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Topics to be covered

°* What is human research?

* Why research should be ethical?

* What make human research ethical?

° History and evolution in Research ethics
* Ethical Principles in Human research

* Applicable local laws and regulation
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What is human research?
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“Research means a systematic _investigation, including

research development, testing and evaluation, designed to
develop or contribute to generalizable knowledge
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Why research should be ethical?
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° Quality and Integrity of Human Research

* Avoidance of exploitation of research participants

° Promote trust, accountability, mutual respect, and fairness
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https://www.niehs.nih.gov/research/resources/bioethics/whatis/
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What make human research ethical?
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* Responsibility of researchers

* Complying to ethical guidelines

* Oversight by an independent committee

What Makes Clinical Research Ethical? Ezekiel J. Emanuel, MD, PhD; David Wendler, PhD; Christine Grady, PhD



Those who don’t know history
. are doomed to repeat it.
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Research ethics milestones



winn19aldn
The Beecher article W
1 966 — ! Vlume 27 JUNE 16, 1966 tumber 9
G o - SPECIAL ARTICLE
Tuskegee s tu dy # ; . ] ETHICS AND CLINICAL RESEARCH®
1932-1972 ; : B 5 .! BOSTON
Willowbrook study
1956-1972

ir

i

4

Belmont CIOMS ICH
Report Guideline GCP

US Federal Regulations . . .
National Bio Ethics
45 CFR 46 Advisory Commission
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Research ethics milestones
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Willowbrook Hepatitis Study (1956-1972) Tusl<egee5y1p;17igsmdy(193z-

Dr. Saul Krugman et l
begin studies to acquire
information about the

' natural history of

’ /,« , hepaitis and work

e ,r | toward vaccine

. _ cloms
Amendment to the FDA act ’ ‘ Declaration of Helsinki ’ \ Belmont Report ] ICH GCP

Lerner BH. Sins of omission — cancer research without informed consent. NEJM 2004, 351(7):628-630.
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S
AnNULsULLsn The Nuremberg Code (1948)
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AR LU UADINHULSULLS A The Nuremberg Code (1948)

- AeniudavAwaTATI WarA2IvaandpadianInnside wavanneuide
lugatiuaglugaiunisaldinsy yanagnifeduluidnHna1sidaliauisada
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- Wamnudaanduuadgiinhinide aasvinasidadudainaaadnausitiunig
53uluau deiflusnngruzasnszuiuaisidameihnnsunng Taaanwizn1sive
enuasnuiuritidalni auwnauai - ICH GCP (International Conference on
Harmonization of technical requirements for registration of pharmaceuticals
for human use - guideline for Good Clinical Practice)
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Declaration of Helsinki 1964-2013-2016
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s59du wardsendlae sunauwwnedlan (World Medical Association —~WMA)
\enasAuuiTanedinisunne (Biomedical research) tdunan
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The Declaration of Helsinki
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Declaration of Helsinki 1964-2013-2016

- UANUDULUAURINITITENNTINTULNNE ATaunauéiy identifiable human material and data wagdl
TnndsesavAlia maILUaAUaINIsLAA1IA Walun1sItiasde nsilavdu wagineisa

- AaMdsminTivasunned warinida deanadluyanaidady da unndvinminAnesnmeiihe wagvin
e lUnsauAU eaaInssnilnaIANNSUAAAAUUDINULAIVIY 1o DEINY

- Tunmislvinisin unndanasdagiugdadulaunuihea luaisidanignsinenaiainsiAianad
AuKiheunnga

- walugueinide unndaudenduagsaslitaya warlvinihadaziinhna1side dufdagulaag
wazagsaddwad tdataungiIulafnanissnid aUNNINIIIULALRIUTAADNITINE

- ANUFUNUSsEUI LN Nduasyihg anafinansenusanisaaiulatdnsiunisitavagiie adg
MIUANUNTZUIUNTTLTYZIU uazuamuduaaninalviau (trained personnel) vinninnunu

- anandgaseNNduganlunisianInIe e lisdagasuiulutanas (the non-written consent)

- fingnssun1sasasssy vinwihidiAuguatasenisisde The Declrationof Helsini

- msfungsiounuiianaufugiin NI Tanausn LazATARNWINALNSHaUITE




Change in Declaration of Helsinki version 2013

- Add necessity in education & training in research ethics for investigators
and research ethics committee members
- Increase transparency in
- Research Ethics committee’s function

- Conducting research — register in publicly available database before

recruiting the 15t subject, submit a final report containing a summary if the
research findings and conclusions to ethics committee

- Address more in human subject protection

- Before: informed about post trial protection and information about research
result

- During: close monitoring and responsibility for research-related injury

- After: obligation of sponsors, researchers and host country governments of
provisions for post-trial access
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Change in Declaration of Helsinki

version 2013

Compassionate use vs Emergency Use Authorization (EUA)

37. In the treatment of a patient, where proven interventions

do not exist or other known interventions have been E[IlT]IJEISSI[IﬂEltE “SE
ineffective, the physician, ﬂﬂd EmEFgEﬂEy “SE
* after seeking expert advice, ALIthDFiZEtiI]I'I fl]r'

* with informed consent from the patient or a legally ”napprnvgd Drugs
authorized representative,

may use an unproven intervention if in the physician's judgment
it offers hope of saving life, re-establishing health or alleviating
suffering.

This intervention should subsequently be made the object of

research, designed to evaluate its safety and efficacy.

In all cases, new information should be recorded and, where

appropriate, made publicly available.




CIOMS Guidelines 1982, 1993, 2012, 2016

21 Guidelines to 25 Guidelines
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Add social value, community engagement & public e Y
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accountability N

Enhance compensation for participants & freatment
for research — related harm
Special conditions

- Use of stored biological materials and health-related
data in research

- Research in disaster and disease outbreaks
- Implementation research

1 International Ethical

- Use of online information =,

Involving Humans:

Conflict of interest | wauszlgviivdoay

The Council for International Organizations of Medical Sciences



CIOMS/WHO Guidelines f@ﬂ

Council for International Organizations of Medical Sciences 1993

CIOMS GUIDELINE 13 uaz 14
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http://www.cbio.ru/v5/images/library/cioms.gif

* Guideline 11/12 Use of stored biological materials and related

data/Health-related data

1. siulBieaniside azdesdinsvaniuBuganainyanaiduinves Jamdidananaanun

fueauil a1aluanwail an1zLa1¥as (specific informed consent) Wy Tilddmsunis 3deui504la

wiauanuwazitaniig (broad informed consent)l WigluSaslanla
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w89 15T IR ensIUT e miisiaaninnszuauntsnsIaneIdedeuassnyiy ssgmnuld uas
a19gnianldiiianisiveluawinn lnglisniy dasvenaudueaud1dn mimdrvasisagrtanmidy q lulauds
I19adawsauiasn1sdiiregFanmmaridluldinentside




N15298 UL INNANTNUR - Guideline 20: Research in disaster situations
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Nalfa9A1d489 Respect for person,
Beneficence, Justice ?ﬂ%ﬂﬁ?iﬂdﬂu
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Guideline 22: Use of online information or tools in health-related research
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International Conference on Harmonization Good Clinical Practice
ICH GCP 1996, 2016

- is an international ethical and scientific quality standard for designing, conducting,
recording and reporting trials that involve the participation of human subjects.

Juaasgruauninaiuasesssukazivinisseavainadiusuldluniseguuuy nsauiduery nsduiin

Toyauwazn13deus1g9un1sineIve lunywd

= Shared by all of the parties:
= SPONSOrs,
= investigators & site staff,
= CRO (Contract Research Organization)
= IRB/IEC
= regulatory authorities, and
= research subjects

(WHO, Handbook for GCP)

GCP (unausuinveusuiuvasnauidausaulunisauildunsive

Ref.
1. ICHE$(RT), Current Step 4 version dated 10 June 1996

2. WHO, Handbook for Good Clinical Research Practice (GCP);
Guidance for Implementation, 2002




ICH E6 GCP, Addendum 2016

INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE (ICH)

aAn1svatAnlulsee Quality management ¥@4 sponsor (5.0)

ICH HARMONISED GUIDELINE

INTEGRATED ADDENDUM TO ICH E6(R1):
GUIDELINE FOR GOOD CLINICAL PRACTICE

E6(R2)

Current Step 4 version
dated 9 November 2016

1. Integrated Addendum to ICH E6(R1): Guideline for Good Clinical Practice 1996
2. E6(R2), 9 November 2016
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ICH E6 GCP, Addendum 2016

ADDENDUM
1.63  Certified Copy n155USa9d1LUN

A copy (irrespective of the type of media used) of the original record that has been verified (i.e.,
by a dated signature or by generation through a validated process) to have the same information,
including data that describe the context, content, and structure, as the original.

1.64  Monitoring Plan uHUN1ISANAUQLE

A document that describes the strategy, methods, responsibilities, and requirements for
monitoring the trial.

1.65 Validation of Computerized Systems 0150152989 USSUUADUNILADS

A process of establishing and documenting that the specified requirements of a computerized
system can be consistently fulfilled from design until decommissioning of the system or
transition to a new system. The approach to validation should be based on a risk assessment that
takes into consideration the intended use of the system and the potential of the system to affect
human subject protection and reliability of trial results.




The Belmont Report 1979
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The Belmont Report
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“Do a double-blind test. Give the new

drug to rich patients and a placebo to

the poor. No sense getting their hopes
up. They couldn't afford it even if it works."
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The Belmont Report

Three basic principles related to research

subjects were identified

1. Respect for Persons uanauip1snluynna

2. Beneficence uianwailsziaay

3. Justice nanaéisssu



Respect for Persons: AUTONOMY
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Respect for Person

F5NATUENI
Respect for person nmsta1sniuaiIuana

> Informed consent n1saaml iUl

+ Information n1sldayanaAsuaIu

- Comprehension auwnla’le

» Voluntariness aAu&IAITR 1192 Lidasylunissadula




Respect for Person
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* Livuy neaulvia3en 1nsena A998 (coercion)
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influence, undue inducement)
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* SnwAruauvasyaraiiiluanaisdas Privacy and Confidentiality
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Respect for Person
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Beneficence anuauseaiafil
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Beneficence nianuaisaafud
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Beneficence nannausaaful

USSLNNUDIANULE B

- anudessagnenie (physical harm) - Usztiiuladne
- audesnadnla (psychological harm) - Uszdiuldann
. mwﬁmﬁﬁngnﬁu

- anandesdanguune - anidusae (legal harm)

¢ ﬂ’)'l&lL’?ilﬁNﬁiaﬁﬂ']uﬂ'lWVl’NﬁﬂﬂﬁJ - Lgﬂ%ﬁq (social harm)

o aULEYRaNSNg naznauselavinnsazlasu (economic harm)



Beneficence nianuaisaafud
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Beneficence nannausaaful
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MEDICAL PROFESSIONAL ACT

® The Medical Council of Thailand.

* “The Medical Council Regulations on Medical Ethics Preservation, B.E. 2526 (1983) Part 6. Human
Experiment

- Amend B.E. 2544 (2001)
Revision B.E. 2549 (2006) “Part 9. Research Study and Experiment on Human”
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Stem cell research regulation, B.E. 2552

% |
g

*“The Medical Council Regulations on Medical Ethics Preservation on Stem cell for
treatment, B.E.2552”

®Article 2.2 In case of research, the research protocol must be approved by
°IRB, and
*Thai Medical Council Scientific and Ethics Committee on stem cell research
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NATIONAL LAW

* Official Information Act, B.E. 2540 (1997) (W.5.U. U8Yav11815UBT R

W.A. bé&eo) » ﬂﬁ
® Declaration of Patient' rights ( B.E. 2541) (ﬂﬂﬂi”ﬂ’]ﬂﬁ%ﬁ@y’ﬁﬂ 9 iﬂ P
’::':':2:5-_.-:"'_.,.___5' o

bé¢eco) o

_..:,:-:-?.-" e -".-""'i"-. "'-.5,.-"' i
® Act on protection and promotion of traditional Thai

o

&) :
* Child Protection Act, B.E. 2003 (.5.U. ALATOLAN .. o&as
National Health Act, B.E. 2550 (2007) (W.5.U. ammmmmﬁ \

Mental Health Act, B.E. 2551 (2008) (W.5.v. asumwam . ﬂ “@cﬁf&@)

.-'

The Criminal Code (nuunga18y1) b s
The Civil and Commercial Code (N u18LN4) |
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OFFICIAL INFORMATION ACT, B.E. 2540
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OFFICIAL INFORMATION ACT, B.E. 2540

®Section 41. Any person who violates or fails

to comply with the restriction or condition

wseatigyal®

imposed by the State official under section 20 fyivanaims

W.¢1.2540

shall be liable to imprisonment for a term not givaansaos i

Wil o Sl 0 fnew wesceo

it e Iudamaeatu

exceeding one year or to a fine not exceeding gt St <

1380
4 P uow
Lﬂ I Lﬁ%ﬂﬁﬂ'&lﬂ’]ﬁ’l\ﬂNﬁQWNTU’IT Ll B‘U’ﬂi‘\l‘ﬂ‘lﬂ’]'ﬂﬁﬂm TIENT

v o+ o wnk . . a -
3 wsawwm‘m{ﬂsmmm “ 1ww$1w1m'mryrymm1'ﬂm=_|ﬂmuxmmeuwu'ﬂaﬁﬁﬁm

twenty thousand Baht or to both. o

T @ weTElyREndn T wemelygitaynt e Eianms nedeo”

wen TSR s

siusisl

» 11991 €o HIANTNUNTDIUIURURAMIUTOINANTE  “ 2% st s

wseTmUnniG wEademmSaus i muensyminy R bl s .

e @ e

= \'L A v v o v o ¥ N ‘ ‘
WNBULINLITAUINYDITZTATNUANIUUINGT o AV A

maneiwaillaesn

AanET Wi TR EeHa wew A ey iy msduinn e e

shainlnenrSacnasinga wiaiiaulaiilisiwinlsng

zaninwaranluinunilstivsevsiulainy e

ornely  bendudaninaafviumssiunusssyriedaypmmsifviianmm

FOIVAUUIN 959999199U5U



National Health Act, B.E.2550

W.3.U. UATNLLUNYIA N.A. w&do

*Section 7 Personal health information shall be

kept confidential. No person shall disclose it in

such a manner as to cause damage to him or her,

unless it is done according to his or her will, or is ws:susur\_:lrym g
required by a specific law to do so. F!UNWIIH-]L’ﬂC]
W.A. In&co
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National Health Act, B.E.2550

W.5.U. FUAINUIYIA WA, w&do

®Section 9. In the case where public health professional

practitioner demand to use a service receiver as subject

of experiment, he or she shall inform the service receiver

in advance and consent must be permitted in writing WS:STBLINI NI
before carrying out the experiment. Such consent may Hun'|w"|.i;"5'|a
be revoked at anytime. :
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Mental Health Act, B.E.2551

W.5.U. ag?fmwﬁm W.A. bé&de

°Section 20 A research in relation to patient shall be made upon
written consent of the patient and upon approval of a committee
responsible for human research ethics of concerned agency. The
provision of section 21 paragraph three shall apply to the giving of
consent mutatis mutandis. The patient may at anytime withdraw

the consent given under paragraph one.
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Mental Health Act, B.E.2551

W.5.U. FUNINTA W.A. bEdo iy

®Section 21 Paragraph three:

In the case where the patient is less than 18 years of age or
incapable to have decision in giving consent for treatment,
his spouse, ancestor, descendant, protector, curator, guardian,
or a person who takes care of that person, as the case may

be, shall give consent under paragraph two on his behalf.
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Act on protection and promotion of traditional Thai

medicinal intelligence, B.E. 2542

*No person shall....do research on controlled | duaau piilyan

4 nmsuwngduanlng

herbs except the government sector £ waveew
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Child Protection Act, B.E.2003
(W.5.U.AUATBAAN W.A D)

*“Child” means a person below 18 years of age, but does not include those who have

attained majority through marriage.

““Parents” means biological father and mother of a child, regardless of whether they are
married or not.

““Guardian” means parents, persons providing care, adopter and guardians according to

the Civil and Commercial Code, including step parents, guardian of a child's safety,

employer, as well as any other person providing care or shelter to a child.




ws:swsUtyndaindovdouwng w.A. 2551 dounTuiwuidulasws:swsUnycddindovliouwng (QUUA 2) w.A. 2562
IASovDDUWNE KUNBADIUS . o
(1) in3ovda 1A3D01E 1ndoona SanNiBldWNIUiusIoMeUyud UeNBasdDlukoVURUaMSs WaantuA sawduds Ko
SandulonWnaarsaidupvnaasuriokuneiawizaksutdoenoklvasnoladodalud Iso:8lagawo 8soununsals

Us=nauriudvaula

(n) 3Tody Uovriu Gaaw Jida ussin kéosnulsA
(v) 3Updy Aamu thua usstM K8DSNINISLIALOU

() asd>dadu naunu uily daudav wego M KEDRUAUMESMAKSDNS:UDUNMSMVESSIUDVS1ONEY

(0) Us:AuUs:novKso82u830
(0) AUMLOOKSDYIUMSLDSTUWUS
(Q) BouKdDKSDBILBALADIUNWWANWKSDWMS

() RUDADINMSASIDFVAVASIDDINSIVME 1WDINNUS:AVAMOMSUWNEKrEDMSSTOIE

() ranerdouBodnsulndovliouwne
(2) aunsadiasudmsuidsounuindavdouwndmu (1)

(3) 1dovido 1A%l 1Ndovna WaAUA KioIandunsguuasUs:mAmkuasdulRdaviouwns
wadunndmuauLorueyavavAna1dvmU (1) iimﬁoﬁutué‘mmauquein§ae‘i’05cﬁaomlﬁomnns:uoumsmomr:'i'ts

5nen SnennidAUNU KSaUfnsenunnaingtkiiawavviudunan

IVD

CRYITEEN)
(High risk)

: ;J‘Hm}‘ y} = ko)

SYE o ==
s R | )

I

_vaninuginsaadszam
1ATaYda NN ANUANULEEN

nevnouRuASovTonw
INOWANENSSLIMSDINSHAEN

nssou:
Aomey 2556



R
U33ANA NN ILAZWIAIYE

* 41371420 “glloaslanseuszumibuidarinfaunna

aulneRanguunelinundenefauwndInng wisienien

A BUNNYNA LESATNAR NSWIRUNSDENS D19 TDE4

afA viwdn fruhazfinsidesldadulumauny
Wansiu”

U3eananfnineaigyl
* w1951 291 “gflanseinlagdszum wazn1snsein

Y < v = ' v o .
Tuluwin EaudaiANaY #A9932219INnEIAN L
wudud wazusuldifudaasniuuin’

°* 41951 300 “glanszrinlagUszum wagn1snsein

35 [~3 yyd' V) -9} v Y o 1
uuLﬂutmlmauﬁuaumﬂaamamaasz'm‘lmwm@fﬂ,u
wnarud wsausuldtAunnNuuIn Bsanemeusu”




ANUSURNAVBIADIVUISNUNIVYFING
W3LINVUYAAMUTURANINAZLAA YD UITNUNT W.A. 2539

- 3es1 5 MI8UYaeSFRRsuRadaridanalunaug

a Y] Yy Y o Aawva v A
azia It vanule nszianastumsufuavtinniy

dgﬁl = 1 v} .Y} 1 v
nsaliFiFenIga1aNeIMieUYBIsFAINa1Le Launse

WIETITUANNANNTUHAN A LNA

! “‘ng Y, v aill nlsu .
LLAVTNDILITHRUIN LU LA PBILIINHIN W.A. 2539

- 11931 8 Tunsalnniigauvasigiassuraldamdulvanauwnuun

=

o o a . v oo v . vV ada adAd v
ﬁdLﬁEl‘Vi"IEJLW?Jﬂ'ﬁazLSJWU%NL‘\‘l']‘i/i‘lJ'WﬂWlﬂ‘lJ’JEN']U‘U@\‘ﬁEﬂJﬁmﬁljﬂfﬂﬂﬂ

Yy v adwo a Y a VI Y
Wthiigiazdiayaldmfuluunaunuaainarlviun

Mﬂ’)&lﬂﬂﬂ%ﬂﬂ%ﬁlﬁ A3 wmtndilansesinnisiuludleainuadlavise

USTUMAULAD D19 i ng_ U18991628
AIUSU &ﬂ@lllfl']@a"’lllﬂ@l

dinaousudanIouio




W.5.U. AUATBITBYAHIUYAAR N.A. 2562

. UsznalumaRaaiyiunwiay 136 aauil 69 n wid 52 Juil 27 WEBAIAL 2562

- wigHanAaell wiu.il Llesanannwglsy EU aanngwang GDPR (General Data Protection Regulation)
o v v : v v gy v & Yy = a4 o
iaAuATastayadiuunnateAuldilie 25 wawn1au w.A. 2561 Aty Ussinalnedasiinguunainganuns

AuAsasdayadLyARaLNaaIIAUYRIURNISINgINsEndssEmalilviiansainssalvavesdayadu
yanatuninafugldinedn

ASU. LRUBDU

- a1szdAves w.au.atulll 3 Ussiaudsil Mllesesotia e
1. 1989dayadaslindiudueaulun15iAusIuTIINTS |

ans:aNnAfyuUDY WS.U.

THuarmsamedoyadiuyananiuingUszasdiigi
STl iR ususnud i

2. fiiunundeyadossnuenuiuas/aonfoves
Fouglailinauasuudasudly viegnidrdslaedi

Liiendostudoyatiu anruneruiaszdauiudaya
vasgiaeldidunua s aidlnwe iiugpy

3. i81909toyadansnounaiuduges veliauuse
viaredeyaidalails




WU, 98 Tunywe

*Attempt to propose Human Research Act by Medical Department, Ministry of Public Health
since 1985 (2528 B.E.), but unsuccessful

*National Research Council of Thailand (NRCT) prepared the draft to the cabinet.

®Passed the Council of State, await further step in law making process
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Achieving Guidance in Clinical Trial Safety Information

among Stakeholder
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Guidance and Template of Informed Consent Form
for Clinical Trials in Thailand
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