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Ethic

 “Ethics” in simple terms is defined as “norms for
conduct” that distinguishes between acceptable
and unacceptable behavior.

 Though ethical norms are learnt since childhood
at home, school, religious places, etc,, it is
influenced throughout the life, impacted by
various life experiences which explains the large
variations in interpretation of ethical norms
among individuals (Resnik 2011)
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Ethical norms
e Basically, the ethical norms comprise honesty,

integrity, and social responsibility in very
general common sense.

(Shah 2011)

i
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Agencies

 Some of these are as follows:
(i) National Institute of Health
(ii)) National Science Foundation

(iii) FDA, etc.



Standards vva

* The Nuremberg Code and Declaration of
Helsinki by World Medial Association is the
landmark in ethical standards followed the
world over for biomedical research and

uniform requirements for manuscripts
submitted to biomedical journals. anuwlulauanly

% IRB




Biomedical ethic composed of:

(i) Careful approach to research design, data collection
and interpretation. fgiuu1ads gnsias

(ii)) Maintaining confidentiality of research subjects and
personnel records. sneAruay

(iii) Always acknowledging the source; using scientific
materials without gcknowledging the source amounts to
plagiarism. liaan vindn uaz a1vaelignsias

(iv) A|m to advance knowledge and research and not
one's career. Avoid temptation for duplicate publlcatlon

of the same research in different journals or in different
languages, without proper declaration to the effect. wiu

AMINITANILN N1TNINK BANINAINIAULA R




Biomedical ethic (cont)

(v) Protect the subjects/patients included in the
research study, minimizing risks and maximizing
benefits, specially the vulnerable population.
Informed consent of the patient/guardian (in the
case of minors) in the presence of witness is
absolutely essential to protect the interests of the
human subjects enrolled in the study.

(vi) Design animal experiments only if absolutely
necessary and meaningful. Show proper care and
compassion and minimize pain and suffering during
the experiments.




Jamanuiaa“research misconduct”

(a)Intentional or gross negligence leading to

fabrication of scientific message or a false credit
or emphasis given to a scientist.usiasu

(b) Intentional distortion of the research process
by fabrication of the text, hypothesis, or
methods from another researcher's manuscript

or publication or distortion of the research
process in other ways. seeuna Tnesala wh Usinaem

FINRNLAN




anuiluyw Background:

* Research ethic developed from
medical field. foyunainnimaaaanis

NIFLANEUN INHEIATIN

* 1974 Declaration of Helsinki. The
Nuremberg Code is a former
agreement.

* Behavioral research-different issues



http://en.wikipedia.org/wiki/Declaration_of_Helsinki
http://en.wikipedia.org/wiki/Nuremberg_Code




Nuremburg code : Aoozls

German physicians and the medical
establishment that carried out the policies of
the Third Reich during the WWI

Holocaust by the Nazis

Medical ethics were completely ignored

Nuremberg Code for regulating human
research by means of informed conse

Megele

http:/www.dreamscape.com/morgana/ries
mberg.htm
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THE NUREMBURG CODE June20-07.htm

Trial: Nuremburg

* On August 19, 1947, the judges delivered their

verdict in the "Doctors' Tria

" against Karl

Brandt and several others. T

"hey also delivered

their opinion on medical experimentation on

human beings.

e Several of the accused had argued that their
experiments differed little from pre-war ones

and that there was no law t

hat differentiated

between legal and illegal experiments.


http://en.wikipedia.org/wiki/Doctors'_Trial
http://en.wikipedia.org/wiki/Karl_Brandt_(physician)
http://en.wikipedia.org/wiki/Karl_Brandt_(physician)
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10 Things You May Not Know About the ... Nuremberg Trials bibliography - Wikipedia
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Doctorg’ Trial, and revulsion at the abuses perpetrated led to the
development of the Nuremberg Code of medical ethics. e

Contents [hide]

1 Experiments
1.1 Experiments on twins

1.2 Bone, muscle, and nerve transplantation experiments
1.3 Head injury experiments
1.4 Freezing experiments
1.5 Malaria experiments
1.6 Mustard gas experiments
1.7 Sulfonamide experiments
1.8 Sea water experiments
1.9 Sterilization experiments
1.10 Experiments with poison
1.11 Incendiary bomb experiments
1.12 High altitude experiments
2 Aftermath
2.1 Modern ethical issues
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According to the indictments at the Subsequent Nuremberg Trials,“I°! these experiments included the followin

EXxperiments on twins

Experiments on twin children in concentration camps were created to show the similarities and differences in th
genetics of twins, as well as to see if the human body can be unnaturally manipulated. The central leader of the
experiments was Josef Mengele, who from 1943 to 1944 performed experiments on nearly 1,500 sets of

imprisoned twins at Auschwitz. About 200 individuals survived these studies.l”! The twins were arranged by age
and sex and kept in barracks between experiments, which ranged from injection of different dyes into the eyes

of twins to see whether it would change their color to literally sewing twins together in attempts to create
conjoined twins.PI®!

Bone, muscle, and nerve transplantation experiments

From about September 1942 to about December 1943 experiments were conducted at the Ravensbrick
concentration camp, for the benefit of the German Armed Forces, to study bone, muscle, and nerve
regeneration, and bone transplantation from one person to another.[?/#/97 5% gactions of bones, muscles, ar
nerves were removed from the subjects without use of anesthesia. As a result of these operations, many victin
suffered intense agony, mutilation, and permanent disability.

Head injury experiments

I A ™ oA~ " ™ - - L e} 1
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Sulfonamide experiments

From about July 1942 to about September 1943, experiments to
investigate the effectiveness of sulfonamide, a synthetic
antimicrobial agent, were conducted at Ravensbriick.'"”! Wounds
inflicted on the subjects were infected with bacteria such as
Streptococcus, Clostridium perfringens (the causative agent in gas
gangrene) and Clostridium tetani, the causative agent in tetanus.[™!
Circulation of blood was interrupted by tying off blood vessels at
both ends of the wound to create a condition similar to that of a
battlefield wound. Infection was aggravated by forcing wood
shavings and ground glass into the wounds. The infection was
treated with sulfonamide and other drugs to determine their

effectiveness.

Sea water experiments

From about July 1944 to about September 1944, experiments were

alglelsle
£1E LSl

- e g e m

SMRIF,

Child victims of Nazi experimentation show ¢
incisions where axillary lymph nodes had bee
surgically removed after they were deliberate
infected with tuberculosis at Meuengamme

concentration camp. They were later murdere

conducted at the Dachau concentration camp to study various methods of making sea water drinkable. At one
point, a group of roughly 90 Roma were deprived of food and given nothing but sea water to drink by Dr. Hans

Eppinger, leaving them gravely injured.[m] They were so dehydrated that others observed them licking freshly

€0 Internet #3 | &






The Declaration of Helsinki 1964

Developed by the World Medical Association
(WMA), as a set of ethical principles for the
medical community regarding human
experimentation, and is widely regarded

as the cornerstone document of human
research ethics. There are 32 items.

(WMA 2000, BoSnjak 2001, Tyebkhan 2003)


http://en.wikipedia.org/wiki/World_Medical_Association
http://en.wikipedia.org/wiki/Research_ethics

the Ethic Committees
AFTUATNIITUIVTIFITUNITIVY IUA

e that ensure the rights, safety, well-being, and
confidentiality (@5 acnutlaansis A uNIgn way NgLAL
AYNAL)

* by reviewing and approving/rejecting a study
protocol, and evaluate research personnel, the
research site, and materials and methods used
for obtaining and recording informed consent

protocol from subjects participating in the
Study (NN1N1TUTLLHUABIATLENITNNITY)



The basic ethical principles in
clinical research.

The four moral
principles of wiannis 4 dsens

1. Autonomy @na

2. Beneficence uszlamil

3. Non-maleficence (no
harm) 158umse

4. Justice gpass




The Belmont Report 1979

1.Respect of Autonomy,
* Bythe National  FJISMIB protect those
Commission for wsnanatlunyed | diminished
the Protection of Toray Jutonomyv Sva
Human Subjects y Ao
of Biomedical 2.Beneficence Do no harm,
Behavioral I ErARIGRY{RZEY dungne v
Research :Three maximize benefit
core principles .
3. Justice Who ought to
finTan lus get benefit and
who bear its

burden yn1agnals



Harms and Ameliorative measures
é’umwuazmﬁmﬁmmmﬁﬂ

Minor Ameliorate
increase

Inconvenience  Boring, Unexpected Informed

Tdguauny interrupting major consent,
involvement Break

Physical harm  Minor injury First aids Violent assault, Appropriate

SURINE NI9NE needed life threatening safety

consideration
Social harm Transitory Minor stigma,  Longterm Compensation,
AUAIY NNEIAN embarrassment  conflict stigma assure privacy
Beattie and

VandenBosh 2007
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Pitfalls

(1) Scientific designs (eg, placebo-controlled studies and
medication-free intervals, prodromal and high-risk research,
and genetics research) nisaanuuy

(2) informed consent and decision-making capacity, including
assessment of decisional abilities, as well as intervention
studies nnsraAEusas

(3) understanding and perceptions of risk and benefit (including
the therapeutic misconception) &as dselami

(4) influences on research participation (including voluntarism,
altruism, and other motivations nasifeAu inselanu

(5) key participant safeguards, such as protocol review and
participant advocates nisifasiuannuides

(Laura B Dunn, Philip J Candilis, and Laura Weiss Roberts 2005)



Tuskegee Study nsalaroe1s

* Unethical research is the Tuskegee Study in The

US. of Untreated Syphilis. @nsauldgiaaluanizng yu
nszneneansnsnug lueutlaefian 412 aufilildfumsingm Wauy

Auldilng 204 Au

* Sponsored by the U.S. Public Health Service and
lasted from 1932 to 1972, 412 poor African-

American men with untreated Syphilis were
followed and compared with 204 men free of the

disease to determine the natural history of
syphilis



Ethical Violation: Tuskegee

* The ethical violations were multiple: Subjects
did not provide informed consent (indeed,

they were deliberately deceived); they were

denied the best known treatment; and the
study was continued even after highly

effective treatment (penicilline) became
available .(3sssa Tagldldanauld ianTn1IwLsWLDTAY
NH1sLANTN1NLAI)



The Study Ends and Reparation
Begins

The advisory panel concluded that the Tuskegee Study was
“ethically unjustified”-the knowledge gained was sparse
when compared with the risks the study posed for its
subjects. In October 1972, the panel advised stopping the
study at once. A month later, the Assistant Secretary for
Health and Scientific Affairs announced the end of the
Tuskegee Study.

In the summer of 1973, a class-action lawsuit was filed on
behalf of the study participants and their families. In 1974, a
$10 million out-of-court settlement was reached. As part of
the settlement, the U.S. government promised to give
lifetime medical benefits and burial services to all living
participants. The Tuskegee Health Benefit Program (THBP)
was established to provide these services. In 1975, wives,
widows and offspring were added to the program. In 1995,
the program was expanded to include health as well as
medical benefits. The Centers for Disease Control and
Prevention was given responsibility for the program, where
it remains today in the National Center for HIV/AIDS, Viral

Hepatitis, STD, and TB Prevention. The last study participant
died in lantiarv 2004. The last widow receiving THRP

19/94
A $10 million out-of-court settlementisr

The U.S. government also promised to g
medical benefits and burial services to a
participants; the Tuskegee Health Benefi
(THBP) was established to provide these

1975
Wives, widows and offspring were addec
program.
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1995

The program was expanded to include h
medical benefits.

1997
On May 16th President Clinton apologize
the Nation.

1999

Tuskegee University National Center for
Research and Health Care hosts 1st Ann
Commemoration of the Presidential Apo

2001
President’s Council on Bioethics [4 was
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Helsinki Clarification

e Article 1.3 of the 1996 version of the
Declaration required that every patient
enrolled in a medical study be assured of
receiving the best proven diagnostic and
therapeutic methods.

* Placebo controls were permitted only in
studies where no proven diagnostic or
therapeutic method existed.




WHO Guidelines

e The WHO Manual (Section XV.2) defines research with
human subjects as 'any social science, biomedical,
behavioural, or epidemiological activity that entails
systematic collection or analysis of data with the intent
to generate new knowledge, in which human beings:

e are exposed to manipulation, intervention,
observation, or other interaction with investigators
either directly or through alteration of their
environment; or

* become individually identifiable through investigator's
collection, preparation, or use of biological material or
medical or other records.

e (http://www.who.int/ethics/research/en/)




WHO LINKS

Standards and operational guidance for ethics review of health-
related research with human participants

International ethical guidelines for biomedical research involving
human subjects
Council for International Organizations of Medical Sciences.

International ethical guidelines for epidemiological studies
Council for International Organizations of Medical Sciences.

World Medical Association: Declaration of Helsinki

European Group on Ethics

Directive 2001/20/ec of the European Parliament and of the Council

Council of Europe (Oviedo Convention - Protocol on biomedical
research)

Nuffield Council: The ethics of research related to healthcare in
developing countries



http://apps.who.int/iris/bitstream/10665/44783/1/9789241502948_eng.pdf?ua=1&ua=1
http://apps.who.int/iris/bitstream/10665/44783/1/9789241502948_eng.pdf?ua=1&ua=1
http://apps.who.int/iris/bitstream/10665/44783/1/9789241502948_eng.pdf?ua=1&ua=1
http://www.cioms.ch/publications/layout_guide2002.pdf
http://www.cioms.ch/publications/layout_guide2002.pdf
http://www.ufrgs.br/bioetica/cioms2008.pdf
http://www.wma.net/en/20activities/10ethics/10helsinki/index.html
http://ec.europa.eu/bepa/european-group-ethics/index_en.htm
http://www.eortc.be/services/doc/clinical-eu-directive-04-april-01.pdf
http://www.eortc.be/services/doc/clinical-eu-directive-04-april-01.pdf
http://www.eortc.be/services/doc/clinical-eu-directive-04-april-01.pdf
http://www.eortc.be/services/doc/clinical-eu-directive-04-april-01.pdf
http://www.eortc.be/services/doc/clinical-eu-directive-04-april-01.pdf
http://www.eortc.be/services/doc/clinical-eu-directive-04-april-01.pdf
http://www.eortc.be/services/doc/clinical-eu-directive-04-april-01.pdf
http://www.eortc.be/services/doc/clinical-eu-directive-04-april-01.pdf
http://conventions.coe.int/Treaty/EN/Treaties/html/195.htm
http://conventions.coe.int/Treaty/EN/Treaties/html/195.htm
http://conventions.coe.int/Treaty/EN/Treaties/html/195.htm
http://conventions.coe.int/Treaty/EN/Treaties/html/195.htm
http://conventions.coe.int/Treaty/EN/Treaties/html/195.htm
http://www.nuffieldbioethics.org/go/ourwork/developingcountries/introduction
http://www.nuffieldbioethics.org/go/ourwork/developingcountries/introduction

Researchers responsibilities

Submitting an application for review guenansiiiess IRB

Conduct of research. The research is conducted in
compliance with the protocol approved 33amuss

Tasanisidaniunisaiis
Deviation?......amendment ..zadsuilasu
Safety reporting asasupndaansia snu IRB

Ongoing reporting and follow-up-annually, or more
frequent a9u Fanu anadelnlassninmemnuaa lunay

Information to research participants asuna Tidaya #
QnAaINaLNeNFaLFINIA



Y ) =) o o Y Y 1 A o
DNA1ITUVDUANDTUIRTI T URLVTITINNTTIVY
(participant information sheet)CIOMS Guideline 5

1.9v19lulAsaN1394%)

o c A I a o o dl Y dl
2. rJﬁﬂﬂﬁ‘”@ﬂﬂﬂﬁ"ﬂ@ﬂﬁJ\‘i‘ViﬁJ’\ﬁ“ﬂ’ﬂ\‘iﬂ’]?Q@ﬂﬂ’]?ﬁ‘ﬂ‘]ﬁ”’ﬁ’]@ﬁiﬁlﬁLL@‘ZI@ﬂ']@‘V]
@W@W@Nﬂ?@”iﬂﬁ‘ﬂﬂ’]?@ﬁ\lLﬂlqﬂf\lﬁ\lﬁm‘_‘f’]

4. mum@mﬁmLuuﬂ’m@ﬂmvﬂgumWﬂmmmum
5 WENN/AURATALARIRN G AT AT
6.ANNNLALNAINNITIALNANANATUA LRGN & AT

7 Alsclaminananadnsanalaiulnenss wnlailasuilselamifassy
¥ o=\ | 6 1 N N 6 1
el kavdselamdauau dsslamdractaaean dsslamimaguny

ax % dl A di 1Y o a o
8. ’Jﬁﬂ’]ﬁ‘ﬁ‘mﬂ’mLﬂuW’NL@ﬂﬂﬂu mniu LﬂnmuLﬂu@ﬂm@mﬂumm%

1 = a o o v Aaa = 1A o
9. ANIALTEINTANATUATIE TALIANANNUTLAUTIR UTDTLY INERIELAY
HANUAYUN1 IR UE U ATR AN lrane)



¥l

1 a | = | 1 v
10. ANAWNIE ANALIAT LAZAINN IZAEAan Tdaune (87R)

v A o

11. AnldanenanatadAsFasansed (G0H) wazanldanengaae)
HANLAYUNIIRITUH AT
1207199008140 AT 1NN9998 YFaNITDaUFIAaNaINNNg
PN HEGRR

13. 92UNNINUINHIANNAL WAZIDLIIIANITNHIAINAL 1A3
AN DB AAINNAL

14, n3 daya ludlusendnamiiunigiae
15. mmﬁmmaﬁm%ﬁm@meﬁ*mﬁqmrf;
16. WANaTIa1AnaUeadTATEENANNNSIAE
1735z Tinnanaiasdnsanlunisian

18. RNUIUANEN1RAL AT



NISYNIUNITUIA NG UEIDN ﬁ
CIOMS Guideline 4

srydnganlianaindaalsglilasu informed conse
A1a188AT NI lATUNINAITUNBUNE/SLIFAY ANATIENTIINNIS

A3ETTITNNNTAIRE

N9 8UT AR LAY AuLAdsasay (minimal risk)

n13raA NNt a1 A lun1ed Ji Wuninzeniau
(emergency, impractical or impossible)

ADUYNITNNNIATLTIIN B1ANATON RN UTaYALINIAULTE
YI9IUNA B19aYEH W ldan A uautenTatn1sfuia (consent

by action)unsmaunuuaauniulaanguuiNanTwnLAL K5
eNANAA FILILNILIUNNINA  JYNANNaTIIANINA



msdaanlsuruilsz dariloe
1AMV NI ININ

* nsld medical records uaz biological specimens annislsuanisiing
N19398 HIMIAIN W.3.U.INWLAITIR NIRATT 9 ATABNIBANNEUEDN Wh Ln13U71TR

B1RUDLNLIUNITUBANNEUEIDN LazngiLinilasiayadiulpAs

o

*  EANHULARINANARNAITUATANIZNTINNNTNAITUIATLEITNNNIITLUBNAN TR YR
27977 1gu

1. n1399a8 mMinimal risk

2 N3Adeiu %muﬁﬂmm‘ﬁ'z{ﬁﬁmmﬂ

3. linnavaziindnavralsslaaaasiilon &
4. FUTANINAEINHIANNALILAZ AN UAI N =
5. n3raANEutaN la1N1avn LA lun1el JUR



i @
B emd MBUN bk N FIYNINYUNY bal WHHAAY  bdol

https://ictlawcenter.etda.or.th/files/law/file/10
/2487f8ffe9cf9eaf9b4decbc002eba21.PDF

-7 U
W52V R
AUATBITRYAALYARA
WA, odol

WILUIMALAINTZUSLUUNT TS UAAT AUNTUNNMTIIEINT Y
WILTINA UL
W o Uil o wqumAn wa. ool
Hutit @ usvmatlagiu

WILUMAAINTEUTIIUNTTBUAATAUMTIMIMITAINTU WizaTsinandnagia
finszususvloamsivsanart Tiseniain
Tngiidunisaumsiinguineindisnsiunsestayadiuyana




AIUYAAAYDINUILINUNLATUENLIUATUNNTIAUA LU NIZIITNH W NINTUITIAADY  ABIIA LY
n133nwIAmuliunvasniyveslayadiuymnalilulumuninssiuse

131 & wisswUygaulnlddidunnnisiiusiusie 19 wialawmedaya
HiuyaralaggnIuAnTayadIvyAfrauIagUsTInanatayaduynnadeeglus1weimdng laidn
AsAususn 19 wlaWawmedu lanszvirlundsusnsivenmundnsnaiu

UM UV MUANUOaa IUYARANS oL US SINaRaT oy aa IUYARAD g UaN3 100 10019N3
wizsUygRTldTiduunnisiiusiung 19 vialawedeyadiuyrnavesdivesteya
druyanadeeglusiveraundnsiaemsdiiiuianssuvesfmivauteyadiuynraviedustaunana
Toyadiuyanadanan Welufanssu dsieluil

(@ nistausdudmiauinsiiunidrvesteyadiuyanadeeglusiveruidns laidn
winIsrRuvsuinveteyadiuynnanialinnu

(o) M3ihdaeumginssuveadtvesdeyadiuyaaaitintulusiveiundng

W o luwsesdyddi

“Joyadiuyana” wmuneawin deyatieatuyanadainliaiuisaseysiyanatiuld
Lidwmamsaienden wilisufteyavesiuninssulasaniy

“grrvaudeyadiuyana” Muneaudn yaranldeddyanadeiisiuranmiriideduls
Wertunmsiivsiusn 14 vielawmedeyadiuyana

https://ictlawcenter.etda.or.th/files/law/file/10
6/2487f8ffe9cf9eaf9b4decbc002eba21.PDF




NINUTIVIINVBYAAIUYAAG

AT b Msiiunusdeyadiuyana IiAususldinisuduneld
TagusrasrdureuMengMINevaIEMmUANTaYadIuyARa

1A b lUNSAUTIUINYRYadINYARE HAIUANTDYAAIUYAAAILABILIY
Widwesteyaduyarannuieuislurusfunusadeyadiuyanaiinoavidon dsluil
VuusidvesteyadiuyanaldviuisseasBemiuegudn

(0 Inguszasdvasmsifiusunuiiemniweyadiuyanaluliviaamedisuds

L

TanUseamuiuIng be Worurslunisinusivsiulalaslulasuainudusauanniinves

ToyadIuyAnG

a wva

(o) wialvnsrufansainidveeyadiuyananailitayadiuyanaiiioujud

e

aungmneviedyymieiinnuindudeslidoyadiuyaraiiieidwindyey, sauvandadia
wansevuiiiululdnnmshiliteyadiuyana

() Teyaduyanaiiaeimafununuarsronatlumafususly vl lunsdl
lianansaimussternandananldtaou Wdmunszeznaiiennmamneldnunnsgu
YINFAUTIVTIM

(© Usuanvesyanaviemisauddoyadiuyaraiiiusiusuensesgnidiawme

@ Yeyavafugrivquieyadiuyana anuiidase warisnisiasdelunsd

ll
ol o W

Afiduwnuniamiiduasestoyadiuyana Wudiloya anwiiede wayisnsinsdeves
v o w ow o owaaw v . w  httpns'//ictlawcenter etda orth/files/law/file/10



(@ Wunmsndulunsufudaunguuneiislvussaingussasdinelnuy

b

(n) nymanidsaiuniseFinvmans nsUszdiuAmIuaIuInluns1uYes
NI MIUTElTANIINTUNNE  MSIMUIMIAUgUAWUTEA UL AITINYINRINMTUNNG
mM3damsfinuguam Wieszuukazmsliuinsdudmuanasisd el Tunsdililinisufua
mungineuarieyadiuyaratueglumiuiuinveuveusznaua@nmiodndwviadiniig
"nm'ﬁ'agaai’zuqﬂﬂaﬁ”’u'li'tﬂummé’umungwmﬂ siontunisufuRnudyyiseninad 1ves
YoyadruyananugusEnauITITNNIINITUNTE

(v) Usgleviansisueaunisansisugy wu nsUssiudiugunimainlsadnse
Suanevielsaszuiaviondadevieunsitunlusveinnidng wemsmuaunass VS oW
v981 Ui viswlesdlounnd FalddaliTumsmsiivmnzautasianzaiioAuasaidns

a-'l.aimwmamm‘uawauamuuﬂﬂa‘lﬂummvmﬁnmmmawawagaa'zuqﬂﬂamuwumma

MIUIIUETTUUNIIVITN @
u o natleniau
() MIANATOITNIU MIUTTNUAIAN NENUTEAUFUNWENIY

NTINYINEIVIAVBIRTANTAUNYMINEY NITANATRIRUTEAUABIINTD NIBNTTANATOINIIFIAN
Fansiiuriunutayadiuyanaidudsdndulunisy ﬁﬁ'&‘mmuﬁw‘ﬁﬁawﬁwﬁvaaﬁmunu{faga

AUUANANI DL 1VDIVDUAAIUYAAA Ima‘lmm’lwu AMINSTVILE AU DALATHY §IU
N Y N https: }J /ictlawcenter. etcra o‘rth?fl?es/ file/10

wazUsrleviveavvesdoyadiuynna 6/2487f8ffe9cf9eaf9bddechc002eba2l.PDF
Q) MSANWIVEMAINEIans Useinmans vIeann wIauseluvuansisuydu

v
w

- v o M v @ € o ' - ' = o V& v as o
il aeansevinieliussginguirasddinaniigaviiidnduviniu  wazlddalniinimsnis

.: Ax L 3 _ _ A“‘ A‘ 3 - L 3 2 A .:




YL YA YIBLATBLBLINEG FlATALNLIIATN T ILAULAZIILAUNDANATEIAND
uazie MveainvesdeyaduyanalasiamemsinnAnuduresdeyaduyaranmTivie
ANIIYETTUUUIIYTN

(M) MSANATEISIY MIUsEAudn ndnUssiuguawwiend afaRnmsifeiu
NMSINYMEUIRVBREIAVTNUNYMINY NMTANATBEUTEAUNEAINTD YIBNTANATEIN AN

Fanaiusiunutayadivyanadudniulumsu URnudviviemirivesnivnudeya

} 4
<

dnypnanIaldvetayadiuyana lagladalniiunnsmsiivanauiisAuATadnsTUNUgIY

o3

wazUseleviveadvestoyadiuynng

Q) MsAnEMTemINemans Useifdans viseann wsauselevuasisuedu

| 2
o = 2/ a

Vel deansevinielvussqingusrasAdanaruisavinidnduwiniu wasladalviininsnig
- o v a QQ‘; &’ ¢ v ¥ ! -
MmuzauieAuATRIaVETUNUg uLarUsEloviveuIVRITBYAdINYARR  ATNNAMYNTINNNS
UsenAnviun

a/

() Uselewiaisnsausiid1fny Imalmm'lvm&wmmsv&amuamwaﬂmsaa

avdiuitugunasyseloviveaiwesdeyadiuyana NeteEntIu
https://ictlawcenter.etda.or.th/files/law/file
6/2487f8ffe9cf9eaf9b4decbc002eba21.PDI




nigaaelugilenliaunmipoutusenls dunueas Tuianso
HulspAnnn paszamNdusanaIngunulngmay Aaengunig

v =% $ a o 1 : v
ﬂ’]illlll%lLmutﬁﬁlaﬁ‘ﬂ‘]_lW]Elﬂg‘m\l’]ﬂLL@?Jﬂ’]?”J@EleN@WN’]?D?‘ﬂvLﬂ GLVI
quﬂ’]?ﬁﬂiﬂ'qimﬂﬁliﬂﬁ‘ﬂﬂ’]?ﬂuuﬂ@qﬂﬂmvﬂﬁ‘?ﬂ\lﬂ’]?@ﬁ‘ﬁlﬁ?ﬁ‘ﬂ\lq’lLL@JL'V]“IJ@

v aa o

ANNEUEIANATN Nﬂ’]ﬂ‘lﬂﬁ‘ﬂNLL‘V]uIﬂEI“ﬁﬂll mmgmmﬂmuwmim

N’J“QEI ﬁ’)?WEI']EI’WNMqﬂ@Mﬂ?Wﬁ’m?‘VmLL%QIMNFJ’]“Q NANIY

condltlon) NHASEABINITANT AT LN TINNNTIAEITD AN
ﬂuﬂ@umwuﬂwﬂmmﬁgﬂqmgelmmqmmmmwmmﬂuﬂ@uim

ANNULALNTIANANATUANNNNT WA AZaL viTa intervention
LazAsNITatazAasiivauaanaag (justified)



) Yo 9 Y <
fﬂi"U@ﬂ’NﬂJchL!fJ@ﬂJIﬂlelﬂﬁ‘]JGU@ﬂaljﬂGlu@TﬁTﬁﬂJﬂilﬂﬂ

* Lﬂﬂ’ﬂ'ﬁl /- B‘l’]ﬂfﬂ 18 1 Tv2g assent ﬂ’]ﬁ‘ﬁl’ﬂﬂ\lﬁﬂﬂ\l

. ’1‘1/134L@ﬂmﬂ@umuummmmuLmﬂm s lals anak
gﬂﬂﬂWﬂ?vﬂ@Uﬂ’]@ﬁ‘U’m

* Winarasasunnlu assent form aassingdne

* Antmanyfiu 12-61n91 18 U Wldlenansdayanidannm
wilauaiiuduiugilnasaslalaelfuassnuuls
ADAAND

* nannuupaitadnNazl assent
A1AUANFANAL LAz AN




v

UUIMEINM VL UBNAITTHUIIHIVITINMTIVE
(Participant Information Sheet)

w3 1onfna 2557

= v v v ¢=i v 1 = v v
* AgaLiluTaLuNAYT NN ladg AT TaUldanAR e
AUADINNINBIRINFINNTIAE AT AIE NN TN TedU LW
v v dl v v rYrvy v [ a o 1 =
AsLITAUNdayanFAauas i1 funTsenuldp s asulng

nauAn N lusaeduuunesy (Template) 299 IRB



HUIMEIM VLU NATTUDIAITINMNTIY
(Participant Information Sheet)

. 3 1eniind 2557
mdﬂﬁﬁ’mmumﬂ%umnmﬁ%mqﬁtﬁ’ﬁéfaun'\ﬁ%’ﬂ

v 2 o

¢ ‘um@ﬂmmﬂmmq%mﬂfm‘ummmumm%mmﬂ‘umm
N RFRL

e

|

2

|

C ). Db

mﬂﬁdﬂ‘lﬂﬂ@ﬂﬂiuﬂﬂﬁtmﬂutﬂﬂﬂﬂ?ﬁtmﬂNLﬂlﬂ??ﬂﬂﬁ%‘%"ajﬂ
o 1

‘?J‘ﬂﬁJ@LﬂEI’]ﬂ‘LIN’WEH Gﬁﬂiﬂ?QﬂW?Q@EIZ ﬁﬂNQ@ﬁl/Zﬁﬂ’]%Vlﬁ’N’]u/
‘1)]3\1’18L@?JI‘W?F?'WVW]ZWN’]?OBﬂﬂﬁ]@iﬂﬁ]@ﬂﬂm@’B ZQD’TH‘V]‘V]’VMEI/

?zﬂzmmwmLuumm%m‘lﬁﬂmmﬂ. nuzﬁuuméu

s1EazIatn YAYANUINE Inelanis ANEFnRanU IR |
azlsring



Vv

UUIMEIM SIS URNANITUDIAITINMNTIY
(Participant Information Sheet) .s 2557

AaNaNAaIN L UNITIAEULANAITTUAINLAITINNSIAE
TayaineiLgid1fNnIIAe

v

* 1. 10ANIINILATHABIADANADINTLNIU LATNITAIUIN
dl 9:/ Yo a2 Y Y a o
* 2. wananypraulATunNsTETulidnTnIasens4E
* 3. anuugidnianlasenis- ansantiRasinaiugtlossu Naseiy
4UI9E
= ?:// J I a o Y a o Yo
* 4 saiasndunou1e] sureg ulpsanidaseal iR hs
n13UF1IR vnliR adaelaiszazinanaglulasanis anuou
AT (LANZIARA, AANNIAINIE 1A



Vv

UUIMEIM SIS URNANITUDIAITINMNTIY
(Participant Information Sheet) .s 2557

* y@ﬁdﬂ‘ﬂﬂ@\‘lmuﬂ'\’é‘tﬂﬁlutﬂﬂﬂ'\ﬁ‘ﬁu@\‘m LU1FINNFIRE

D_

v o

UR @Lﬂﬁl’]ﬂUNLT’]ﬁ"Jﬁ\lﬂ’]?Q@ﬁl (W@)M’]ﬂwﬂ’}ﬁ‘iﬂﬁl’]‘iﬂ@@ﬂ MBaNTSL
C]ﬁﬂ’]?m\l AndIu @w] m@mmm\‘m’m% LALASA 3\1‘121?@13\1
@ma”l,imﬂumﬂﬁﬁLm‘mmmm@u

* ATHNINLIZNAUAIYILAINITIAL LINABNAINNITINHINENLA
pxnAlidaRuuInnimaalaanisldnguALAN 1aIN1394E
¥ < £ v fdl Yo A o/ 1 Yy A
LaLasa Aasinalsylaminlaiumieuiungunaaes (58)

1 P ——\| 1
* ANFMALLNY NYTA by



Vv

E!‘L!TV]Nﬂ1§!éﬁfj‘l1!!f’)ﬂﬁ1§%l!ﬂ&ﬁ!5§f1§'33~lﬂ1§3%}ﬂ
(Part|C|pant Information Sheet) .s 2557

°1I'ﬂ34@1/] F’l'ﬂ\'iudluﬂ’]ﬁ‘l,"llEI‘L!L'ﬂﬂﬂ’]ﬁ“ﬁLLQ\‘lNL°1I’]‘3')3\Iﬂ’]‘i‘2'ﬂil

v

avalNgaiuANdeelunnTIRe

u

= di 1Y a o
° 1. M19AANAUNNN IIENFNN19TINE
zﬂl [~3 v 1 = o 1

* 2. ANULALNLANURY (LT RRRA Tadgunela 1RY)

zﬂl ac] = =\ =\ 1 =R
® 3. ANNLRENEY FBNTWETENNINNA uazklansaurnfinmaN1TRl kg
UgeRaAaLd

Yy

* 4. 32PN lMRANYURIEANE (1H) ANRDLIWNY ATTALTE AsnEneLnaiienia
winnisdlinelszasd sryifutinaauanldansalidaian

* 5 sededian wnsiaalnsdny Adidrsaunisiseanansafinseldnaen 24
F3 1N

* 6. sxynnINANTauFlaanaIniasniiat linaannan tnslusaaudsanau

° 7 mﬂﬁﬂi’mgmﬁmﬁmﬁgqﬂizimﬁ warnefifenTunns3se fisaavusaliney
. o
MUh



v

UUIMEIM SIS UDNAITUDIRUITINMNTIVY
(Participant Information Sheet)

8. szunsintlasdayas llidawenflusayana Tasdnnedayalaiing

v

9. sxysraziaan WALIEI wazianimnaadaya (Gninsanegl/
v KR ad v ¥ 1 ¥
TuNnN3ale “1a4sadudsnaany1Aa9Mn)

Y v 1 a o % o/ %

10. 20AYNTINNA I FINNN9IRBUAERAETUN MnfawmenITnl

a

amﬂﬂmmmnmi‘?ﬁﬂ
v 1 v YY Y 1 a o =
11, LA9TB9NINNI77R9NNT IWELI39:0N197998 MU IaEI Az A

r o a & o a = Yy v ac o Y
7/73\1'72/!,7/7@.' LUU?’@F’VJ')JJWLﬂ”‘?ﬂﬂqﬂfyLW@?ﬁﬂ@?’qﬁgﬂﬂqﬁ‘g“?ﬂﬂﬂlﬂﬁllﬂ
TALAY



Vv

UUIMEIM SIS URNANITUDIAITINMNTIY
(Participant Information Sheet) .s 2557

* NN9IYIIREABIANTNDIUANNIT e AT Uy e
didngannigiae ez ldigidnsanniaiae fazldianuias
e nenltfymAnuLies
Y KX v 1
- NINIIINTRYAAIUYAAA
= I Aa o 1 v a
- @Waulasaann13nlaF994E 891497 lagminy
- ANNNEIENNG Y

- yneu 18 IRB

o/

dll s a
= ALININIATENNBIAE



Example MU IRB

11.1ana@1sguasdigrsannisivauazuiiauanaanurdiusan(Informed Consent form checklist) :
Subjects are informed each of the following items about;

[ Title, investigator name, address, phone number /3 Yes (d No

(A Purposes /I Yes (d No

(4 Study design /I Yes (ANo J NA
[d Procedures /I Yes (d No J NA
[d Risks and discomfort /I Yes (d No J NA
(1 Benefits [ Yes /H No J NA
[d  Cost of participation (test, drug, admission fee, compensation, etc) [ Yes /ld No [ Not applicable
(4 Payment (Baht/visit) 3 Yes /X No d NA

[ Alternative for participation 3 Yes /H No J NA
[d  Compensation for injury 3 Yes /H No J NA
[ Privacy and confidentiality of issues 3 Yes /H No J NA
(4 Voluntary participation / withdrawal /I Yes d No d NA
[d Person to contact /I Yes (1 No 1 NA
(4 Question for subject’s rights (EC address and phone number)  Yes /I No J NA

(4 Lay language /4 Yes 1 No d NA

TINLATNANTUILRD RAINLIUD Lfana'ﬁ%l.m;j’vﬁ’ﬁéqun'ﬁ%%’ﬂLLaz/vﬁ@ UUIADUAAILAAUN T UL DHLANTIN
N1594a8l
[ approve /A not approve / need revision
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