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International Military Tribunal
7 Nuremberg Useineiaasiu (1946)
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“"The Doctors Trial” dtaaan?
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doctors from hell.docx

Nuremberg Code (1947)

Permissible Medical Experiment
Nuremberg Code (10 points) tuu

- BANAITUAINTURA UL ANLRLTAAIN
futlanlaa gl

. dashupnuidavuazilsyiuminaylasy

- ANUFNTOIAINDUIARFNATLUNS
aanannnsugriunidouageuise

- AMUIANULE U ADILNINETHINE

h http://www.hhs.gov/ohrp/references/nurcode.htm



The ten points of the Nuremberg Code.docx
The ten points of the Nuremberg Code.docx

Research Ethics Meuun

» Nuremberg Code 1947 \fluiugiuuavaidsenid vida
LUINI9NITIeTunNUR e luLIRIGANT laun

» World Medical Association. Declaration of Helsinki,
1964

» US DHEW. 45CFR46, 1974 [Code of Federal
Regulation, 45CFR46 i Subpart A, B, C, D, Title 45 (public
welfare), Part 46 (protection of human subjects)]

v The Belmont Report, 1979

» Council for International Organization of Medical
Sciences (CIOMS). /nternational Ethics Guidelines
for Biomedical Research Involving Human 5ubject5
1993 (1991 1ilu epidemiological studies 11y 2 aifu

nternatlonal Guideline aifuwsn)

http://www.hhs.gov/ohrp/references/nurcode.htm



@ Declaratlon of Helsinki (1964)
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ayafnweaiunsiTafludeivarfionaudsylaumisa

32 N1SULARLRFIAN

siaviinisuadrfivsauiuaradnsaidanas (preferably in
writing. If the consent cannot be expressed in writing,
the non-written consent must be formally documented

and witnessed)

NsnadauIE IntsaAsuAussNaAgaLvinAdiag lu
231U (liastaenviaan aAlIUIUAKA)

» TAs9nsIamIstdau “Ethical consideration”
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Belmont Report (1979)
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Ethical Principles and Guidelines for the

Protection of Human Subjects of Research
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CIOMS/WHO Guidelines 2016

Council for International Organizations of Medical Sciences

Laulang adAanl1sauIdalan tdaau Biomedical
Research 1ilu Health-related research |

i1 25 guidelines tflu wuIMvasaassuiFaluauinvinlu
UszinaA19WeuUY tATnluauAIUTs LNl INUETTY
n1suamIINdugaNadAIdIaIUTUNNIIRIAY
TUUBTTH 12Tzl E Uz asITUMIINAGNITUAR RS
LNU accelerated ethical review (expedited review),
exempt from review way opt-out procedures wiiulu
1329 ANTHIAITAUILATIAITIAUAAIALLNTITNANS
A3UE5IUIALAATY WAy ANTATUvAINAUsTEIa2dUduay
ANFJUATIAE

Post trial access to medicine: CIOMS_lumsioprotocol ¢ 26/48

26. The expected benefits of the research to the population, including new
knowledge that the study might generate (Guidelines 1 and 4)
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International Conference on
Harmonization (ICH) 10 june 1996*

» Standardize drug development and approval
Drocess

» Protocol development standards
» Review by ethics committee

» Researcher responsibilities

» Sponsor responsibilities

affunda e lne w.d. 2543 T
atua g (U5udselni) w.a. 25520, @
N ‘

*Qifuilatiu ICH GCP 2016_E6_R2_ Step_4 i cce 2016 £6 ro_sten a.par
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WHO: Standards and operational guidance

WHO: Standards and operational guidance or ethics
review of health-related research with human
participants, 2011 wHo standards and Operational Guidance 2011.pdf

1lsznauae 5 un 10 standards P2 et

Vedowe . [ Was Poveow
| e Fuated Rpian
e Mmoot P o perde

29771

WHO atfuusnil 2000

WHO GL silver book 2000.pdf



WHO Standards and Operational Guidance  2011.pdf
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The Mental Health Act B.E. 2551 (AD 2008)
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General Introduction

Types of Research and Study Designs

Key Players and Responsibilities (ga11u, §3¢l,
REC, sponsor, Regulatory Authority,Volunteers)
Implementation (tuu Quality)

Conflicts of Interest

Research Use of Stored Biomeaterials and Data
Related Local Laws, Regulations, Rules and
Guidelines

Research Issues Requiring Special Consideration
(Vulnerable, CAB, Stem Cell, Gene, Traditional
and Herbal Medicine)

T ..
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4. nMsuamNNdUIaN
(Wtend Wlsmnuaiunsa fanaausunsalunis
AnFUTlR NTuanauANiUuLaN)

5. AauLdsEung

VNUiNgANHUNIE MUVINQAAINRANIAIELTTTN
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Basic Research Ethics Documents

Nuremberg

Developed to observe the “rules of the road” for research
involving human participants

@




From Fundamental Ethical Principles
to Local Guidelines

nriMnaveslszing

National
regulations

HANDIBIINIVENUG 1Y

Respect for Persons,

Beneficence, Justice

v d
HnaninanNaiIna

e International
recommendations

sufisuvisengnam vesaa 1t
Institution /

operational
guidelines
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2. MIUTLANENRRANATUTITUNITINE TUNUHE]
2.1 nann1stAIsNIULAAA
Respect for Persons
NYUIUNSLENAILA U AN AU NN TALUN
Huanaadasiansunisive
n1sdnilavanuilugiusinazrnissnaua
ANAETuLAARKIANANLLTIZLNY

Lan&sdsudgeannsualiuuag 56. w.a. uaunnagga wildna uag
W.2. 56, LRILY AIUIYIUAR BNTUIFUFTTNANTIE TUAUY

UsseNelne 56. Aad. 1&Hn 5554213
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1. ianmstmsniuynaa AsAaANNEaULAN LA T
Respect for Persons — AR

Informed Consent

AL nTuA N U IUGT

LRZINHIAMUAL
2. vanualsyial mmp MIUTEHUANIFLIUAY .
Beneficence or Non- Uselaud |
maleficence Assessment of Riskand __ | __
Benefits b
3. NRNAINNEATITN MIfiuuaLAriNMIAaLLT/
(ANUNEYETT ANULENANA) ) aanAatay ludamd
Justice Selection of Subjects

ﬂ'sza'\gm'\szuazﬂszimjﬁ
2 NIV

[ BN e, Ty



N32UIUNTTLENAVLREAMINNE UL AN

e ANslANNEUaaN (Informed Consent)
NUEIOI N531IUNTT NaNARNATEULUTLAE

ANURNATLA EI‘L!G]‘I/]'&] 125NN TETUG B&IAA
6i5un15duay LA AulssEusngg 2avn1sive
TRLRELALANALINHADUAAFUTILLI9INAFIAE
IhNh G RGERE ms‘lﬁ’mmﬁuﬂauﬁaom WHuane
NNB O NRT TNITRIUTNLRZAIIUN TuLan&s Ty
fiueiay (informed consent form)

ICH GCP 1.28
WMA Declaration of Helsinki paragraphs 25 - 32pon


DoH 2013.docx
DoH 2013.docx
DoH 2013.docx
DoH 2013.docx

nalseaaAuay Informed Consent

AUNANAFUFTIUNUFIU wia Belmont
Report “uiananuiaisnluuymaaa (Respect for
persons)”

o  NaAUAINaTunIIaguUTadIaaULaY

e UaAaNaauwa tssuny (lvaivrsasadula
lamaanuiay) AT LATUNITANATAY

JaaudsyavAuay Informed Consent wialw
w1331 ana&imAstanta (understand) uay
naiulaatinvaasy (making decision freely) Tu
N131213UNSIRE



Ast2navnaulszanstiiviune

1. aaulszannTgunING
dadserduius fAadseniai iy

2. jihalulsenenina
Wiheauan OPD, ety

3. nauiszannsTusgadu/yuau
ARGIATINRUIRUIIIU/ NN AUN DY/
SUADUR

4. axuilsyannsidsizung
(ataadnauLtlseuny)

Population >Target population> Study population>the sample



AZUIUNNTUANUE UL AN
Informed Consent Process

ADYAATLANIU

avALszNaY  19j17a9n 8
A9 TunA1IsHnd Ul
1as Who ?

A3YUIUAYS  fjals When ? Where ?

agine'ls How ?



AN i lun1TaamuiuLau

ms‘lumauatwamammﬂuﬂamwﬂmmaumw 1211974
Iuimomsmmﬂuﬂsumumsmatuaa mauamiuﬂmn
ICH GCP 2ia 4.8 (P. 22/65ICH GCP 2016.pdf)

g1l A25/6@v1in (should/must)
seuLilun1sive 386 L fiun1siNe
ANNLAEIWS 2N REAI AR AT ALAad U

UseTaminiaininaglesy

S8 fiunsuianissneiilunidandus
ANAALALILAY/ DN AIMIALAAAUAT A UL T UNAINNANITIRE
LitvAurIaaalaatg LUt

LiddamnuaaaElag NvinTraafiasgasand vsatgiauy
IRALANE TR
ANsAIEAIn LNy szuLilusaasy (prorated)



ICH GCP 2016_E6_R2__Step_4.pdf
ICH GCP 2016_E6_R2__Step_4.pdf
ICH GCP 2016_E6_R2__Step_4.pdf

AN i lun1TaamuiuLau

ATl auatw AkiNnI2P Ak ﬂﬂﬂﬂﬂﬂ"\ﬂﬂ'\&']ﬂﬂﬂiiﬁ 1237

°lu'iﬂ'sam'saaﬂtﬂuﬂsumum'smatuao manamiummn ICH
GCP 2a 4.8

g9l @s/eavvin (should/must)

svndwmi?ﬁhﬂﬁim TAssuNaAal
mammmsumw nsiNuATIFauavard&@lastiulliae

ANURINASLA LLavmmaummaﬂgLaﬁma 12N9INKIANAUM AN
NN LENAAUE 16 ﬂ”l,uummwmmaamLaﬂﬂsv‘imjum

aa &N La%wy

TYUADULAANITINBHIANUALU
ZUINNITLALSABIANNAUADYRIFIULAARUDIDNRFNAST

ssyyAAaTasaiATENINTadaca’le 24 T Tue

szuInturindayauadard&insarlasunsiausastduauau

siaguIrayaluniia ARGy



AN i tun1TaamNauLau

AT Ll aual,w aaANUdugaNINRFNAT LA L2A15IU

°lu‘iﬂ'samsmmﬂuns”mumsmmuao Aananlvinann ICH
GCP 12 4.8

g9l m25/6ia91in (should/must)

ANTaAUANRINATAANINNAANTIAE

52ELLIRITIANAT A& /ITAS LN T8

U RRITATALESINANT T8

21&0 auﬂ'smammu‘immjauﬁssums“l,mum Lmtaﬂms‘l‘u

£i el amm aamuua”amumsmusaﬂ LD s'mmtanmsaumm
ANF&FUAT

andFNATA/ULUIEU9 davuamufiugannKunulneual
89554
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N9¥UIUNANTUBANNE UL
(Informed Consent Processes)

T7as Who ?

e« aamnuiuaanmIsilupnladsunisausuuasiniiug
AeNIALALNAUNTINE

. NuanNuAuganaIT U ludANNEURUS AU
A& &TAT (LUULNNENTN).....DOH 2013 22 27

1iial's When ? Where ?

¢ AauuALIUNTTAg (5IUVNINITARNTAY) AL
adFIATTuTATINNIRE

e Waldayalul Narainasanisaadulauasanasdiins
aenv'ls How ?

o FONUNNWaY &ung Wesan ugruen



N¥UIUNANTARAINUEA UL AN
(Informed Consent Processes)

atnd'ls How ?

o TuidauamsuaIu waswulaad &lastanta

e  TWnaadaias Tunisaaauls

*  AAUAIDIUNAUD DENIUALIAY

. UsiAannasivdy wiansiauadse TamiAuaLAull
e 1atangs nIalaeanan

« AaauaNaa&&TAT uranlnATag

e aAldadnsaliddu iy IA1a WNUWL

«  Thdwwangsdayay wnaa&iNas 1 16



NAN92AANUEULANNTAULANY

uanann1sandulaunnsas (Decision impaired persons)
Forrest Gump

° mswmmwuammﬂuﬂaumﬂmmaum‘lwaam ?
AN&JNAT (mmczmﬂmwmaama”waammauma”m"l,m”) | "
e AJ52a informed consent :nm.lmmsmmammu‘iﬂmjm

e ATLATNANTUL LS d1nsAnETulilaTdseTamiTaaas9AY
ANRFNAS

WA ay N3y (Student, employee)

e N152a informed consent ¢av ludaNENAKNIANITUIAUINA
NivAULaU2Y AN waaalanse
o LTUWFIRALLNUA VLI ZRUWSTAUALAY L

nIni (Prisoner)

* 6ia95¥uINANTLENNINTUNIUIAE Lufinasian1TAATAUILTDI TN

Nouai Msammmuu
° LuuL’SEOQDWNLNHOMBWQLﬂG\ﬂu L?jULﬂﬂ')ﬂ‘]JaW&'lﬂﬂJﬂ’iau"]



NN92AANUEULANNTAULANY

uanatduilaszasvina(Terminally ill persons)

o Lﬂumhﬂmummomnms'snm‘lm

. msmmsaomwmaﬂammaLﬂmmu wazilsylaminaiainaglesy
. svumvaatsaatm"lawmw 7128 un159 9 fluensn e

An3dansss (Pregnant women)

e A3 AVINVLARANMULREY/UseTaMisaLNLREaN
e dNNNTIVAANAANAGAFUAWUDINITNTUAITAMITUD informed @
consent NN IAIATIA LAY &1l

AUENNIU (Impoverlshed sub]ects)

. maasvnaam'\mammmmﬂmu"mmLau
e NN3IWAINALLNUTA L UINZEN wei'lainnnLAnl

AN52A2ANULULANINNAUMNIIAG

* wilatanansiaya1, REC approve Lanmsmma DU AN
‘imﬂumum"l,m?jmm mummsaaommﬂuwmulm

o E




NN9AAANUEULANNTULANY

win (Children)

e fjinATav M%aw”l,mumunaumﬂmaatﬁnlﬁmmﬁuﬂau

o 6%y assent (agreement) NALANAINTEAUAINUFINITAADILAN
. Iummtmsw"lumsﬂgtaﬁmaommwatm'sunmaﬂ naaatlunsg
el ﬂnnu“l,mnﬁmssnmau

. ummmmmonaomanmm‘luﬂsv’imju

. iS850 n19Ldaniu

Assent LAnane 12 T F1dusaslviaouiu (tananszanay 1fa1ede)
Reassent Luamﬂumﬂ >12 U (anansdeysy milausasiunulaagaii)

Reconsent latfinfiang 18 1 sunsalvimdnudusanlaaianuLag

ANSaALIUAa consent mnw”ﬂnmao

UF3RAUANNITIAL © LWEHIIU © moﬂ's'a'ﬂ o LHlurfilnAsaduURY o
L|V|ng independently Oﬂ'l‘é'ﬂﬂ‘hﬂLﬂﬁl’)?.la\‘lﬂuﬂ’)'ml,?.l'aLLa”WﬂG\ﬂiiﬁJ
AadLfnTususuLwa n1slden o ANsANEILAEI AUANNTULTITY
ATAUASY KIANITVNITUNTIURIIRLLITANIILNATULAA



WL AU AAFUATNLLAI U A
N.6. b&Eo

U131 e AayasuguNWAIILAAR LTuAINuRURIU
yana Hlaazitlddlawealulsynisniazvinlviuaaa
Tuigeamelaile unanisdawweiuiuldauaing
UseauAuaIunna TUTALATY Uiafinguanaanie
Heuald lviciaatilaie we'lauinlunsailag Wlaasande
A1UANTAINEAUNNRNENAILAAYRANIFITUDY
51N angUINEduiaalanas AN AULaYA
fuguAIwaavuAnanbilduasnulile




D_

Ui ludayanauseLiau

ANsaaanLIunlsaa Informed consent vin'lgida

Nuiiaiiandseaedianaudiaungfey
fianudavtasuazliavfiad@nauaeiile
JU160911951 1N privacy wag confidentiality
lignsavin’le arsiavaa Informed consent



WL AU AU AJUATNLLAI2UN A
N.6. b&EE&o

2)

U109 o lunsdiislsznauizTwaIug 15T
UseauaazldFuusnisiusdiunienasnisneaaslu
Nudae WusenauindweugIsIsURUGaILIITH
NTUUTANTNIIURWUUN UagsavlasuaNnuiuaaniilu
WA aAKTUUTNTADUIIRTALTAUATLE

ANNAULANAINATY WFULSATTAsLAnaaudaiialan'le
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sl nilavanutidusgiudrazni1ssn I auay
AR TuLAARKIANANLLSIZLNY

(Privacy and Confidentiality, Research
among Vulnerable Population)



A UL ugIUA
Privacy = Person = yaAA

5 anudlugrudiduFasyrna Naunsaldanuianiua
Tainasildainanutagniatayadriua Trnunaunsa 'l

o udnddivyanalunisazlitlatnadiiasniataya
Tdueau

o llanunade nsatiauaIwg (left alone)

o ldgnsamat ladn weazauaadnIsHINUaLLNeas e

o dudunanatade

nuLay Self-ego

Developmental stage (t6nTauasilniel

siavnIsANNLTugIufINNAIILENLAN)

Isnuassy Culture

goniaaau Environment

HE

HE



AN UL uRIUG
Privacy = Person = 4aAR

A9t TuauLTluarued (Respect to a person’s privacy)

anutiusdiudiiudnsiugrunasunaa

- asundesavidauniuaranaing (Insdww, &
AAUNNE UIa Uan.iiag ??)

. aimu‘f/’i**uammﬁuuau’luu”aoLawuﬁmmtﬂumuéﬁ
1y Ldihe “adiinen@naa” “adtnlsataag” "
AXLUAN

e FFUNUETANARUAAANUTULANAINNDRNFITAT

e« 2inUseif/ a5 aTuriadanIy

U



ANuLTusIuc’
Privacy = Person = 4aARx

n3sna1ANNLTURIUG,

nsuandseidauudlddasanihaiaelilsdua
auannnay (Tasiiutinuaszsyidan)

wian1sanNayasdIudIN i dusanisive
Aayadiudivitivasdnilaslulvigduanluld e
Tu'laTuauana esp.aayasIugunIn
ANTLaLANARNTTURIUNT NseLiiudSasIug e
Tusiayn1sTrlasunAIAe



N33 NBIANNRIUUAIUDUR
(Confidentiality = Data = 2iauQq)

ANTINTIANUAUAIAURRIUMN LA (FIe1AIN

Augan) NNaNAJFNATHIUNTINE

. Litdnisdnile Litlanatayarionue

e hildAg9F N NATTABIANNILUAIAAUR

. HuiEns Fneenudunaiiaiuaiana a1
NIAEUasaNFIFNATNNRINU MEATANRANATUTITN
LagZNNUalvAU

. MSAEIANNSutandl dadide desdasuanl
ANFFUATNIL



N199NBIANNAUUAIUDUR
(Confidentiality = Data = daua)

* NNSAALARNAIRIANAS

— nsAuN luTsEIlaw WSaFIUTRYNA
(database)
— NgVNUIEAUNZLLAY (registry)

* NITURAIEULABNANNDIRIANAT
— NSRYIFUTARAILNANITOS
— n15n1 focus group



fianaaIua’ Individual information

I—| Data linkage h

LYW AULNA, FULALTIA, ULASU
N195NH-2ANAINLTINLIUIA
L] wwasinsdnwy Wsdansg

[1 E-mail address

[1 IP address

[1 Medical record No.

(HN, AN)
nanealnglsz iy, 1ng
wsan, ludud, fydsuiang
L] g1ldne anetiafia &«

Ta-AN3 B 53ia Code
Nag .
SULAR RN A g1 AN LR RAN AT B Number Number

11N lasag m'sl,?’?'am”mga
Tulatisuan (anonymous) 1ae
LaWIzatsdvdayanazvin i
adFIATgnAaT LU agn
Anfduanngunu



18 Identifiers of The Privacy Rule

Name

Geographic Location (including city, state, zip)
Elements of Dates

Telephone Number

Fax Number

E-mail Address

Social Security Number

Medical Record or Prescription Numbers
Health Plan Beneficiary Number

Account Number

Certificate/license Number

VIN and Serial Numbers, License Plate Number
Device identifiers, serial numbers

Web URLs

IP Address Numbers

Biometric Identifiers (finger prints)

Full face, comparable photo images
Unique Identifying numbers



AaNRAINUAU TUINUTIAE

a1sLAutiaya (data collection)

— AMsFuMEalyana MIINsAnYl meduinasiie

- Lmuaaummﬂwauamumwmaﬂo (sensitive)

— msvAudaauiaduiia (biological specimen)

— NN3e7IAMINUGNTIN (genetic testing)

— AsLAudayauaaa

— nsdunntdayasduuu electronic

ANSLALLANRNTUAUR

— "luAuanastiuvinziaya‘lidu identifiers

— asAudayaluaauiienas s6aell password 1As
12infvauale

— AilusiaviAy identifiers Tiusala iiuuuvin'ls
ia'lsvagiinana identifiers




AURNAMNAUTWINUTAE

o NNIRIGDAAYA

- hidveiadayanidl identifiers liszuuilasAu 1au
encrypt lagytayalnaanizaiuduinasiiie

e N3ILATIZUUDLALRLUINIUANRINUIAE
—livtguada (de-identified/anonymous)

o wnl 3612
— aaugeaIdFNATAAULUNA

— ndnlduenistiuiindayafifinuide
—uanlanaaiasnsudivaayidan ANstuin ANSLAL
ANTLANEILLING |

—aadlAslidnanazual auraya vvaIUNID
Woniue laldisagn1sTutiuingruiiug




N33 NBIANUAUADIADUA
(Confidentiality = Data = 1aua)

U Qv
¢ N'J’QEI
— LUUIUNN (case report form, CRF)
ANITIUTINURLLAUADYA, Lmuuummaualﬁma

(code) ‘sz Luvedishyama (De- identification)
UIadsuu (Anonymous)"l,u"l?jsuai(code)w,m"l,m
Jnel svumvwm'swjau (merge) sWaLay identifier

3i save a7l ansy (merge file)
Lﬂu“luaomuﬂuﬂaummjammams LEAINALULU
Tuvindayanfiswa

— mwaadaslidamadiuana Turintdayanlaann
1 3a1a avlunuuiiuia AMuruansvinaanl ala



N139NBIANUAUADIADUA
(Confidentiality = Data = 1iaya)

* AMUNIUADRENSTNNISATUTITNNTIAE
— TA59519N15998 LASLANEISNLNLIUDY
— GALLANENS NEYHAADA

' & d <~ »
— N1FALANAIT LUAYNTITNAITY AL

* N95UNIFATUETTNNIFINE
— NM981U N19F9IAU TAF9519N19998 wazLandnsh
Nendag
— TdWANINITNAITUNTATIT NS WBNIRDS
Uszga



" 1wiuasva1 strictly confidential
naauaziatidaaru”



AN
—y
M’(
-~ )
A

“dennuaruanaal tilu arulusiauan u
deuaurusazbivaniag
AU auLaienus”



AT luuAAanITanaNLlsIZLNg
(Research among Vulnerable Population)

Luam (Content)
denu “nauldszunvaaunLa
(Vulnerable subjects)”

. szanuadngudszainsidsizund
(Category of Vulnerable Populations)

- dszduasasssuAmdunauslsizune(Ethical
issues)

« asdnilasnauidseun
(Protection)

¢ ATUIUNNTURANNAULAUNIAKIUNTIRE
ALEUS1EaATRE
(Informed Consent Processes)




AINNKNNE ARULLSITLNY aauua

CIOMS Guideline 13:

Research involving vulnerable persons

AxutlsIzuNY aauua BuNaay

- yamanliaunsalnilasuaiselauinasnuiad'le
(AaudNITaatNI&NLOL)

. yamawa e Rdindea 1w LiiaIwa e
gReuanANNIINAR ﬂ”aﬂﬂjsﬁﬂ?:n AIANITNENANT
ANNLANLTY BIanaaNTAaug Adtdulunis
Unilaswadsslamiuasnuiag

(naudszuafluyananinnuunnsasdun1ssug
A3 ULALNAIIRAAUTA)



Usgtanuasnautlsziung
Categories of Vulnerable Populations

e LArNAUAANTY (Institutional)

\flu dependent subjects fiayuLALITaIAL
ekl

Administrative: 12iu Students, employees,
prisoner filan& QAAILAN AN2ATIAU
MCRINRES

Threatened relationship: nahauasagUfigans
1219 UNT5INE




Uszianuagnauiilsizun
Categories of Vulnerable Populations

* LALNAUGIUNISHNNE (Medical)

o fihamalsazasouduniaiuiu

o fihaszazvinag ANnANsUIY A19zAE

o LAuihalsashause el HIV-AIDS / 15Aananan
MILWARNAUS (STD)

o ihaluvasanidunsasgneaniau dilgmn
WAAUANURINITA Uy 12nla aadula A
ARJUTILNIARTZQNAINAAGILLIRINANAR

e asviuiheadtvdisunmuaugtusalunis
vinminAadefilse&niaw iy Tsaneian

Wil erdfuLea



Uszianuasnautlszing
Categories of Vulnerable Populations

® tﬁﬂjﬁ’utﬂsug'mz (Economically disadvantaged)
AUENAAU (Impoverished subjects)

¢ 12NAINITUINITANUFUNN LGENA/AAA 2a1ALdTU
ANTIAELNA LAIUNITINR WIDLTUAALAE

o sinfin1sAnUal JulilanidgaanILAULIIG
(undue inducement) “3agAAILAN LINNT
(manipulation) lednel




Usgianuasnautlszing
Categories of Vulnerable Populations

o LAtNAUGUAIAN (Social)
AUN[UUAEL (Minorities)
2UAA AURULiaY Gays “1a
AUN LU TAWaN 11 Tne (Non-Thai speaking
persons)



Uszianuagnauilszung
Categories of Vulnerable Populations

ARSIz AUg

* @e3fvATIALarsnluaTIA

° 16N

* Subjects in Unusual Circumstances

“annszrinmsanssualdaslinnewd / tifiagn
ANAU

Faflamnugunse At Auasaun’?
FliBaanngeasu



UsyLaUFTAFITULALNAUAFNLUIIZLNY
Ethical issues concerning vulnerable groups

« UIAETUTLaNAsadvinlunauLlsIzLny

» nauzueaaYladunsdnilaiunAe
AN UATATIDIAUAAAINNNTIAE

» AN LAINATTIAE AaTnazllsyiamiea
AREUS1 e ATREET!



nsdnilavnauidszing
Protection of Vulnerable Populations

A998 tu Fetuses, pregnant women uae

human in virtro-fertilization (81989 45 CFR 46
Subpart B)

“Mnan1s@ne 1 ludaineaadnazauilifonssa

“HAanueasiastdnias (minimal risk)

“Wivusaelufigiulunns terminate pregnancy
nIasadulatAeAunsiidianuayg fetus

Maigfn9 (Fran151udu “a) W terminate
pregnancy



nsdnilavnauiisizunyg
Protection of Vulnerable Populations

n1933e1u Pregnant women i5a Fetuses

“uitaanaliflsylanilaansesia pregnant woman
naaanA s leaniaany pregnant woman uay
fetus

“a1'lifidszlauisaninianisnluasss JNuiTeniu
mao“tuummmmnumw minimal risk LRzIUITEnTu
mmaﬂs”mﬂLwa“lmmmmsmmﬂmu,a”"l,uanmsam
Tne3aau

"M6%u consent anALLy



nsdnilavnauidszing
Protection of Vulnerable Populations

A1933a1u Pregnant women 1i5a Fetuses

REC azsadiiansaunn

FANULREY WATINATAITALAGIUANLADAAE

153l dsrulutaiguan1siTuanetnLaui oL vie Ha
sinvfn1 U pregnant women, fetuses, 13a
neonates

*arniulainnssuiunisuamnuiusanldszydv
ANULRavsa fetus 113a neonate way pregnant
women. (Valid consent or assent)



Protection of Vulnerable Populations

N9l TUTN TN (57959 45 CFR 46 Subpart C)
*REC “LifighuiAmaagfuan
“fejunuiininwusannatlu REC
aifinsIianaRAR AUTA TN ALNTuNsI T
“l@aniinTnniluanaaiinsadnoafiassy
*Risks AauLAaiun1s@n1lu non prisoners
Fidayas an ¥ NTn TN 12l
*Parole boards “Lifin s siuuAUTA TN AL

Sun19iae
*finnsasradaeudadniu



nsdnilavnautdsizuny
Protectijon of Vulnerable Populations

NA193A TULAA (871959 45 CFR 46 Subpart D)
*savlasuauanannilnasas WiaKaua

*Children’s assent (auane, maturity wag
psychological state uadisn)

“lan&15uanNNduLANLAADATTEANAY
(consent and assent)



PerectIQn Qf Vulnerable PquIatlgns

F i B o B o

A9 Tuaun'lugIuIsainaNuL2n 1A
(Uncomprehendmg Subjects)

nﬂﬂam“l,ummsammwmm‘la 13 TviausINdla
21V T alseRIAUAINITINUAULURY KIALAA
AUATEAUNRIFNAT LeLLA

“Mentally retarded

*Uneducated

*Senile

“Linguistically disadvantaged

*Inebriated

*Unconscious

“Dying



nsdnilavnautisizuny
Protection of Vulnerable Populations

F ] B~ ™ % )

A3 e TUNUAWSAINIIAR (Mentally disabled)

“fifloymsruanuaiuisa ansuaiuilsdsiu du-ad

“indluauiiaglulsewenuna (deywn institutionalized) 394
TaN&NATHAAIUAN UINANTLE)

“anaflunndanntsansnela'le



nann 1
General Principles

astanautdszuneluiudaiiuaundnazasssu waa
AaUIAL
siavditnaNaguAIsTunIsiInaudssannsanuntunns
olold Nm"l,mﬂswumo Liwinnegusluangaias

6) BOI?.I")‘EVINBHQ a1 Tun1sAaaNIAUAINULLTIEUNY

siavanANNLRenIidaanga Risk way benefits
RUARE

Valid informed consent syu@ivillaine COI
Ju1371 independent review LAREAILANALLR

AsalAANEINITaTunTaRRUTALANWIAY LAZLAN 6iav
A7 assent



2.2 nanualsylaauil
Beneficence or Non-maleficence

m'sygmﬁumwytﬁﬂouaz .
aatlslaaiNnaratinduiainsinnsive

fuRUUAY W.2. 56. §§ WIUUNA
ANENANEULNNAFARATNTEUINHLAR

UsFuilsauasussenaing 56. agl. 186 5558213



Declaration of Helsinki

* 17. All medical research involving human subjects must
be preceded by careful assessment of predictable risks
and burdens to the individuals and groups involved in the
research in comparison with foreseeable benefits to them

and to other individuals or groups affected by the
condition under investigation.

JUIAAMIIATLNNEIAIS
mmums‘lmmsﬂsvmumm
WRewTaalAnduasng
52IMTLIV LaLUsauLAauAY
ﬂmﬂsu’imjummaaummunu
adITATI YU




CIOMS CIOMS
C.@Ms

GUIDELINE 4: POTENTIAL INDIVIDUAL BENEFITS AND
RISKS OF RESEARCH

va Q/

AauLldey potential participants 114121191A19378 {338,
sponsor, Wa¥ REC savvinliulainanuiasa
part|C|pants "l,ﬂﬂﬂ minimized LLauauﬂasum'\am'm
Lair_m/ﬂmﬂsvimjummmwvlmnm social LLRY
scientific value HANULKUCRN




Beneficence

Two general rules:
(1) Balancing harms and benefits
(2) Maximize possible benefits and minimize possible harms

antilsziaauiannNISIALATHA

1. fiadnusuaazadlselamivazadnutdaannaisise

2. Uszienifianaasiindusaaiiuilsztamigedn A
JevianaasAndusadiaduiasgavinagyin'le

ATz lamivadeuilana AaAIIaNaT Ldanneudae
luneagnsvisatiadselaiisaaa1&iAsIvNe

ﬂﬁmmaoﬂsz’imju’mnms’iﬁ’ gl )

1. mmaﬂ’ﬂﬁﬁ’ﬂmﬂmn’isﬂﬁti‘]u‘lﬁaﬁmmsﬁﬁu

2. leavamnusTnuiasfidsyiaisadyanuazinanus ety
AUNAG



Maximizing Benefits

n1sviniitAaldsiamuvinlaiae
1.uAINAANLANNI U
2 165UN15ALAAIUFUNWAS
3. finsliAnussaciaslvinisauaguanluguzusa
4 finsarananatuladniusie
5 finnsindeen Mg lena dadu

Post-Trial Provisions

34. In advance of a clinical trial, sponsors, researchers and host
country governments should make provisions for post-trial access for
all participants who still need an intervention identified as
beneficial in the trial. This information must also be disclosed to
participants during the informed consent process.

..Sponsors, researchers WALIFLIA Asiin1stiauaifnaraiAs
Mﬂﬂu‘m £l 61 msmmmuwmmﬂsuiﬂﬁumam RGN ERAYIG IR,
EI'\LNBNU&G\O'\H?QHMG\&BOHWLL&?




RISK Assessment

n15UseiuANuLdE9aNNIIUIE

Lawnenasauiasfinnaavive -~ )

2. aMutiagiilunaraasiinduaadmnutdadtiuitandiAadu
Wwin'lus

3. mwmaﬂmsaaumswmnmuamomaswsa“lu

4. mmtaﬂouummu‘luﬂauﬂuaauuammﬂsumomaiu

5.§in15L2n 89N AR M6 Ha ety

Minimal Risk

mmtﬁﬂaﬁaﬂﬁamwmﬁﬂaﬁLﬁmﬁu“l,u'mnlvlﬁﬂdwﬁoﬁazwuvlﬂ”lu
I a1U5zA1U K325211I19N1TAIN AT 1T aLuun e &a
ARNTAINIIAALYINUU



2.3 aNANUEATTTN

(ANULNENEITU ANULFNDNA)
Justice

« AddnatrinisAatinAnaan (I/E) AaLau

=]

« finsasyanadsyilanduasanuLdavating
LANLIABNAY (distributive justice) 1A o &U

1N A]NFAN N |

« JufaraumlaanaINUAITIRE A laAnaTy
ANTQLATABINIALANDUATIELAULLNINANTIAE
A T8 7gLANINANTIREs AN TuAITNNLEN
FIUNNFIAE LU AU elaTRe
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Questions
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3. avAUsZAa L UMUNNUARLKUIN

AAIAULATIUANTAIEITIIUATIREN

(Role and responsibility of

Research Ethics committee)

LOFEINUREUTTENATAL 5A. AfY. LRAM 535U

UMK IUNINAGURTUUAY W.2. 6. UNW. §2 WIHUANR



AOLEASSUANANSIAFUBSITUNNSIAY

REC Research Ethics Committee (WHO 2011)
IRB Institutional Review Board (US)
IEC Independent Ethics Committee (EU)

Huaatznssualsaassvinntininatsan Bianuuivzau
’imﬂmumum’imoswﬂmamtavmuun”lmwmmuama
salfiay SINIRIANTAUIEAITUALan TR Tduan Y

AugauLasiunnmNNEudaNtaI R JUAS



AQLZNIIUNITAIEITITUATIIRE

fiegnu ey ICH GCP 1996, ICH GCP 1996 Thai.pdf

1.27 aqugnssun1swaNsanzesssuasse (Independent
Ethics Committee: IEC)* #unady nauuaAainyinu
Hudasy (lusdaanznssunisseduganiiu ne Useine
waszuIvlseind) UsenausaunaInTnIenIsLwne
UnINeNAIEnT wazyanaaui liluyaainInivnig
wwnegusatnInendgns s e utulan and
aNNdaansda uazanutiluatnfuavararainslunnsg
A LATUNTANATAY


ICH GCP 1996 Thai.pdf
ICH GCP 1996 Thai.pdf
ICH GCP 1996 Thai.pdf

AQLZNIIUNITAIEITITUATIIRE

wazlvnsdulssnunasssairuinatsdiiastun1sIdu
165UN1TANATAIRTY TagaNdiaaAIsYin BUINNATUN
mumuuaz/u’"ﬁsa‘lﬁmmLﬁuﬁau’imoiwmﬁﬁ’ﬂ AU
LNNEENADININE, go1uvin N15338, aaanauIEng
'smmtanmsm”imammﬂuﬂauu,a”uumnmmﬂuﬂau
cRhhRGRGEE

ﬂmznssumsﬁmalﬁmwmmﬂ@ho"luamumwmonaumﬂ
avAlsznay v Asdfideu uastadiinuauag
sumn‘ungumﬂmaaumauﬂsumm WeINNTYAN WA
AaLgATTuAsiiAITRanAaadAu GCP Aszuluwur gl
ICH GCP



AOLYNIIUNITIFEITITUNFIRE

fienu ey ICH GCP 1996, ICH GCP 1996 Thai.pdf

1.31 aqugnssunIsniaTauINIsIR LY daniu
(Institutional Review Board: IRB) wunaév
AOLYNTTUNNS ARSI NaUMIELWNE TnTNEFRAS
wazHluagluagaInedans dniniasvauiula
&N anulaaads wazanuiluatdfuavaraaiing
luns3e'lasun1sduasas Taaatngiasalsvinningm
AANTUINUIIY, TAANUWIUADY, WAZNUNIUTITATY
SnTITanasaiunAly iuduativaatiae 5Iu919
Asaisnsuasiandsiaslduamubuganunay
TUNnANNEULaNADID R JNAT



ICH GCP 1996 Thai.pdf
ICH GCP 1996 Thai.pdf
ICH GCP 1996 Thai.pdf

o

adraautAaAu “Standard”

1. 3NA3FIUAALEASIUNAITIFUSIIUNTTIAE
LA AL U]
Standards of Research Ethics Committee

2. A5 s1un1slHiiceu

Standard Operating Procedures
(SOPs)



UIRIFIU
ALYNTIUNITATETITUNTINELA LI A LU UL E]

scnauaa HNas5I1uU 5 au
Usznrdunassiu NECAST 2018 10 30.pdf

WIATFIUN 1 — TAasudvuarasdlsznavuay
ALYNTTUNTAIEGITUNANTIRE TUN U I £

a va

a5 UM 2 — UfiiddanaandduuTaunamnnie
mmsgmﬁ 3 — IAMTNAITAUINUIMU

a5 1UN 4 — 5EnsUfidndelvianuiutau
IATFIUN 5 — AsIAnIstanaIsLarnIsALSAILanans

1 TuNITNAIITAUTUIAINIATFIUAULATIUNTAIEGTINANT
AE TUN U I ]


ประกาศมาตรฐาน NECAST 2018 10 30.pdf
ประกาศมาตรฐาน NECAST 2018 10 30.pdf
ประกาศมาตรฐาน NECAST 2018 10 30.pdf
ประกาศมาตรฐาน NECAST 2018 10 30.pdf

WHO: Standards and operational guidance for

ethics review of health-relate

research

with human participants, 2011

Chapter Standard
I. STANDARDS FOR THE RESEARCH 1 Responsibility for establishing the research
ETHICS REVIEW SYSTEM ethics review system
II. STANDARDS AND GUIDANCE 2 Composition of research ethics committees
FOR ENTITIES THAT ESTABLISH 3 Research ethics committee resources
RESEARCH ETHICS COMMITTEES 4 Independence of research ethics committees
5 Training the research ethics committee
6 Transparency, accountability, and quality of
the research ethics committee
ITI. STANDARDS AND 7 Ethical basis for decision-making in research
GUIDANCE FOR MEMBERS OF ethics committees
THE RESEARCH ETHICS 8 Decision-making procedures for research
COMMITTEE ethics committees
IV. STANDARDS AND GUIDANCE 9 Written policies and procedures
FOR THE SECRETARIAT, STAFF,
AND ADMINISTRATION OF THE
RESEARCH ETHICS COMMITTEE
V. STANDARDS AND GUIDANCE 10 Researchers’ responsibilities

FOR RESEARCHERS




n15Aan6d REC (Establishing the REC)
WHO 2011 Standards and Operational Guidance.pdf

WHO 2011 : unin 2 1655 1ULasA L Using 1 niw

Wi e U vinminATadenaeAsTNAITAZAEITUATINE
UINTFIU 2 @ adAUTZNaLAAIAUZNTINANTIIELFITUANT I8
UIRTFIU 3 MINENNTUDIAUENTTNNNTIIELFTITUANTIAE
16557U 4 : AnuLdudassaasnsnITNNITIZEEITUANTIAE
UIA551U 5 AsHNaLTNALLATTUNNTRTEUEITNANTIAE

WINTFIU 6 1 ANUTUIITH, ANUFURAADULREAUINITH
ADIAUZATIUNITAIEIFIIUNTIAL


WHO 2011 Standards and Operational Guidance.pdf
WHO 2011 Standards and Operational Guidance.pdf
WHO 2011 Standards and Operational Guidance.pdf
WHO 2011 Standards and Operational Guidance.pdf
WHO 2011 Standards and Operational Guidance.pdf

WHO 2011: uni IV. STANDARDS AND GUIDANCE FOR
THE SECRETARIAT, STAFF, AND ADMINISTRATION OF

> Y

THE RESEARCH ETHICS COMMITTEE

Standard 9: Written policies and procedures

(ulawnauayigetivnuniduaradneaisanig)

Membership of the committee (gu12nn 1)

Committee governance (N15U3NITAANITAULNTIUNT)
Independent consultants (713nu&#52)

Submissions, documents required for review, review
procedures, and decision-making (n15fu Llananssagfiy
WWaNTRATAINUMIU FEATRIANTUINUNIY WALAS
NIANTUNNAFU)

Communicating a decision (N15ULAIHNANITHANTUIAAU)
Follow-up reviews and monitoring of proposed

research (N156AMIUNAIITAUINUNIU )

Documentation and archiving (nsaatAusnelanans)



WHO: ANNEX 3 Guidance for developing written
procedures for the research ethics committee

flushaazidaa Auenaa 1y Standard 9 (7 2a)
I. Membership of the Committee
II. Committee governance

II1. Independent consultants

IV. Submissions, documents required for review,
review procedures, and decision-making

V. Communicating a decision

VI. Follow-up reviews and monitoring of proposed
research

VII. Documentation and archiving



AOLYAITUNITAFEITITUANIARE

aalrAssUAITATVINuLNN e atnvauLlsal eiavil
uan 4 dscns

— anutiludasy (independence)

— ANUFRUNTa (competence)
— ANunaInale (pluralism)
— aNN1s9la (transparency)

uazsavianan Quality + Timely



aJAilsznau REC/IRB

e REC/IRB 1311IUATIUANTLNEINWA (GCP aghvan 5 Au)

fianunarnvana(pluralism) Aagsiuaasiuas
Usggunisallusu

— INeNAFAIFUN TN/ ATLLWINE

— WARNITUARANT FIAUARAS

— {IViUsA AU LA N

— m?jmmmmunaumﬂ LL&”/WSBQ’SEIG’HSIG\’S

— uﬂﬂaﬁssumszjo"l,nnwumummmaﬂlutsaoms
ST ENIRUAIWIUN e

— yhideAnsanu
o avAUszyuatinvan 5au fiauiitilu lay person /1

At TugNuINeNA&EnT 1 AU LUduiusgaIiun
ALY AN5IAE 1 AL draananniilsyan savednisdsyyn



NINENNTAAIAULAITUANIS
A3 18591 N1TIAE

« gantunaacy REC/IRB astnsatiuguusu
NINENATLA AUEZAITUANTALNILNEIWA LALLA

- W7 (staff)

- dTnonu Audwansauwazalnsaldagnsacing
LW ENNARIKIUNTUIS AN ADIAULNTTUATS

- adnsald oy a1 U IUAITIANIT ARLAL
FnEtang&IsatnUaanA LAz nHIANNAL

- A9 UALNILNEINA

- AR ammuﬁ':h WHuwnaaznssunis



S1UNITUALZATTUNNTATEIETTU
NI TUN U T

Aada
Diagram

Scan key card

1@81/?101,14 Wavlses1u/taan
ERbialy



g1UAIIUAULZATIUATTAFEITIIU
NATINE LU UL E]

{3 ¥ flulasesian1siTuigrineu
AOLYNITUNITATETITUNANTIRELNAUANNS
Susad/iiuzall



WaslAuLanans
weaniasnsadiadeslu office

Aa label
AUNUIG

Scan
key card

[ %4 [ %4
14 Q/ Q/

TUGRRAAILUTIVLRAU LKUNZAUNUNY L

U



aNULiludgszaaIAULNTINATS
PE5I5UNTIAE (independence)

o« Julaunauazna lnlun1sAmAuQILRAULNITNAIT
A3as55un1535e Walvisiulaluanuiludase
daananndnswanasuanansaniaaunlvinu
dfluns wiafludruaslnsen1sidail REC ag
WATaUN

o« anutiludxszuad IRB/REC NNNTIUANTUINNT

e usnsaantusiagluiunssunimdadsyanu
REC (wandiuraaannniiuiim)

e fiaviingsunisacinvias 1 Aui'lutdanlaAy
AIANT LUNU KIaaILUUNTIAE



ANUFINTA (competency)

e LFAIIREAUIRLALUSERUNTOIUAY REC/IRB
members (‘LUuAI86NLKUIVTAUDINE)
— gy wardszaunisainisvineu
— GLLUUIIAINT

— ANSL2NTUNNTAUTUATUATEFIIUNTINE D LN
gULRUD

¢ AOLZNTTUNNTLALTIU &IUITANAINTAUIAAIU
TA3IN1TIA 8 TULLIAFeIFTN LA asNIATUaIU



ANTNANALSY
ALZNTIUNITAIEITITINATIINE

ALZNIINNTIT6AaNIEANURINNTD (competence)
1ae6ad lasuA1ITHAaUSH LUUN

UNUIN ANNuiatauuay REC
AAULAANNTNAINTUINIIAFATITUNLALNIAUNTIAE
Tunurel

nAslseans LadanasTanInIeTasssuluni1siae
ssianeieg

seiiiaudInIaanus U (research methodology)
NaNIENUUaY scientific design way objectives
ARAIAIEITITNANTIAE

LUINIINITIUIULRZUAT UIANAAANINTUINY
AIEUFTTUAI AT LUK NANIIATETITU



R A e 1A T a by U,
ﬂm”ﬂi’iuﬂ']’i'&]’iﬂﬁ’i’mﬂ'\’i')'&]ﬂ

« ausunaulHIIG U
— Basic ethical principles
—GCP
—SOPs
—8u 9

http://www.diamond-brothers.com/perkins/images/service/training-13.jpg



AU LUFI LR ANUIUNAUU ALATN
AIAULNATITUNNTAIEITIINANTINE

1na lnNnvintrn19a It fiudIUAIAULENITUNNTATEIEITUNNT

QU o

AaUAMINUTUTITE ANUTUAAADLUREHAUATWEY

(Transparency, accountability, and quality of the REC)

- futaunauasigatiivnunluaradnraldngs wia
written SOPs auuss§Iu 9 dAsaumau 7 61y
Usendieniu ng syiday dativay TWuraalu

ga110U wayd1s17udY Funsu (vau Tu web)



AN TR ANUFUARTAL ALLAIN

AIAULNTINNNTATEITIIUNTIAE
finsdszfiunanisufiifieruasinesinigua 1o
internal way external assessment/evaluation

NUIEIUNAAAY REC dWuszlun19nnsauay
AacaNNA findings wag recommendations

Nan1sdszdiumasaInTala REC Tunsufiifienu

LazaI2 U TURIBITUAULA mmmﬁu‘ladwm;
WIANTUINUNIUTATINNTIFANNIATFIUANN AN UA

(Aaenauiing TUAuRR)
JiasagdialiititAenddas nianaula fusafiuiayg
293U l6



AN TR ANUFUARTAL ALLAIN
AIAULNTINATTATEIFTITUNTIAE
» fIFaflraInvlunsdinsuiTanunsTung
(NAULU KAIEU KAI LAILNR aNgIal)
o LUALNEANANITAARUADIANLATIUANTATETITUANTINE
AARIEITUE ANLIUAAURANNAL WNIUAR LARNIY
12U AN ZdaunITnaaadInIeallin, web site



ANSUSUITAMANITAUTASTINIANFIAE
NEAUAATUAITINIANTUN

FU1A59919N153AE/Land@1sNLALN A

!

LA NUUIN JUI.05I5U ANURUAIWRRTATITIIANTIAE

Usea1u4 / 1l@auUn1T1 MRUAIaNITAUN

!

Exempt / Expedite / Full-board
FufuseduaINLEEI a9 TATIATHALATUUATAL
Aansatiun1suasgIu (SOP) aruuaunuadsaiiu

!

uaUnUNe reviewers tupnuniu



Levels of REC Review

*More than “minimal risk” to subjects

*Not covered under other review categories

» Example: interventions involving physical or emotional
discomfort or sensitive data

» Not greater than minimal risk

* Fits one of the 9 Expedited Review
Categories®

* Examples: Collection of biospecimens by
noninvasive means, Research with existing
documents/record collected for non-research

purposes in which subjects are identifiable

* Less than “minimal risk”

» Fits one of the 6 Exempt
Categories®

* Example: Research with de-

identified records, anonymous
surveys

*Defined by federal regulation (45 CFR 46)



21D_

nANseNLiuAITUAY REC
TUANTNANTUITATINTTIALATILTA

AINUMIULAZ T AT USAY
'iﬂsos'"m N33 ¢l

NIV TeaNINTUI1n CV

Llan&TUalafatunaanaNAs
(Information sheet)

Langsaadtanulduaan (Consent form)

Lanm'sau‘] 1y Tufailsendidiauaiu wuuiunn
siaya (CRF) wuugauay lusu
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219 @a A9 LNIHNAFEIHF93

s TaaUuaa19NMTUNNEN AR UNWILARLAINN
Huatnfuasnuxans

FEATANENTUALRENRMIINENARAS

A15LAsW N/ RTASTINsI NN TE
ANSWANTAUN aATIRIUANNLR Y / UseTamd

finsdntdanadaiAs NN &L
NN BIANNALADIUDNRUDIKL2A1INNTIAE
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NIUANTNAITUIGTIUATAFITUTUANTVNIANAU
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NIUANTHNAITUIANAAULNATTUANNT
A EIFTINIRE

¢« 1ASINI5IFLUNNTATINFHDIEUVDTUNIFTNAINIFTUN

Laz leSUanlfAaNAULNIINNITAIUITLSTIUADU
LAUALILUNTT

 INlu?
— 1ulAs e U919 6218931 1ASIN15ALLRD

—1UNAUNYITUAULTLIGINITIAINLT LS
INFIEAINAULALAUNRONTS

— ‘LLﬂ’JQUNﬂﬂﬁuLNuﬂ‘iuTﬂ‘D’uﬂ\‘lﬂ’)’]ﬂ’)’]llL‘]J‘LLQ‘N
s etlugeiauiaviln



s

IRB/REC @254 independence, pluralism,

transparency, competency fiRafaAU quality LAY
timely

UNUINUaY IRB/REC Aa Unilavdnées &8 ANy
ﬂaamﬂﬂ mmtﬂuaﬂmm ADIHLAIINATIAE

WiNAN&nua9 IRB/REC AaNUNIURINTUN
1ATINITIVTULEIAFTETTTNANTINE TUN U E]

N7uILIU IRB/REC misiaauauifnimunsaudu
UNLNNUUNA
nsUseauNilsenaniwilugeddeud1miu IRB/REC



ANSANLUUNTTAAY REC
NI LKW N19TUTAIAIUIAFETITUNANINE

“p

| = | Vs -~ ) "‘ i y | y "
Conducting a Research
Initial

review Continuing review Final report




ANSANLUUNTITAAY REC
NI LKW N19TUTAIAIUIAFETITUNANINE

A9Usziunatiay 4 7 15a9
1. mssmmumuuﬂ”lmmemu’iﬂsomsaaﬂ
(Protocol amendment s3unA3adRAlFuTATINTTITE)

2. AN3FEUANUATNINUINTTIAE (Progress report)

3. AMTauAMNNUIAANE (Safety reporting)

4, msswﬂmumsmﬂomuma”l,uﬂgummumsams
5¥uil65un155usay
(Protocol deviation/violation/non- compliance)

5. ManugsdNanisIde (Final report)

6. NFIELNIUNTARA TATINNTITLNDUAIAUAR
(Premature termination or suspension of a trial)

7. AU AITAIGAULALN AU TATINTFINE  (Complaint)



UNLINKUIN ANUTURAUDUUDI NI AL

NEUADNITIUTDINILTTINNTINE TUN U 14 €]

LOFEINUREUTTENATAL 5A. AfY. LRAM 535U
UMK IUNTNAGAURLTUUDI W.. 56, UN. &§8 WIUUNR



ANNTUAAADLADINIE
ICH GCP 2016 E6 R2 Step 4.pdf

4. INVESTIGATOR

4.1 Investigator's Qualifications and Agreements
4.2 Adequate Resources

4.3 Medical Care of Trial Subjects

4.4 Communication with IRB/IEC

4.5 Compliance with Protocol

4.6 Investigational Product(s)

4.7 Randomization Procedures and Unblinding
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Definition (WHO Guidelines)
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(alternative medicine) 1192
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(traditional medicine) #%a
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Introduction

© Use of “Traditional Medicine (TM)” has been
tremendous expanded globally and has gained
popularity.

© *The challenge is to ensure that TM is used
properly.

©*Scientific research and evaluation of TM is

increasingly needed to provide additional

evidence of its safety and efficacy (Reverse

Research Strategy ann clinical > reverse pharmacology way
AnTusiaie aspects 12U MIANEIFIUNUBUARAS, FIANARNT,

Anthropology suweinean, Ethnomedicine wunssuandwus)




Introduction

Traditional Medicine (TM)
Sunsunneiaaltasdunisla
herbal medicines w.ay traditional

procedure-Based therapies




Introduction

Herbal Medicine (HM)

HM is a plant-derived material or preparation with

therapeutic or other human health benefits which

contains either raw or processed ingredients from
one or more plants. In some traditions, materials

of inorganic or animal origin may also be present.
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Principles and Guidelines for Evaluation

of Traditional Medicine
nann1si1AdlsAun1sdnN3va Food uaz Cosmetic

Basic principles:

- Research and development should guarantee the
“safety and efficacy as well as quality control™
of the traditional procedure-based therapies and
herbal medicines.

- The efficacy of TM should be evaluated in an
integrated manner of both treatment types. As TM
relies on a holistic approach.

- Knowledge and experience obtained through the
long history of established practices should be
respected.



Studies of Herbal Medicine

Indigenous Formulas

« Observational study (for safety and efficacy, attitude)
* Descriptive, Case series, Case control, Cohort

* Phase 2A clinical trial (MTD, maximum tolerated dose/
regimen)

* Phase 2B clinical trial (safety and efficacy)

 Post-marketing surveillance (Pharmacovigilance)

New Herbs / Formulas

 Preclinical (in vitro /in vivo)

» Phase I clinical trial

« Phase 2A clinical trial

« Phase 2B clinical trial

 Quasi-experiment (Avneaaslunum e ARNAIUANLLLERSTY)
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ตำรายา Traditional Thai Medicines.docx
ตำรายา Traditional Thai Medicines.docx
ตำรายา Traditional Thai Medicines.docx
ส่งเสริม แบ่งยาสมุนไพร.docx
ส่งเสริม แบ่งยาสมุนไพร.docx
ส่งเสริม แบ่งยาสมุนไพร.docx
ส่งเสริม แบ่งยาสมุนไพร.docx
Types of Herbal Medicine_Thai Law.docx
Types of Herbal Medicine_Thai Law.docx
Types of Herbal Medicine_Thai Law.docx
Types of Herbal Medicine_Thai Law.docx
Types of Herbal Medicine_Thai Law.docx
การคุมคุณภาพ ประสิทธิภาพ ปลอดภัย.docx
การคุมคุณภาพ ประสิทธิภาพ ปลอดภัย.docx
การคุมคุณภาพ ประสิทธิภาพ ปลอดภัย.docx
การคุมคุณภาพ ประสิทธิภาพ ปลอดภัย.docx
คู่มือยาแผนโบราณ002.pdf
คู่มือยาแผนโบราณ002.pdf
คู่มือยาแผนโบราณ002.pdf
คู่มือยาแผนโบราณ002.pdf
การวิจัยแพทย์แผนไทย.docx
การวิจัยแพทย์แผนไทย.docx
การวิจัยแพทย์แผนไทย.docx
การขึ้นทะเบียนตำรับยาแผนโบราณ สสจ.ppt
การขึ้นทะเบียนตำรับยาแผนโบราณ สสจ.ppt
การขึ้นทะเบียนตำรับยาแผนโบราณ สสจ.ppt
การขึ้นทะเบียนตำรับยาแผนโบราณ สสจ.ppt
ขึ้นทะเบียน food supp_Manual_5.1.pdf
ขึ้นทะเบียน food supp_Manual_5.1.pdf
ขึ้นทะเบียน food supp_Manual_5.1.pdf
ขึ้นทะเบียน food supp_Manual_5.1.pdf
ขึ้นทะเบียน food supp_Manual_5.1.pdf
ขึ้นทะเบียน food supp_Manual_5.1.pdf
จดแจ้ง cosmetic_manual.pdf
จดแจ้ง cosmetic_manual.pdf
จดแจ้ง cosmetic_manual.pdf

WHO Guidelines

* Research Guidelines for Evaluating the Safety
and Efficacy of Herbal Medicines, WHO 1993

« Guidelines for the Assessment of Herbal Medicines,
WHO 1995

* General Guidelines for Methodologies on

Research and Evaluation of Traditional Medicine,
WHO 2000

* Operational Guidance: Information needed
to support clinical trials of herbal products,
WHO/TDR 2005

« Others e.g. WHO monograph on selected medicinal
plants, others.



WHO Guidelines

Research Guidelines for
Evaluating the Safety and
Efficacy of Herbal Medicines
(WHO 1993)

Ethical Considerations: Research
on human medicines must be
carried out in accordance with all
relevant ethical guidelines

(4 basic principles).

=




WHO Guidelines

Operational Guidance:
Information needed to
support clinical trials
of herbal products
(WHO/TDR 2005)

Chemistry-Manufacturing-Control (CMC)
Considerations for Herbal Products

Non-Clinical Considerations for Herbal Products
Clinical Considerarions for Herbal Products

Ethical Considerations in Clinical Trials with Herbal
Products:




Scientific Considerations
UszLauauInened&6s

Scientific Validity:

- Rationale and Literature Review

- Research Design & Methodology

- Inclusion/Exclusion criteria

- Sample size

- Procedure and massager, dosage form,
regimen, route of administration

- Measurements

- Statistical Analysis



Ethical Considerations
UL A UATUITEIFTTTN

Ethical Principles (Belmont Report)

- Respect for Persons
(informed consent, privacy, confidentiality,
vulnerability)

- Beneficence or Non-maleficence
(risk/benefit assessment, favorable)

- Justice
(inclusion/exclusion, randomization)

All of the fundamental ethical principles of human

participation in research apply equally to herbal remedies
and research involving these compounds (consent, equity,
favorable risks/benefits, experimental design must be sound).



Operational Guidance: Information needed

to support clinical trials of herbal products

. Chemistry—Manufacturing-Control
(CMC) Considerations for Herbal
bt oo Pro du Ccts

to support clinical trials

of herbal products

* Non-Clinical Considerations for

Herbal Products

* (linical Considerations for Herbal

Products

* Ethical Considerations in
Clinical Trials with Herbal
Products



- Operational Guidance: Information needed

to support clinical trials of herbal products

Chemistry-Manufacturing-Control (CMC)
Considerations for Herbal Products

. CMC of Herbal Product to be evaluated mimics that
for the traditionally-used formulation. Evaluation of
Herbal Products does not require purification to
known or single chemical constituent.

. Phase 1/2 trials, details on specification and
quality control of the product used are required,
GMP standards for CMC processes may not
required at this stage.




- Operational Guidance: Information needed
to support clinical trials of herbal products

Chemistry-Manufacturing-Control (CMC)
Considerations for Herbal Products

Information on herbal substance and herbal product
must be described [genus, spp., region and country of
origin, time of harvest, ...... solvent extraction, analytical
procedures, amount of active ingredient, chemical
fingerprint (analytical markers), lack of contamination,
etc.]

3. Phase 3 trials, GMP standards are needed.
Information on herbal substance and herbal product are
the same as for phase 2, but more stringent. GAP, GHP
reference batch and environmental impact statement
are required in addition.
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Non-Clinical Considerations for

Herbal Products

1. Efficacy information searched from literature sources is
recommended. If information is insubstantial it is
necessary to perform new efficacy experiments.

2. Toxicities of the herbal products in prior human
experiences or existing animal data searched from
literature sources is recommended. Consider whether
additional non-clinical studies are needed.

3. Pharmacokinetics studies are technically difficult to
conduct. Also, the dosing regimen can be deduced
from traditional methodology. Therefore, non-clinical
PK is not absolutely required.
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Clinical Considerations for

Herbal Products

Phase 1 studies in normal volunteers are generally
unnecessary for herbal traditional medicines. Traditional
dose regimens of herbal medicines conveys reasonable
confidence that these regimens can safely be administered
to small number of carefully monitored clinical subjects in
Phase 2 trials.

It is important to verify tolerance in phase 2 trial patients.
Both the literature review and the provisions in the protocol
to be performed should focus on safety parameters (CNS,
skin, musculoskeletal, GI, liver, kidney, CVS, hematology)
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Clinical Considerations for

Herbal Products

Phase 3 trials should be undertaken only after dose-
ranging phase 2 data are available.

Inappropriate rejection of herbal medicines in phase 3
trial is owing to phase 2 studies did not preceed a
phase 3 trial and a suboptimal dose was used in phase
3 trial.
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Ethical Considerations in Clinical Trials
with Herbal Products

- Apply the fundamental ethical principles. All
research involving human subjects should be
conducted in accordance with ethical principles
contained in the Declaration of Helsinki, three
basic ethical principles (Belmont Report), laws
and regulations of the country, whichever
represents the greater protection for subjects.
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Ethical Considerations in Clinical Trials
with Herbal Products

- A well trained, ethical investigator is the best
assurance of patient safety in research.

- Skilled clinicians should be chosen as investigator to
assure prompt recognition and appropriate
treatment of any observed AE or worsening of a
pre-existing condition.
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