformité et le rend public.

LHANT, ZEROFEFRIEA O, #HTRERMEOANZ TR ETHRICHET LEFEAER
S, EEMEPHERShIER, EREZBERCL~TakEhD
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SIDCER-FERCAP Survey SOP

Version No. 3.1, 17 March 2020

1. SOP1 :AEHH

-1. B®

A SOP D HAFEIL, SIDCER FRET v 7T MZEBIT 5 ECHERGFEO Y n A2 L, EHMEEHET S
ZEThD,

1-2. Ra—7

A SOP 1 EC FHAFAFEEOH., W Z0OAGE., HiEEICHET oML 7o 22 HETDHH D
THD,

1-3. EHLU—o 70—
3. RESPONSIBILITY AND WORKFLOW

B, DT
i D HEH
&
3 Ay a—)
Submits e
Application & Tll‘%
Self-Assessment
forms &

proposes
schedule

Ethics
Committee

Start

Checks forms
& endorses to
FERCAP
EHH O Survey
& Committee

FERCAP FH&EZE

|= BNV &)

Sends
confirmation
letter &

FERCAP
Secretariat

FERCAP H3% 5

HF
BC I FF i 61E
oW TEhE NO,

advises

EC about
criteria

Makes a
decision on
EC
application

FERCAP
Survey
Committee

EC EF’DFJ = (-
x‘f’i‘éﬁ%nﬁ

YES

FERCAP

HEEZB =
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1-4. F$#HERAA
1-4-1. HEEH
JSFERAFIFLL T 0@ v,
® LC8 1EL L LEE SN TWDH Z &
® L7l b 30T harEEEL TS L
® JIEHFEANCA < &b 6 WAL EFEMIANLTND SOP 3D Z &
1-4-2. BRESREY
® [C /% TEC H35# (The EC Application) | & TEC HE3FAfi# (The EC Self-Assessment Form) |
BRI E AT D,
® FC Lt H R AR HT 5,
® [C X EC WFEE, EC A CFMiE, B X OWA AfRE % FERCAP FHRICIRH L, Fx= v 7 LIKR
&% %, FEOENHC X5 Tid, FERCAP Bl = —7 ¢ K — % —|THH L, FERCAP Bifi=—7
A A— % —7}3 FERCAP S5 75 & FERCAP & Z BTk T 5,
1-4-3. BRFEZDMER & KR
® FERCAP 5 i3 EC OFA H FE E DR B IS S 2 WS T 2,
® FERCAP ¥R 1% 3 H LAPIZ EC fli A AT 2 EC AL B3 L TERT D,
1-4-4. BFEEITHT HFIE
® FERCAP A Z B RIIHFEELZITHE - T, 5 15 HUNIZHGEEICET 2R EETT
L 7Z2WATIE FERCAP FAEE B 2T Z OH M % ECIZHA L, CD X ) ICHiFEEED
IZOWTHIET 5, WA SN 5HE 121X, FERCAP FH R A% EC Il M & 1% D,
® FERCAP HHHiT, HEELZZITH > TH b 30 HUMNICHERE (BHEHO &, LERE. 3
AHZR) CHEREOEREE ECIEMNT 2, FEOZEMIZ L - T, FERCAP Bilth=—7
4 X—F —InDERE, FHREFLENT D,

1-5. AESE (WEIEHER®Y

« EC:

WP ZEZBE 2 (ethics committee) DZ &, BB ERZESEZE S (ethical review board, ERB). f@¥
FHHEFTE L (ethical review committee, ERC) . AWFZEfFEZE B4 (human research ethics committee,
HREC) . Mgk 7 &% B4 (institutional review board., IRB). HFZEfHFEZ: B4 (research ethics
committee, REC). & & XiTND, AMBINT HWFZEEHHEIZHOWT, FIEOH DMEFEAIE TA KT
A MO TREFEEZFITAIMAOERADZ L THD,

- FERCAP Hifti =1 —F ¢ x— & —:

FERCAP Hitfsk, [ & X379~ 2% FERCAP & Z B AL R, F 2 IXE SR E B (NECAST, PHREB) DRFEH |
& B\ X, FERCAP itk /[E o EC f4 % FH¥ 9% EC * ~» h U —72 (FERCI, FERCSL, FERCIT, FIRREC,
NERCIM, PHREN, TAIRB %) DftFEH,

« FERCAP F 557

SIDCER == —7 .t x—4& —_ FERCAP == —7  x—4 —_ FERCAP 7' 11 7' A~ — % —, FERCAP 1%
FHY THERL S 41, FERCAP DF#&, EELET & L THERET 2,

- FERCAP fi&E LB % -

|
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SIDCER =t—F ¢ x— & —_ FERCP ==—5 ( x— & —_ FERCAP ' 11 /' L~ % — % —. FERCAP O
% FENC BT O E| A0 5 FERCAP Bl o —F ¢ 32— % — CHEgk S5,

1-6. XEWEFTEE (BR)
1-7. HtEBZ%E Annex (B&)

1-8. ZEXH (K8)

2. SOP2 FREF—LODHRA

2-1. BW

X SOP @ H 1%, FERCAP ## B 3 E . FERCAP FHEFF OMAL. 3B L OVSIDCER 3BE 7' 12 7T LlZmT T
HEENHEAEEZRET A uv A EMATAZ L ThD,

2-2. Ra—7

K SOP . FERCAP fH# B M E., FERCAP SHAEIEOMAL. B L OHEMEADEEDEEL T o X%
HETHHLDTH S,

2-3. EELI—4Hn—
3. RESPONSIBILITY AND WORKFLOW

FERCAP FA#E &
Sends call e
for FERCAP
Surveyors

FERCAP
Secretariat

Start

FERCAP F35 &

EC FRALIT IG5

Volunteer
for EC
survey

FERCAP
Surveyors

FERCAP Fi4x B

A BAHEE
B

Selects
Surveyor
Trainees

FERCAP FERCAP FH4TEE
HEEES
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2-4. F¥HBERER
2-4-1. FERCAP AEENHESE
® FERCAP F5%5 R FERCAP fiIAE B D U X M Zfifgsd L, EC FA 171 C FERCAP Fi4A Bl 2 PR,
® FERCAP ¥ MiT. EC ~DiEidEd L OFHARIH R REFDOEME 3 HEANIZ, FERCAP Fi&E U A
MZHS %, FERCAP & B # 5ET 5,
2-4-2. ECHHE~NDILE
® FERCAP Fi A B (% FERCAP Fli A Ik H AR IC KD & EC & ITIS 5T 5,
® FERCAP i B 1 3@ & (SIDCER-FERCA & 5E 03) & Fh frdt (confidentiality) » FIFRAHR (LT
COT) #2497 (SIDCER-FERCAP F§45 % 04) 2429 5,
2-4-3. FERCAP SAZEM DA
® FERCAP §i#A % B2 Cld, FERCAP FHATE A L R—DREICHOWVTCHE#HT D,
® FERCAP HiMi = —F ¢ 3 — & — (X FERCAP BiiFH&E B 2549 5,
® FERCAP 21— ¢ X —# —F 72X FERCAP 7' 11 77 L~ 3 — ¥ % —(%, SIDCER-FERCAP ZEFE4:1H (TOR)
& EEPAME . IR (proximity) (2 K3 % | FERCAP F§# B A o /3 — (FERCAP #& = —F 4 % — %
—. FERCAP EATFH#& B, o> FERCAP FA& R 2 4) Z{T:A7 % (SIDCER-FERCAP F#AZE 05),

2-4-4. RAEEWEEDEEIZDONT

® FERCAP Bl = —F ¢ x— % —|%, PHEBWHEAZHFET D,

® AT B AFHE A 1% FERCAP G AL 520 H AR I LS\ T EC AR ST 5,
® FERCAP Bitt = —7 ¢ x— & — L& EHEA 2 BT 5,

2-5. S (WEHBEBHR®)
+ FERCAP =t—5 ( x— & — : FERCAP DiE@h D%
* FERCAP EATFHA 8 : FERCAP fEFED Y —# — T, A HREEZENRT 5. RN EE 72 FERCAP 4

=

=

=

« FERCAP 7' 11 7' L~ F— % — : FERCAP OIHE D EHE#

+ FERCAP #fj# == —F ( % — & — : FERCAP F{ A& BT & 549~ % R Bh -5 72 FERCAP #i4 B

- FERCAP FHATHE : FERCAP fH#& = —F « % — & —. FERCAP TAFF§# 2. FERCAP #H&EH 2 4 TR S,
EC A D ERIT BT 2,

- A BMHMEA - FERCAP A B & LT, AHEHTOH

2-6. XERETRE (B)
2-1. HEEE ()
2-8. ZEXH (B8)

3. SOP3 FRED#(E

3-1. BH
K SOP @ H A1 FERCAP SRR HE, /A BWHE & BIHIGAE O 7- O O Ui i+ 5 2 & Th 5.
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3-2. Ra—7
7K SOP | FERCAP A EEFHA EWHE & BIHIFH A O BRI OWTHET 2 D TH 5,

3-3. BEFLU—v 00—

3. RESPONSIBILITY AND WORKFLOW

HET Sz H -
AT

Prepares,

finalizes & [ —_ 3
FERCAP —_ sends Survey BN GNETE)
Secretariat Agenda &

Survey Forms

FERCAP E¥5 J&

Receives PET 2 .
Survey Agenda AT A7 A

EERCAR & survey EC A2 Y
Survey Team Forms &
prepares for

EC survey

FERCAP G2 HE

Coordinate

Receives TAET S K .
Survey Agenda 25 B A
& Survey ey
forme s EC 74 %
prepares for
EC survey

Ethics
Committee

(FEPSES

3-4. FHHHEREA
3-4-1. ABT Oz U FDERERRRE
® FERCAP =1 —F ¢ % — 4 — £ 72X FERCAP Y 11 /' T L~ F%— v — (FERCAP HHE /DO —E) 1%,
T V= H &R L (SIDCER-FERCAP FHAZE 06) . Hof&iRET S, E7o, llH#E (speakers) %
EC & A RN T 5,
® FERCAP =2 —F ¢ 2 —H —F 72X FERCAP 7’10 /' A~ — T ¥ —Ti#E< L A& D 30 HETE T
IZBC EREIECHAET V= v X kM5,
3-4-2. FERCAP (A& SAEETHE L HMAED %R
® EC & FERCAP FAEIHIRAET ¥ = U X 2% FHY . Ak (SIDCER-FERCAP AT > 7 L 10), Jik
1T, TEIHOTFEUIC OV THREET 5D, EC 1% FERCAP FHAEHE A L R—Z RNk ZE D | 2l L 1ERE
AT S, EiENH AT FERCAP F5%5 )5 75 FERCAP FHATHE A L /X —IZ RPN (SIDCER-FERCAP 74T
TUTVIDNEENTHZEHTE D,
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® FERCAP FH5 /I LFHA D 15 H Al E TIZFHA 2 (SIDCER-FERCAP FH# 22 08—20), B I UGRET 7L
— | (SIDCER-FERCAP ## 5 > 7L 01—07) % EC & FERCAP A& HEIZ 264195,

® [C L FERCAP FAFEITAHAEAZ Y . AT (SIDCER-FERCAP A 2L 07), A—F =1 /%
WEC T LB T T L— N AT = EEMARE T LB 7 7 L— | (SIDCER-FERCAP 7
H7 7L 01—-02) & T, FERCAP SR BE,/FRA BWHE & BIMFHE I 2 2.

® EC /IR EICTf S8, AR OSHL, EC Ok 4 Z2T5EhCER 4 Flid L C. FERCAP 7
wHEFE BAHE & BIHERE M 2 5,

® FERCAP EATFHAE (FERCAP FAEHED—B) (XA IHTLE OE3£S & (SIDCER-FERCAP FHAEE 07) |
F—T = T RERERE T LB T 7 — R Z{ER L (SIDCER-FERCAP F#& 7 > 7' L 02) . 4
ot R EHE E BRI 2 5, FEOBEMICE 5T, ZHDHILFERCP i o —F 4 X — & —
DEB LD,

3-5. AFES (BB
3-6. XEHFTEE ()
1. HREE (B®)
3-8. ZEXH (BK)

4. SOP4 FREEWHEDRENE

4-1. BH
A SOP @ HAIX, FERCAP FA&HE, & BHHE DAL L OFERIZOWTHIAT AL Z L TH S,

4-2. Ra—7
A SOP X, FERCAP A FEFHE BWMHE DA B L OEMIZOWVWTHET 2D TH 5,
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4-3. EFELD—Hono—
3. RESPONSIBILITY AND WORKFLOW

Presents Evaluates

FERCAP topics Surveyor

Survey Team Start according to T:::‘:f:ts &

! Survey Debriefing
Agenda Session

A BHEED
S & A SO
e

FERCAP FH&HE RET K

(ZiR - TR DR

Ensures all

Ethics
Committee

documents

& materials
are prepared

ETOXEEER
DR T2 e

Evaluate
FERCAP
Survey Team/

Surveyor
RS FERCAP AT HE/
" TR B OFHE L
Ef~OES, Hi T
~DOBM, BB D=

Surveyor
Trainees

A BHE L

B AU T T
a D%

4-4. FHiHEHER
4-4-1. ABET7 OV FDAR
AL DT ¥ = &% SIDCER-FERCAP Fi& Bt FHEBHMEN Y = 7 LZEC TH Y, LFOEARE
End,
® (RIS A I 1T 2 Ml DER BT & R ERAYIRE
- Mk ENCR TS, BoOm O mEEA IR T 2 BUROE
- [EHUIROIERE, BH TR
® fii P A 0D FEfi K & FEAT - 5 72 6D DA
- EER R mEER A T A
- WEEAORA, FHMIO BT
- fREEADE
® EC OfiHilE B2 ORAEFIA
- SIDCER-FERCAP Fi# ZZFE4:H (TOR) , ¥ TN, SIDCER-FERCAP #f 4 SOP DA
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- FERCAP GH#&BE & §i & BAHE A= DA E
- SIDCER-FERCAP Fi# vk, FHATZE Mz (5 = - - )
© DA BEOHEK

® HiHiF A

VL EOERBIZX, BCO=—XITECTEET LI ENTE B,

4-4-2. FERCAP SRZEM SAEETHED Rk (B)

4-4-3. FERCAP SR&EW SAEEUHEDFEME (B8)
® i BWHME A — TR A B HE
® A~ BAHE L

4-5. AR (B8)

4-6. XEHRFTEE (B)
4-1. HREE (B®)
4-8. ZEXH (BR)

5. SOP5 IRithFAEDE®

5-1. BW
A SOP @ HAIL, BHEHE 21T DIEEICfE 4 D J7 15 (different methods) i+ 52 & TH S,

5-2. Ra—7
A SOP 1%, BIHIFHE ISR AIEESCHE A O HEEZIRETH LD TH 5,
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5-3. E¥LT7—4 Jno—
3. RESPONSIBILITY AND WORKFLOW

FERCAP £ B &

Issues Site

Leads ECsurvey Visit Evaluates | OOREERA i
FERCAP activities & Certificate & FERCAP
uses different
Survey Team methods during Surveyor Surveyors &
Site Visit Training EC survey
Certificates

FERCAP -5 2 ~— R A A

&
Coordinate TR BAHERER &
— DIAT
A TE

Assist
FERCAP
Survey Team
FERCAP &5 (R c?nduc‘ting
L R e e Visit

942

Surveyor
Trainees

A BAHE L

Coordinate

Cooperates Submits Site
Ethics with FERCAP Visit
c it Survey Team Evaluation &
ommittee _ in conducting Survey
FERCAP ﬁ}l}?ﬂﬁﬂi D Site Visit Group Photo

BIHFRA W )

T%

5-4. FzREA

5-4-1. EC FAEFEIDE
FERCAP FAAPEIXFRA BAHEAESC BC L L7223 5 BC OFAEE 2 8 L, HMFAEICB W TR~ 722
EC & HiEZ 5, A BWHEAIL FERCAP FRAPE DO BIHIGH A 2 3283 %, EC |% FERCAP A BEDHL
HFRA D FERIZ )3 D,

1) A—T o 2EDORE

AT = T EFBITHMPAEOHHIZ, EC A N—BXOAX vy 7HFEOL LRSS, A—7 =

V7RO BRE EC RO B & k& ERICHIT 5 & & H1Z, FERCAP FAAIEAY EC D 35 DO

AR THZETHD,

EC LY 57 L— b (SIDCER-FERCAP Survey Template 01) (ZH-S& . EC#E /- I13MEMm S

A7z EC R A, EC DIEL-ORiE, 1EE . EC OFR & ICHT 2 RIEWMERRT 2D,

® {LiHA BI% SIDCER-FERCAP & T > 7L — k 01 ZHWT, U TFZ2#RT 5,

® HIHIGRA D HAY - #ipH

® FERCAP FAHE & Fi4 BAFE £ Ok

® SIDCER-FERCAP ® 5 > HiH |2 35 < F4 71k
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a) HEEEHEK
b) BAREZ A&~ DEEW
c) BEIOLADTEM
d) RRBZEOBEETALX
e) XEEBLUVT7—haT
® EC A D ILHE & 72 5 BB R
® SR EH
o b7 IHRE DR
@/ — VT EEDAT Y a— )
FERCAP FHABE & fi#& BAMEA T B4 . BLOHEAA D OMERFFERHOE, COT HEE EC (2
T 5,

2) ECEXRBLEEHRDRE
FERCAP FHAHE & A BWHE T, SUEAE T — A 7T HIEZHERT H7-0, BC HER L ik % A
4%, FERCAP JHEHE L SHEBHHEEITHFEE %2 CEILT D (SIDCER-FERCAP FHAEE 08 21 ),

3) EC Mk, #H&I#4A. ECTOR (RFELKIE) OER
FERCAP FHAHE & A EAMEEIX BC MRRIE STV A E Hillk G & 72 53, B, iz, B

FOVEC 185 DFEAR & 72 D EWNY, lW%ﬁﬁﬁﬁ&ﬁ4h74/@%#%m%%ﬁﬁéommw%ﬁ
AL A BWHMEAIL, EC FHR &Mk ICB W CTENEG LOEBEMMEREA, T4 R4 05 LR
A%ﬂax%;bIm#%h%%&@iokﬁ%bfméﬁ%#m¢éImmwﬁﬁm&ﬁﬁéﬁ
{E4EIX EC TOR %335, FERCAP FHAHE & & BHE A IXHFE % CELT 5,

4) ECHEBERBRNDER
FERCAP FHAHE & 87 EAHE LI BC R EME MO 21T 5,
® EC# K. EC AU \— ECHER., EC A% v 7 DIEm PR aFE L. BN S 50 FIAEHHE
RAERRES VTV ENE 9 D a ke 5,
® ECi%f. EC A L /3— EC HBRD TOR 2 3A L, IR R OMKEEME (continuity) , FE, #E
¥ (maintenance) IZ2OW T, FH-REZXNEMAICA 7> b (regular input of fresh
ideas) S TWND NI DWW THERT 5,
® ECHERBHEMZMA L, LLTFIZ oW THIlT %,
a) BIELHDOECZEEH
b) EC A UN\—DOEET 2EMME. BLUEK
c) WEGHDEFER EC A /\—
d) FERIFEAVA—DEENTLEH,
e) HERD EC A UN\N—HREFENTULEN
f) BELBELL
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g) WIEZERLE
® BC A% v 7 DG IENG | MkfetE, g O, B 72 B R MRAE S LTV 5 2> (ensure)
EHERET D,
® EC 2% v 7IEHMIZHOWTLL F DA A+ 5
a) EC OEBZETITTHRILEAH
b) ECRX%& v IJDE
® [C i, EC A2 /3— EC HH R OBHMETIRIZ DWW TLL T 28 %,
a) EHMHRMIE HKERERE
b) Jy k-2 U=AL-TS39T74X
c) SOP
® EC 2% v 7 DWHERFRIZ DWW T F &2l d 5.
a) ECEHBRIRIAV L

b) SOP
® FC /N =YL& > |k (independent Consultants) [E¥RIZ-DOWTCLL T ZHERT 5,

a) {Ed. 224
b) BREZE
@ ECi#E. ECEZEE., ECHER. ECA%Z v 7 ECHN oYL EZ o N ORBESFE:, 8 XN C0T 2HY

IZOWTHERR T 5,
® FERCAP FHAHE & A BWHEA I TF A A SCE(LT % (SIDCER-FERCAP A ZE 09 i f) .

5) ECSOP &£ EC 74+ —LDERX
FERCAP #HA&HE & & BWHMEA TR . BLXOMEEDECSOP & EC 7 4+ —AIZOWTEHMEL., LLTFO

AW 5,
® T RTPDECSOP & EC 7 4 —AT5EATH D7 (BEC O, 2HREDY SOP |2 k> T ST
W5)

® T XTODEC SOP & EC 7 4 — LI —EMNRH 25 0

® X TDEC SOP & EC 7+ — LN ENAOMmEFEH], BLOHA KT A L Z2BFLTNDHD
® C SOP & EC 7 4 — L DfkHERI 72 AL L & BUEDN & 5 1>

FERCAP FRAHE & FiA BWHE I35 A 4 3CFE 3% (SIDCER-FERCAP A ZE 10 21 ),

6) ECTORILIZ7AILDEE

FERCAP FRACHE & SE BAHMEAE T, £ SHEMIC BC NERE LD L 5 o7 e har Ty
A NNZDOWNWTEHERT D,

® SIDCER-FERCAP A EE 12 2 L CLLF 25 E T 2,

a) ECICRRESN-HE RREEHOEE
b) R, REBEI =T XTD(complete)XE%. B LY &Y (communication) £ EHTE
95,
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c) BRESN-TO FaLDEEEHERT S,

d) RRIN=TOFILORBTZEEDIA D PELBIZEET D,
e) REABANZECOHAAY MIH->TWEINEEET D,

f) E#&7Ai%(communication procedures) = B&ET 5.

® SIDCER-FERCAP G EE 13 2 i L C. EHIC K 2 0HEEDOE %23 M4 5,
® SIDCER-FERCAP A EE 14 2 L C., MR EDE 25t d 5,

a) {EIEZE(amendments)DEE
b) 7O rILD&RE. BR. EETFOEE
c) EWHEE. BRRBEE KERHYUTIL) OEE
® SIDCER-FERCAP FRAZE 17 % FHVN T, SAE (Serious Adverse Event, AEREERS) MEFEON
FH 72 TN DFEEICOW T FOEEFHET 5,

a) SAE [ZHAFRAIZ EC IZHR&EShTLV S,
b) SAE [Z@EHIZEZE Sh. £EL(Full Board Meeting)IZ$j&E s h TLV S,

c) SAE B I740—F v TEhXEILENh TS,
® HlHF A HEEDORE 4T 5,
FERCAP FAAEE & & BEWHE A I IF A A SCELT 5,

7) ECEED7I A, ECEENEELH. EC DY & Y (communications) = BET 5,
® FERCAP JRAHE & SRA BWHEAIZ EC 20T V= v & BC 2D #Hdk, EC D00 &0 R EW

7o NV EFHMEY 5, FERCAP FRASHE & A BAFHME £ 1358 E 2 CE(L 35 (SIDCER-FERCAP Ff 4
=16 ),

8) ECRERE~DAVAE1L—

FERCAP F#ABE, FAABHHMEAIL EC #HE. HAW@EnyA~(E$ RIS (lay) . SAE Fi4
B). BC %R, BC A ¥ v 7\2fEfm, HHE, EfE. FEBIZOWTHEERY 217V, §ERME, ok
5Lﬁofw5®ﬂ\Eﬁ_;émzwp%gwawéﬂ F - EBEIZOWTHIWTT %, FERCAP
FABE & A BAHE AT A 4 (k3% (SIDCER-FERCAP FRATZE 15 24 1),

9) EC £ E%(Full Board Meeting) 852

FERCAP FRATHE & FA EWHE AL ITLL T 2§~ 5 72 I EC ZRERZHET 5,
® U EA L X7z EC SOP, B (requirements) . HlHI~DESF 2 ¥4 5,
O SEAFHE T OVWTHIWT FEDORERPHI->TEY, A= THDH)
® COl NECIZE - TEDEHIITEHINTWIENHET D,
® EC O EEREFIRAHET 5,

® EC OIH A & IE DT DBUESCEIEITHE > TV D 0 E T 5,
® T u—7 v TRHEFHREDDDLNE I NEEWT 5,
FERCAP FHATHE & A BEWHE £ IX5F A %4 0 k3% (SIDCER-FERCAP A ZE 11 M H)

- 12 -
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1 0) HE#IESE(daily summary meeting)D £
FERCAP A& HE & A BNHE X, |1 ARFRFESE GEABR) 237 5.
® Z D HOFELHEDORER, AT O T FIZ OV T T Do
® FEFEREZ ST L, RELTWAEREFFELZI AT, RELTWAERO 7+ —T v 7O
72D E B AR D FHE 2 32T D,
® BIHIGHAECHAF MO R 2 — 7 2 EH 3 5 a[gEtElc >0 Tk T 5.

11) V=S U 2EB0%EE

® —S{TFA BI% SIDCER-FERCAP ##&T > 7 L — b 04, 05 T, WA, B L OMkiEa <
NZIUCE T 2O BEAFHR L. /S — MZIERT 2,

® T EEIIAMRIESH L /N —TOREITESX /u—V 0 VESEO T LY T — g v
D EFG % BT % (SIDCER-FERCAP #i#E 7 > 7 L — bk 03 2 /),

o LILFAEBIIT LBV T —va v OREmEREK L, MANORELZ K, ML L BEFHEIC
DN TRAKIRIE ZFT 9,

12) 90— U5 REDER
FERCAP FHAEE & & BAHE AT, Rk ii&ns i &8s % ECIZREKRT 5,
ECORK LI/ m—V Vaigz L 2 HIZUL FTO@EY Th 5,
® B A~ EC O34 & JERIZ 37 % T
® SIDCER-FERCAP @ 5 DD IEHE|ZFLS < G R OFE
® JHAHE B IZ OV T EC & i
® LTDORDFHE L, TDBRDIEER AT ¥ 2 — /T DN TR
a) BFAERAE
b) AEREE
c) 740—7 v JHRAE
d) FERCAP & EC 0:&E#&
® EC DT N TOERM & & RA~DXIS
5-4-2. BFAEIIAE. AEETHEHAZDORIT
1) FERCAP SAZEI—7T 1« *—42 —I(Z EC [CIRHFAEIIAE # H179 H(SIDCER-FERCAP SAE T >~
TL— bk 06 EEHH).

2) FERCAPSlZEI—7T 1 *—4% —(&. FERCAP SHE&. AESVHELICHEATHEIRAZ £ H1T
%(SIDCER-FERCAP & T > JL— k 07 Z{& /),

5-4-3. BRFAEFMEATVNNDEE
1) FERCAP & a—7F 1 *—4 —I[%. SIDCER-FERCAP fJ&EZ 21 #FH\\T FERCAP AZEE % 5T
fliL. I|hFAE% 3 BLINIZ FERCAP SAEZRERIZ T4 — FN\Y O H#I1EHT 5,
2) EClZ. ECOBABERELT., RAETNDERIBLANICHABRIMNESTEXIRHT 5,
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5-4-4. REEFFMEEFAERFDOER. 20T 7 U RER. ERITA(violation)E &

1) FERCAP FAZa—7 1« *—%2 —I&. SIDCER-FERCAP A&EZE 21 #FHL\T FERCAP SAEE % &F
i, FREAER 3 BLURIZ FERCAP HEZERICT 4 —FN\Y I ZRET S,

2) % L. SIDCER-FERCAP SAZEWIEETLIE(TOR), SIDCER-FERCAP iiZ& SOP M o Mi&fi, ER
NH-o=HEICIK, HitAEER I BHUAIZ, fhd FERCAP HREMA V/IA—D b EEINT:
FERCAP flZEa—T 4 *—42—HW . AEI VT4 7 U RAERBEESIDCER-FERCAP SAEE
23)ERET B,

5-5. AESE (B®)
5-6. XEWETEE (BF)
5-1. REE ()

5-8. ZEXE (B§)

6. SOP6 FHEHMEEDIERK

6-1. B89

AKSOP @ HEE, AEFREEDOEK, E., BLOKEOT o AEHNATHZ L THS,
6-2. Ra—7

A SOP 1%, FAEMEZEDOIER, EE, KRBOT v A2 HET D,

- 14 -
S157



goon

6-3. EFLT7—o 70—
3. RESPONSIBILITY AND WORKFLOW

FERCAP
Survey Team

FERCAP FH4TEE

FERCAP

Prepares,
reviews, provide
inputs to,
finalizes & _
submits the [ A EEp DK (=
survey Report. [T E S TR
ik, FEE. 2

Start

Reviews &

recommends
Su rvey for approval
. the Survey
Committee = i
Report A E D F A

»é}j\ He
FERCAP &R

FLESE e

EC ~h A
EEE A

= T8

Sends the
Survey
Report to
the EC

Reviews &
approves
the Survey
Report

FERCAP
Secretariat

TRE A ED
A &K
FERCAP 75 &) AR

6-4. FFHHERAA
6-4-1. ABEMEZDER
® FERCAP E(TLFA BI%. BIHIFAE D O TR COMET 2 FHREINET 5,
® FERCAP HAEFE BT, BIHIFHE®R 3 AUNICZ u— 0 Vg LYo 5 —o g o, HEBNHER
i, AEBEFRER. WEEHEED 7 NV —T U —7 2T 5,
® FERCAP HTAHA B IX, MARSTERRZAER L, BUHIFAAR 2 M LN FERCAP A BE A
N—IZEfT 5,
® {10 FERCAP FHABEIXFR AR E H R R ITE L4424 L FERCAP L& B I FRRAZEIE L 5 2 T,
FERCAP FHZEHEIC X B &GBICTe ) TR EZ 2 E S Y5,
® FERCAP FHE T A TRAT MRS 4 K38 L. FERCAP AL BB HGRAT 3 T LA I ek s A i
w#% FERCAP L B AT T 2,
6-4-2. FEBREEDERZEHE
® FERCAP Bilfi=—7  r— % — (FERCAP &EZB D —H) 13, BHOREFECHBEIC OV TR
KRS ELRAEET D,
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® FERCAP Hilh o —F ¢ 3 — & — TR MG EOAGR 2 E)E L, FERCAP FRAHEN O A
ZHE L7- 3 HLAWIZ, FERCAP FHAEHH RICHEH T %,

6-4-3. ABEHMEEDER

® FERCAP =t —F 3 — & —F 2L FERCAP 7' 11 75 L~ F— % — (FERCAP /D —8) 13, &k
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PREFACE

In 2000 TDR WHO introduced the Operational Guidelines for Eth-
ics Committees That Review Biomedical Research, which has con-
tributed globdly to the devel opment of independent and competent ethi-
cd review. TheOperational Guidelines provide essentid guidance for
the development of the congtitution, composition, and procedures of
ethics committees (ECs) and ethicd review systems. The ethica review
of research involving human participants provides an essentid measure
for safeguarding and promoting the protection of persons and commu-
nities.

This guiddine on Surveying and Evaluating Ethical Review Prac-
ticesisintended to be complementary to the Operational Guidelines.
Its purposeis to facilitate and support procedures for asssting the de-
velopment of quaity and transparency in ethicd review. The Guiddine
Is developed as a means to contribute to the education of ethics com-
mittees through review and evauation of their practices. It isdso in-
tended to contribute to justified public confidence in the ethical review
of reseerch involving human participants. Findly, this Guiddine is in-
tended to assst public authorities and nationa associations involved
with developing ethical review syslems in promoting good ethica re-
view practices.

Theethica and scientific sandardsfor carrying out biomedica research
on human subjects have been developed and established in interna-
tiond guidelines, including the Declaration of Helsinki, the CIOMS In-
ternationd Ethica Guiddines for Biomedica Research Involving Hu-
man Subjects, and the WHO & 1CH Guiddinesfor Good Clinical Prac-
tice. Adherence to guidelines, as well as nationd legidation and other
ingruments, helps to ensure that the dignity, rights, safety, and well be-
ing of research participants are promoted and that the results of the
investigations are credible.

This Guiddline relies on the established standards for internationd re-
search ethics and Good Clinica Practice as the primary reference for
surveying and evauating the practices of ECs. In particular, the WHO
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& ICH Good Clinical Practice Guiddines provide afundamenta frame-
work for gppreciating the role and responsbilities of ECs in the re-
search process. The specific needs for the composition and functioning
of an EC are provided in the TDR WHO Operational Guidelines for
Ethics Committees That Review Biomedical Research. The Decla-
ration of Helsinki providesagenerd ethica framework for al persons
engaged in the conduct of biomedica research.

Vi
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1 OBJECTIVE

The purpose of thisGuiddineisto contributeto an internationd frame-
work for surveying and evauating ethica review practices. Ethicd re-
view provides essentid guidance on research proposals and helps to
ensure the protection of participants. The assurance of research pro-
tections for individuals and communities requires the establishment of
sandards for ethicd review and the evauation of the performance of
ethica review sysems, including the functioning of ECs.

More recently thereis growing national and internationd interest in en-
suring thet ethical review achieves the highest sandards with regard to
the protection of individuals and communities. Some courtries and
regions are in the process of determining methods for evauaing the
performance and qudity of ECs. In particular, accreditation systems
for ECs based on an evaluation of their corstitution, Standard Oper-
ating Procedures (SOPs), and practices are under devel opment in sev-
erd countries. This Guiddine provides a common reference point for
gppreciating good ethical review practices and promoting transparency
in the work of ECs,

ECs have a public responsbility whose fulfilment requires good prac-
tices for ethicad review as wdll as the ongoing education of ther mem-
bers. As part of good practices, there should be a system of quality
assurance for surveying and evduating the performance of ethicd re-
view systems. Thisinvolves the development by ECs of internd quality
assurance mechanisms, such as salf-assessment checklists, designed for
sef-gppraisal. Further measures include independent externa evaua-
tions of EC practices designed to advise, educate, and improve the
ethica review process.

2 THE ROLE OF ANEC

ECs have been established to provide ethica advice to researchersin
order to assist decision-making on the adequacy of proposed research
projects regarding the protection of potential and actua human partici-
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pants. In order to fulfil thisrole it is essentid that ECs are condtituted
and perform according to four principles for ethica review: independ-
ence, competence, plurdism, and transparency.

The Declaration of Helsinki, Good Clinica Practice Guiddines, and
other internationa and nationa instruments require the ethica review of
research prior to its commencement. These instruments also require
ECsto perform regular follow-ups to research projects for which they
have provided a postive decision. In their decison-making, ECs must
be independent of the sponsor, the investigator, and any undue influ-
ence.

ECs must be appropriately constituted and adopt written SOPsin or-
der to achieve independence and qudity in decison-making.

3 THEPURPOSE OF SURVEYING AND EVALUATING ECs

The purpose of surveying and evauating ethica review practices isto
asss ECsinreviewing ther practicesand gppraisng performancewhile
aso providing a means to assure the public that the ethica review of
research proposals is carried out according to established standards.
The survey should establish the basis for an independent eval uation that
provides relevant information to parties having a legitimate interest in
the appropriate functioning of an EC, as defined within the framework
of nationd legidation or mutualy agreed to by the surveying entity and
the EC. An independent evauation should provide an opportunity for
an EC to receive advice on its congtitution and operation.

In recent years ECs along with hedlth ministries and regulatory authori-
ties have taken measures to improve the process of ethical review. In
some ingtlances these measures have included independent reviews and
evauations of ECs as ameans to improve practices and achieve more
confident results. There has dso been an interest on the part of re-
searchers and sponsors to have more information regarding the func-
tioning of ECs.
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At present only a few countries have alegd or regulatory framework
for assging in the evduation of ECs, while the framework for the in-
gpection of dinicd tridsiswell established in some countries. ThisGuide-
line suggestsacooperative and educative modd for surveying and evalu-
aing thework of ECs, being concerned lesswith ‘ enforcement’ of stand-
ards and more with ‘learning’ from the review of practices.

4 THE APPROACH TO SURVEYING AND EVALUATING
ETHICAL REVIEW

A predefined framework should be established for surveying and evalu-
ating ethical review practices. Such aframework may be established by
nationa hedth or regulatory authorities, or it may be agreed upon in
cooperation with naiond, regiond, or internationa associations. The
framework should definethe responsble entitiesfor surveying and evalu-
ating ECs as well as the circumstances and frequency of the reviews.
Where no predefined framework exists, ECs should be able to avall
themsdlves of surveillance and/or eva uative processes or other quality
assurance mechanisms.

Open and frank communication should characterise the surveying and
eva uative procedures, with both the independent surveyor and the EC
providing asupportive structure. Independent surveyors should be bound
by aconfidentiaity agreement prior to the commencement of thereview
procedures.

5 SOPs FOR SURVEYING AND EVALUATING ETHICAL
REVIEW

SOPs for surveying and evauating ethica review practices should be
developed in advance of the activities taking place. These SOPs should
provide detailed guidance on the requirements for assgning independ-
ent surveyors, as well as procedures related to conflict of interest and
confidentidity, the development of survey plans, the documents to be
reviewed, and the writing of the evauative report and its distribution.
The SOPs should be based on the predefined framework for surveying
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and evauating ethical review systemsand/or the actua practices of spe-
cific ECs. These SOPs should be flexible, where necessary, in order to
meet the needs of specific sysems and their ECswhile permitting com-
prehensives reviews.

6 ASSIGNING INDEPENDENT SURVEYORS

Independent surveyors should be appropriately trained and quali -
fied for carrying out the review of ethical review practices. The as-
signment of an independent surveyor or surveying entity should be
based on qualifications expressed in SOPs for a regiond, national,
local, or specific ethical review system.

Independent surveyors should have experiencein working with qual-
ity evaluation, preferably within ethical review systems. They should
also have demonstrated communication skills and preferably expe-
rience in education. Independent surveyors should be thoroughly
familiar with the requirements, practices, and needs of ECs, and
they should be knowledgeable of the legidative and regulatory frame-
work in which the EC to be reviewed is working.

7 CONFLICT OF INTEREST

The independence of the surveyor is an essentiad guarantee for the va
lidity of the survey and evauation findings. Any red or potentid conflict
of interest on the part of an (candidate) independent surveyor should be
declared prior to the review activity to both the entity responsible for
assigning the independent surveyor and the EC. A conflict of interest on
the part of an independent surveyor may include financia, research,
and/or professond involvement on the part of the independent sur-
veyor with ingitutions or persons submitting gpplications to the EC or
direct involvement of the independent surveyor with the EC. Where
subgtantia conflict of interest is determined, the assgnment of theinde-
pendent surveyor should not take place or be withdrawn.

S194

goon



8 CONFIDENTIALITY IN THE SURVEY AND EVALUA-
TION PROCESSES

The survey and evauation processes should be designed to guarantee
the full confidentidity of patients'research participants, community, and
research design and data. The independent surveyor should sign acon-
fidentidity agreement prior to the initiation of any survey-related activi-
ties that bars the disclosure of information considered confidentia to
patientsresearch participants, communities, researchers, sponsors, or
the EC itsdlf. Correspondence and information related to the survey
and evauation processes, including the find report, should not contain
confidentid information. In addition, the findings as well asthefind re-
port should be available only to those parties defined in advance by the
entity responsiblefor conducting the survey and evauation or otherwise
mutualy agreed to by the independent surveyor and the EC.

9 WORKING DOCUMENTS

An independent surveyor should review the standards, regulations,
guidelines, congtitution, SOPs, and/or project specific requirements
gpplicableto an EC. In addition, the working documents of an EC may
be reviewed, including meeting minutes and officia correspondence.

10 SURVEY PLAN

A survey plan should be designed for each review activity, taking
into consideration the reason for the review. The survey plan should
be drafted by the independent surveyor and communicated in ad-
vance to the EC for agreement. The plan should be designed in ac-
cordance with an SOP for surveying and evaluating ethical review
practices.

The survey plan should indude the following:

10.1 identification and location of the independent surveyor;

10.2  identification and location of the EC, aswel asthe personsrespon-
shlefor representing the EC during the survey and evaudtion;
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10.3

104
105
10.6

10.7
10.8

10.9

10.10

10.11

10.12

10.13
10.14
10.15

identification of the personsto be interviewed by the independ-
ent surveyor;

reason for the survey and evduation,

objectives and scope of the survey and evaluation;

expected time and duration for each mgjor survey and evalua-
tion activity;

date(s) and location of the survey and evaludtion;

schedule and purpose of mesting(s) to be held between the
Independent surveyor and the EC,;

language in which the survey and evauation isto be conducted
and any arrangements for trandation;

confidentidity requirements and confidentidity Statements;

identification of reference documents to be used by the inde-
pendent surveyor (for example, the gpplicable standards, regu-
lations, guiddines, SOPs);

documents of the EC to be reviewed (for example, congtitu-
tion, SOPs, minutes of meetings, relevant correspondence);

digtribution of the report, if gpplicable;
foreseen follow-up actions to the survey and evauation;

expected date of the survey and evauation completion.

11 THE CONDUCT OF A SURVEY AND EVALUATION

The survey and evaluation of an EC should be conducted according to
amutudly agreed survey plan that includes the following:

11.1 Opening Meeting

The survey and eva uation begins with an opening meeting between the
independent surveyor and the representative(s) of the EC. These rep-
resentatives should be gppointed in accordance with the SOPs of the
EC or determined by the chairperson of the EC. It is expected that an
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officer (for example, chairperson, assistant chairperson, or secretary)
will be present at the opening mesting.

The objectives of the Opening Meeting include the following:

11.1.1 review of the purpose and scope of the survey and evaluation;
11.1.2 review of the survey plan;

11.1.3 discussion of the documents to be reviewed,

11.1.4 discussion of the current practices of the EC;

11.1.5 discussion of any consderationsreating to laws, regulatory re-
quirements, or guiddlines affecting EC practices,

11.1.6 daification of arrangements for contacting the representatives
of the EC during the survey and evaduation;

11.1.7 confirmation of the time and date for the dlosing mesting.

11.2 Review of Documentation

The independent surveyor is required to review the condtitution and
SOPs of an EC. The independent surveyor may aso need to consider
other working documents of an EC, such asthe gpplication form, deci-
son form, specific procedures for reviewing certain kinds of protocols,
evaduaion forms for reviewing applications, and minutes of mestings.
The documents to be reviewed may include the following information:

11.2.1 Documents Referring to the Establishment of the EC

11.2.1.1  theauthority under which the EC was established;

11212  adaement from the EC indicating the rdlevant laws, regu-
latory requirements, as well as appropriate national and
internationa guidelines according to which it operates;

11.2.2 Documents Referring to the Member ship of the EC

11221  the membership requirements,

11.2.2.2 thetermsand procedure for the gppointment of members
of the EC;
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11223
11224
11.2.25

11.2.26

11.2.2.7

11228

the conditions of appointment;
aligting of current and previous members of the EC;

the curriculum vitae of current and past members of the
EC;

a decription of the requirements for holding EC offices
(for example, chairperson, secretary);

adescription of the responsibilitiesand duties of the offices
of the EC,;

the quorum requirements,

11.2.3 Documents Referring to Applications Madeto the EC

11231

11232

11.2.33
11234

11.2.35

the published guiddines for submisson of applications for
the review by the EC;

the required documentation to be included in the applica:
tion;

the regigtration procedure for applications;

the maintenance of records for communications regarding
the application;

the review procedure timelines;

11.2.4 Documents Referring to Review Procedures of the EC

11241
11.24.2

11.24.3
11244
11.245
11.24.6

the meeting procedures;

the provisonsand conditionsfor expedited EC review and
decison;

the elements of the review of the gpplication;

the decision-making procedure;

the procedure for communicating a decison;

the follow-up review;
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11.2.4.7  the documentation and archiving procedures,

11.25 Documents Referring to Actions Taken by the EC

11251 thematerias submitted by gpplicants;

11.25.2 thecorrespondence regarding applications, decisions, and
follow-ups;

11.25.3 therecord of incomes and expenses of the EC;
11.254 theagendaof EC medtings,

11.255  theminutes of EC meetings,

11.25.6 thedecisonsand advice provided to applicants;
11.25.7  interim and annud reports during follow-up;

11.25.8 natificationsof completion or premature sudy suspensions/
terminations;

11.259 find summariesor reports of sudies;
11.2.5.10 regular (annual) reports of the EC.

Theindependent surveyor should aso review the manner in which docu-
ments arefiled and stored, including previous versons of the EC condti-
tution and/or SOPs.

11.3 Survey Observations

All survey findings should be documented. Following the survey, the
independent surveyor should review the findings and present an evalu-
aion. The independent surveyor should ensure that these findings are
documented in a clear and concise manner, without disclosing any pa
tient/participant, researcher, sponsor, and EC information of a confi-
dentia nature. The findings should be, where possible, supported by
objective evidence and reference made to the relevant requirements.
The evduation basad on the findings should assst the EC in improving
its working procedures.
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11.4 Closing Meeting

At the conclusion of the survey and evauation, ameeting should be held
with the independent surveyor and EC to review thefindingsand darify
any misunderstandings. The meeting should be of amutualy supportive
nature.

11.5 The Report

The report should reflect the findings and evauation of the independent
surveyor. It should be dated and signed by the independent surveyor
and contain, a the minimum, the following items

1151 identification of the independent surveyor;

1152 identification of the EC and the representative(s) of the EC;
1153 objectives and scope of the survey and evauation;

1154 survey plan;

1155 identification of thefacilities, personsinterviewed, and thedocu-
ments reviewed;

1156 findings of the survey;
1157 theindependent surveyor's evaluation based on the findings;

1158 obsarvations and recommendations for corrective actions or
areas of suggested revisionsin practice;

1159 report digribution list;

11.5.10 dgnature and date of the independent surveyor.

Both the independent surveyor and the EC should retain a copy of the

report for the sametime period for which the EC storesessentia records.

11.6 Addressing the Independent Surveyor's Findings
and Evaluation

The EC is responsble for determining, initiating, and completing the
actions required to address the findings and evauation as presented in
the report. These actions and a time period for their accomplishment

10
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should, if appropriate, be communicated to the independent surveyor
within a reasonable time period following the receipt of the report.

11.7 Follow-up

A follow-up survey and evauation may be appropriate. A survey plan
should be prepared by the independent surveyor for the follow-up re-
view and agreed to by the EC. The EC isresponsible for determining,
initiating, and completing the actions required to address the findings
and evauation as presented in the follow-up report.

11.8 Final Report

The independent surveyor should present a find report containing the
find set of findings and an overdl evduation supported, where possible,
by objective evidence. Thefind report should be communicated to the
entity under which the survey and evauation takes place, the EC, and
others as defined within the framework of nationd law or as mutualy
agreed by the surveying entity and the EC.

S201

goon



goon

12

S202



GLOSSARY

The definitions provided within this glossary gpply to terms asthey are
used in these Guiddines. Thetermsmay have different meaningsin other
contexts.

Community

A community isagroup of people understood ashaving acertain identity
due to the sharing of common interests or to a shared proximity. A
community may be identified as a group of people living in the same
village, town, or country and thus, sharing geographica proximity. A
community may be otherwise identified as a group of people sharing a
common &t of vaues, acommon set of interests, or acommon disease.

Confidentiality Agreement

An agreement signed by the independent surveyor prior to the initiation
of asurvey or any survey-related activities that bars the independent
surveyor, the survey and evauation process, and the report from the
disclosure of any patient/participant, researcher, sponsor, and EC
information of a confidentiad nature.

Conflict of Interest

A conflict of interest arises when an independent surveyor holds any
red or potentid financid, research, and/or professond interests that
may affect the vaidity of the survey findings and evaduation.

Congtitution

A document establishing the authority under which an EC isestablished,
the mandate and remit of an EC, and generd provisonsfor itsactivities.
Theterm'congtitution’ may be replaced at times by other terms, such as
‘terms of reference.

13
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Decision
Theresponse (positive, conditiond, or negative) by an EC to an gpplicant
following the review of an application.

Evaluation

The assessment by an independent surveyor of the strong and weak
points of an EC's practices based on the findings of a survey.

Findings

The findings of a survey based on the purpose of the survey and the
materias reviewed by the independent surveyor. The findings should
refer to pecific observations made by theindependent surveyor and be
supported by objective evidence. Findings express the independent
surveyor's conclusions regarding specific procedures or systems
reviewed according to the revant requirements. The findings are the
basis for the independent surveyor's evaluation of the ethica review
practices of an EC.

Good Clinical Practice (GCP)

A standard for the design, conduct, performance, monitoring, auditing,
recording, analyses, and reporting of clinical tridsthat providesassurance
that the data and reported results are credible and accurate, and the
rights, integrity, and confidentiaity of research participantsare protected.

Independent Surveyor

The person(s) responsible for carrying out the survey and eval uation of
an EC.

Report

A written evauation by the independent surveyor of the results of the
survey and evauation. Thereport may taketheform of an'initia report’,
‘follow-up report’, or ‘fina report’. In al cases the report should not

14
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disclose any patient/participant, researcher, sponsor, and/or EC
information of a confidentia nature.

Resear ch Participant

Anindividua who participatesin aresearch project, either asthe direct
recipient of an intervention (for example, study product or invasive
procedure), asacontrol, or through observation. Theindividua may be
a hedthy person who volunteers to participate in the research, or a
person with a condition unrelated to the research carried out who
volunteersto participate, or aperson (usualy apatient) whose condition
Isrelevant to theuse of the study product or questionsbeing investigated.

Sponsor

An individual, company, institution, or organisation that takes
respongbility for the initiation, management, and / or financing of a
research project.

Standard Oper ating Procedur es (SOPS)

Detalled, written ingructions to achieve uniformity in the performance
of agpecific function.

Survey

The activity of reviewing ethica review practices, usudly those of a
specific EC, in order to analyse and evauate those practices with a
view toward qudity improvement and trangparency.

Survey Plan

A plan stting out the specific practi ces, resources, activities, and timelines
relevant to a particular survey and evauation.
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Comments and suggestions on dl aspects of these guidelines are welcome
for consideration in future revisions of this document. Please correspond
with:

Dr Juntra Karbwang
Clinica Coordinator
Product Research and Development
TDR/CDS/'WHO
CH-1211 Geneva 27
Switzerland

Td (41) 22 791 3867/8
Fax (41) 22 791 4854
E-mail: karbwangj@who.ch
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