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International Conference on Streamlining Ethics Review

Process for Multicenter Clinical Research in Thailand
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A ofuil 22-23 gatau 2561 n15Useyud Eastin Grand Ho-
Lgxltel, AFHAN Jnlae National Clinical Research Center,
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PROMOTING CLINICAL RESEARCH FOR THAILAND
4.0: WHAT ARE NEEDED AND HOW THE NEEDS ARE

MET?
a s a (3 )
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4.0  Fadunswauilssmanie

uIMNTIU NIMeau digital technologies, electronics, smart
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farmer, tourism and lifestyles 53u89AU Health and Medi-
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Wioraefufumssuum I somenainiieliiintswmuntenai
Snmingreaniuazgndesnundnatesssunisidelunseudiu
Tnginensidiiauedefivaesuliannistundoussuunisise
nanadnda leun degremnudisa anuvumlugdesuy e
Dugihsaniu nsiamnszuy (@ dnssautlevhenAdesiuiu
5¥1in9@nUu %39 3 National Coordinating Center for Clinical
Trials), Aalinsla (@u § Community of Practice) aganunsa
ﬁﬂﬂqjmﬁmﬁg& Thailand Association of Human Research Pro-
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\T9938555UNTI98 @1m3U Multicenter Clinical Trials wuulaag
Wingau — Centralized EC %38 accreditation/harmonization
of local ECs with mutual recognition wiefmadenduiiez
Streamlining Ethical Review Process laagnals

CENTRALIZED RESEARCH ETHICS REVIEW: MODEL
FROM NORWAY

Professor Knut W. Ruyter

Managing Director, REC South East

(Regional Committees for Medical and Health Research
Ethics)

The Norwegian National Research Ethics Committees,

Norway

sWAUNFULUU Centralized REC 13151910715 re-survey
%94 SIDCER wagi3u National portal Tuns Suvefunisfiansan
lngldwuunesy, wwmnUiln wag Wandunmsuinsgiu adu
Fenfuiaseme Tasinsideildfursuandeluusiaznianaly
wh 9 fu Ashdalunstaun 1o ssuuaietisuasnisdanis
Asyansnm hidld meldinseunguing Freedom of In-
formation Act i s¥UU National ethical review flﬂg'wm*ﬂ
ffumuaugua deeenlud aa. 1985 lnensznsdidouaznis
finwn wagdfulssszuumsiansandlefingyanedumusn éun
Health Research Act (2009) uaz Research Ethics Act (2006,
revised 2017) aUd16U

1ASEs1990909ANTANUSENBUAIE Regional committees
Fidudasyanantuite wiay committee 9zdifiu profession-
al secretariat U9IULDY UMY regional committee aglesu
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s waznalntun1siiuguanssunistild harmonization Aan1s
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dwdunssumstonl Waan 23 Su venani lussuvvesdssve
uednd  azeygnlistmsudhgenanslizunisiionsanls

aelengmuny Freedom of Information Act

NEW EUROPEAN CLINICAL TRIAL REGULATION:
WHAT DOES EMA EXPECT FROM RESEARCH

ETHICS COMMITTEES?

Professor Knut W. Ruyter

Clinical Trial Regulation No.536/2014 fin1siUdeuuvas
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Anwivaswiay clinical trial azlanesioassugls wavdiu
mswdsunlaandniiaeiiediu informed consent @8 Broad

consent (M3ltayausniniloanlasaniside), FBnsinsidmsu
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Fuiunidelumegnidu Insdudumaiiieliaenndesiude
el 1y nsdndannugnssunisadesssunmsifeyaams
dmiuiiansan clinical trials

JAPANESE REQUIREMENT FOR CENTRALIZED IRB
PROCESS IN MULTICENTER CLINICAL TRIALS
Professor Hiroshi Yamamoto

Director Clinical Research Center Nagasaki University

Hospital

TudssinagUuiissifoudedsRuiuansieiu 3 adu
@93 IRB Process of Multicenter Clinical Trial oA
1) Clinical trials for marketing authorization of drug or

medical device 14 Centralized IRB procedure fausid
2008

Clinical trials of drug or medical device not for mar-
keting authorization ssuu Centralized IRB procedure

szl new legal regulation ud 2018

Clinical trials wuuduuenwmileann 1) vise 2) aglaifinnsldszuu

3)

centralized IRB procedure

Ingnsnandsedidaves GCP diuatiuusn (1989-
97) wu lddsuldnenguaneg anseaziBentunaneinde 1
annsnvenwBusenlagan anunisalvesduludl e 2007
firundendeiuresssmaanisoniniluranfetu Aldaue
nssumsUsganuduiiiansan  wifinnnuunnsisegiaun
fumaglsy 71 1Wuuuy regional IRB sieuiilefinnsivdsuudas
sudeudedadu Tud a.a.2008 Fsldfinisiudsunlas GCP prac-
tical regulation, @wsazantulisndusosdinaznssuns
A5UsE1a010u wag Central IRB review (unsyuiunisi
Tesunuzinleg

wiinensliinaue Joil uavdolds vesswuu central
review Tuginusingg
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Rule of clinical trial not for marketing autho-

rization of drug,
«  Ethical Guidelines for Clinical Studies (2003),

«  Ethical Guidelines for Medical and Health Re-

search Involving Human Subjects (2015) wag

o Clinical Trial Act (2018)



Wi Clinical Trials Act a4y

1. Clinical trial for marketing authorization of
pharmaceuticals and medical devices ilasani
Pharmaceuticals and Medical Devices Act iy
munueguén uaglasemsit More strict procedure

(GCP) is applicable.
Observational Study

3. Clinical trial of surgical operation or other

treatment

4. General medical practice other than clinical

trial using unauthorized or off-label products

STANDARDIZING AND HARMONIZING ETHICAL
REVIEW IN ASIA AND WESTERN PACIFIC

ALWEY.TUNTT NUTS
Head, Product Research and Development
Institute of Tropical Medicine (NEKKEN)

Nagasaki University, Nagasaki, Japan

Usglfiudl SIDCER-FERCAP UsgliiuAninmvain1siiansan
AANeTlULeNaNTYes WHO wag SIDCER 21A15 survey U84
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NISNUMURITAN MIFAFY uazn1siney Ianuldauysally
wanei3es Wy n31 70% il continuing Review aghslsfiny
AMENTINNITITHEIIUNTIVY 226 Uiks 165U SIDCER recognition
¥ A.F.2005-2017

Tusunsiiaus Inenslanai1innisil single 3o cen-
tral IRB azduSandesinnulingda Useneume credibility, re-
liability Wag intimacy

THE ROLE OF CENTRAL RESEARCH ETHICS
COMMITTEE (CREC), THAILAND

FA.NA.0.NeY.01050iATHE naUagn

InenslayafsnisiudsunlauAnveaniisauly
UssinAansgoiudnt uazanaanisean Common rule Ui
Wanludnisly single IRB Tunisfiansanlasamsideyssiany
anduiloninusinga

Wensdaiiauatawuzi1ves The Clinical Trials Trans-
formation Initiative (CTTY) Fufumnusuioszmitamaigua
nsulunsdaaiunsufuaanliAuauamuagssansaw
999 clinical trials (https.//www.ctti-clinicaltrials.org/) Fa CTTI
gidouuz il

1. T4 central IRB (a single IRB of record for all sites)

3

WeWaAMN LAz USEAVENIMUBY multicenter

clinical trials.

2. lediladuuns q senineenusuRnTeuTBINSUTIY
fosanuariusnsalvesanty Seuusihlriantu
LATABENTINNGY 1 “Considerations Document” ‘171
CTTI WounBu Thnnsaeansseninsantiuuay central
IRB 1Huldatesudy

3. dadvayunsideaisidenldsruy central IRB lviin

Y

AnuAuAskazaUlINdserigiduladenivany

(@rusianfinann https//www.ctti-clinicaltrials.org/
files/recommendations/centralirb-recommenda-
tions-2017-06-29.pdf)

Jodnnnvas Central IRB Tuuszwndlne fs (n) v1nauld
1ndla udaarduuismsazlginaiiansanegiauiu (1) n1SUSMS
Janstunsvelendrsanuaazuidliasudin (a) veaantulyd
gRUSUAILNTITUNT AINAALDAYY
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agelsinny Mmenszwansildsuudadaesey dounilly

WuMSiuAMA NLasUTEANENIMNTATUINIY  central  IRB
Tusvegadulngil

THAI-FDA RECOGNIZED ETHICS COMMITTEES:
PRINCIPLES AND PROCEDURES

A3.6Y17 09UsTLEIg
ouleni1saing

Fnennslsinavenisdsuntaniofundninas 3503
wardoulanisensunnznssunsiasandsusssumsively
auiifasanlasinsisonndinieaiue assudl 10 fuensu
WA, 2561 (saUsEn1AlusIvianIune) UsgiituiuAluiiiania)
Taun

- famhiieaznssunsidufinnsanlasinsdisy
merddnfiigitestusiitinsimdedadunly
sworaninslaglidesweiunzidousnuen wia
msuAnguitensAnuIdeluayd

- nssunaduinide viseeyluiinide dedlidhsu
Tun1siansan wazliasazuuudeslulasaniside
Ainssunstudianldduds wiews deseau
nsUseuasaily oy, sy

- MSRNSUNATINSIFYNLEUDABIRINTUNNIAY

ANYIANERNS AUNITLNNE LATAUITTITU Loy

vannaslfeiuluynlasin1 iy

- 9y, WwHAUTUVTRMRDNEN1TEONTY WaUsINg
TANENTIUNMITRMENUR 29AUTENOU Uagn1s

FERCIT NEWSLETTER



FERCIT NEWSLETTER

aflumsdulumude 6 Tulszna wazBugeu
Tniinaudmihinsanslunsdifinnduans
asde Geo19aglunmanneunisseniu Aeuse
918 NTLBUTU YIBNAINTEBUTU WaIsinTel

o =

- WleERLARINISYRNSUYSaMDD18NNSEaNSY dany
9 q
4 U Juaswa Junkaluntede

STPLGEALEY

- nsdavihgile viveszilyuvisetunau M3
A5ulASINSIVENTN1SRIITUN TReLsanIu
Ay NsETANNT NI ULTanIU

- dedlinsUamewrasiunvesselanuenssung
Kazse duUNISTU-918RUYDIAENTTUNNS

- psdifimaznssuns asaanudssiiuiionezdma
sonmaende viernuiduegiifveseanaring
wiafinsidsunlasmanisiiansanlasinsise 1
LIIRDENNNUANLNTINNNTOIMISWALE nely
30 $u Yunntufinsrany

- psandnnsasukUasiiendeaiuAMenNISUAIg
TrLssmadUnuAMENITUNITEIMSHAYEN
Aelu 30 Yy duannTuniinsasuwdas

ASEAN AGREEMENT ON MEDICAL DEVICE DIREC-
TIVE AND IMPLEMENTATION STATUS OF ASEAN

COUNTRIES
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FeUsENaUMENANNUY nutraceutical func-
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- Tdlugeamnssumsinuas 1wy ansusudngiiy
wazduiy 0193dn7

MstuAveTuNzLBuisuLn (Application Type)

1. wurisafusuuu towd erfifinnsdSonanstoust
putafiugULUy Ao enfidmenddnlve T
lenansTidesHu Usznousie Pharmaceutical tests,
clinical tests, Clinical trials Lag %aaﬂaaﬁuauumﬂ
NTANTINYIAERS
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1. %’aa&amﬂ%’ﬁd@u (evidence of traditional use)

2. Yayameinendans (scientific evidence)

NMNaNTUsELIU 3 3 WU (1) KUULISEA (expedited
approval), (2) kuuge (abbreviated assessment) (3) Lﬁmg‘ULL‘UU



(full assessment)
(Y 1 1 I3
BUULSISALUSEDELUY

*  msUseiiugsesukuuiiauly (Accelerated
review) : NIIAAMUAIAYLIINIU LYY 81
Snwlsmsensanivuselovivaz Ussansaw

1MNNINNSTSNWNDY

Y

*  nsUssdiugniiosanisimuien (Fast track re-
view) : nsdleniifimnudrdigisaiaudiegszaing
M3iau Inefesdina clinical endpoint 310
SUMRLEHREITGIN

*  msUszdiueiinudAgyLseaIu (Priority re-
view) : 193ANAIALYLIIAIU AN B8 UTTAA
wantlueiifideyansuiou

InsdauszanvesenuaulusunUsulvd war  szuu

FULUUNSTUNLTEUASUENIY  S19a2Ld8nv89ANRNNRANY
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OHe 03
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NECAST 3 s:Qu

aguillavmnsusEnUinevnzaineafunsWaLISEUY
wnsgun1s3deluau (National Ethics Committee
Accreditation System of Thailand, NECAST)

Alouil 27 - 28 Sunan 2561 dnnuANENITUNTITEUA
b MAlfIyfnsinudiiesmyInwmdaiiertussuunis
(National
Ethics Committee Accreditation System of Thailand; NECAST)
InedlEmsanaIdindt 26 AW A0 FERCAP, FERCIT, NECAST, CREC,
MedResNet,
YDULAY, UWINYIAIULSFIT, UNVINYINENLLYT, UNINYIAY

SUTRIRUNINAMENTINNITITEETIUNTITe luaywd

ANUNIUANZATIUNITIVLWAITIR,  UWINY1aY

Weodlvd, 1 Inedesssuaans,  unIngduudiunsnss,
WYREUNNANARS NN, PINTAIUMINGTY Uae
NIENTNEAFITUAY W3 T8Y
ﬁgqﬁ/é’ul,ﬁamwmﬂmu%’mmamﬁuma6'] HAULANG
fusmuuiunuazaamievesan iy masvunmasg il
#OARABINUUIUNNITNNNUILTIIANISAITUVOIAUZNTINANT
3u555UNTIUTEdanTuvinuseansanuaglidueiiy
ningnsilflumsduiuny  wasduilinisefuseannsgu
ganduIniiuuiuniinaenssuniseesssunisideresudas
witiuRnveuey  Meduiflelszuuiusesnmnnnsufoant
YBIANENTIUNITATE5ITUNTIE Iy wdluUseinalnedaiig
aonndosfudnuazlasinsitonazuiuniiisatewesanse
NTIUNTIRIsTIIMTITEUTEaa T Feladuszniedineu

AUENTIIMTITOWRNA  Bes  SrUUMSIUTEIRMATHANE
nssumsatesssunsiTelusyud astuil 30 ganau 2561 wu
sefumsusesnainimdu 3 Ussin fuigluil

1. NECAST szoiu 1 unssusesnaunmdmiunns
N35UN1538s5IUNTITelunywd Usedanndulnavienns
nssuNsatusTsun Ideluaywdusssannduiianmsalinng
fisananzlassnidefitemnudsdiinnimudedudin

o w

Usgdndu Tun1ssuses NECAST sedudl 1 aonduasdsdayase

aElBEAMIINNUYBIANENTIINT Y IRy
vindulumunasgufanuselinsiusedy NECAST seduid
11d

2. NECAST szau 2 lumsiusesnanind mdumme
nssuNsatusssun Ideluaywdusssannduiiamsalinng
fnsanlasimAfeifinnndsannninudsdudinssd
Fuynuszian snifunuadeiiieadestu

- miwmaauﬁ%‘mﬂmjmaﬂaﬁﬂﬁﬁﬂﬁiqﬂgﬁ"mﬂ'mLLaz

ﬁm’mL?imqwiaq*‘m’mﬂ’]&luaﬁm (New invasive and high risk
intervention)

- M9Ievaanwnanalin seexd 1-3 (Clinical trial

phase 1-3)
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- AMTIYNAABIN AT RN TNYIVDINUYNITYNI BLAT D

a

flovnansunmdfnnaunuazaumsdous (nvestigational drugs
and medical device)

- MATevnaeerdlinfiiiadestugiaindosie
unndfiunansnsnndetsivesnistunsideusudiinaunme
A331N1591M5aze (Clinical trial involving off-label use of
drugs and medical device)

-MTITENAFUTIANYAYBIYN (Bio-equivalence study)

- myTenaaedlugios anuindu dowew sungu
DRI PRI LLY

Tuns¥uses NECAST sgiufl 2 asfinnuzgnsiausuiiiy
Mnaelulszmakazyhnsanadeunisiinuresauzn sy
s

3. NECAST szau 3 Junssusesnaunimdmivnne
nssun1se3usTIINTIselunysdusiantuiiiasanlasinsg
WonnUszan  uenfidefifedestunistunsdeuems
o1 uazindesdiounmd uazmsidefienaiianansenusedenaliag
N3

Tun5¥uses NECAST sedudl 3 ifun1susesnmsvianu
VYBIAUENTIUNTY FIAUNITFUIBIAUAINAIN SIDCER-FERCAP
Tnefvmtheaggnselssiduiidursisssme

Nuszgulaefvsiowasuulgstunaunisatiiunig
FUBAIMSEIN NECAST 919 3 seau ielwanusaniiunisia
pgliUsEAnSA  nuuAneinnuaslauTuUTIENsaLliy

N13U1NIFIUVRINTNTIVTUTOIidRnAGRIfuTURBUAING T

agunsuszyulng aawey.wsasing Je9la
AILUNNERIARNT UV INEIVOUUNY

29, LdatilenIn

AasidulAs

TasidulaslunsudnauainududaaIunisInen19eatn was

3Y5I5UN5IY

ThaiTECT (Thailand Towards Center of Excellence in
Clinical Trial)
nsUsegnUseinUsenheilauladelunsidenieadiin
(1)
o Ysyuadedl 1 Judl 7-8 furau 2543 flsaus
31Uy LN
o anuunveemans 12 aodu (§u3ms
an1UUI waztinidy)
O NINTHATITUGY (MuguadeLaus
1A59319M 5398 Tn)

AMZNTIUNITISYFITUANTIVY

anAuIdeuarNanAdY e (PRe-
MA) HENAUNITHAIUIANN YN
AatNmAIN GCP

* dlvgulsvisuimnidraenisfinuidenis
adtn Aflarudn “Ussmalnesssivatiuayu
wazduasuAnyIITeneeatinauLInTgIvEINg
NMUfUIRNTISmendandin (Good Clinical
Practice: GCP) ttandnduliiussmalneii
Audnananududalunsfinuideniedtinly
seAuwuminvadlan”

*  Ylguny asuulay Un.19Aa o @9wan Uan
N3ENTNATITUAY Uag sA.audngd Tnslnaad
599URANUNNAIING1AY

o Imsdnviusugvsmanisuiuiothl Ui TR
wazdin1suseyusieunnUauielagiu
* wafiAntu
O amUuLazinddy 1iin CTU, CRCN

O  ANZATINNITISYFITUNNTIVY Lhn
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O 99, USULASIAS19ATHINIVAEL5 D4

FERCIT (Forum for Ethical Review Committee in Thai-

land) @

nefdlagglnuAMENTINNTITLFTIUNTIL VoSN 1T
WHYVIEANENS 9 WY LavNIEnNTIETITNEY o 23
Wy 2543

ﬂi‘illﬂ']iU%WTﬁ‘UQJﬁJUigﬂE]U(%’JEJEELWIU?]’]ﬂ?Iﬂ']ﬂJu
LL‘W‘V]EJW]ﬁGl'ifLL@%ﬂi%Vli’Na’lS’]iﬂ,J?fU U 15 AU

U a v

Tn15An®1 Hneusuwninide nS5UN1S938655UNTIVY
wazhaula

VIUUIND385TIUNTITeTUAULAYIR W.A.2545
Uiudsaduwmeasosssunmsidelunululssnalne
W.A.2550 WaLUININDY 9 Dnvasaty

CREC (central Research Ethics Committee) ¥

i %aLﬁﬂJ Joint Research Ethics Committee
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