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Human subjects research requiring IRB approval

IRB process & determinations

Essential in research proposals

Scientific issues

Research methodology

Ethical issues: coercion, undue influence, conflict of interest

Law and regulations governing research ethics
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Human subjects research requiring IRB approval

Activities that Require IRB Review

* When considering whether an activity meets the definition of human
subjects research must consider two federal definitions:

Research and Human subject.

https://www.research.uci.edu/compliance/human-research-protections/researchers/activities-irb-review.html

Human Subject Regulations Decision Charts

https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts/index.html
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Human subjects research requiring IRB approval

Research

* Research is as a systematic investigation, including research development, testing and
evaluation, designed to develop or contribute to generalizable knowledge.

« A "systematic investigation" is an activity that involves a prospective plan that
incorporates data collection, either quantitative or qualitative, and data analysis to

answer a guestion.
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https://www.research.uci.edu/compliance/human-research-protections/researchers/activities-irb-review.html
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Human subjects research requiring IRB approval

Examples of systematic investigations include: nszmumslﬁuswsqm’iagaashaLi‘]uszuumaaﬁﬂiﬂa

e surveys and questionnaires

* interviews and focus groups

* analyses of existing data or biological specimens
e epidemiological studies

 evaluations of social or educational programs

e cognitive and perceptual experiments

* medical chart review studies

https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts/index.html
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Human subjects research requiring IRB approval

* Human Subjects

* g living individual about whom an investigator conducting research
obtains:
e Data through intervention or interaction with individual

e |dentifiable private information

%4 o [= 4
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45 CFR 46 102.f
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Human subjects research requiring IRB approval

* Intervention includes both physical procedures by which data are gathered (e.g.,

venipuncture) and manipulations of the subject or the subject's environment that are
performed for research purposes.

* Interaction includes communication or interpersonal contact between investigator
and subject.

https://www.research.uci.edu/compliance/human-research-protections/researchers/activities-irb-review.html
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Human subjects research requiring IRB approval

Private information

* information about behavior.
* no observation or recording.

e expect will not be made public (for example, a medical record).

* Private information must be individually identifiable.
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Human subjects research requiring IRB approval

Examples of activities that typically are not generalizable include:

* biographies

 oral histories that are designed solely to create a record of specific historical events

e service or course evaluations, unless they can be generalized to other individuals

* services, courses, or concepts where it is not the intention to share the results

* classroom exercises solely to fulfill course requirements or to train students in the use of
particular methods or devices

e guality assurance activities designed to continuously improve the quality or performance of a
department or program.
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IRB process & determinations

SEVEN Requirements for Determining whether a research trial is ethical

1. Social or scientific value
2. Scientific validity
Fair subject selection

Favorable risk-benefit ratio
ndependent review

nformed consent

N o AW

Respect for potential and enrolled subjects

Emanuel EJ, Wendler D, Grady C. What makes clinical research ethical? JAMA. 2000;283:2701-11.
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Social or Scientific value

"To be ethical, clinical research must be valuable”

Ethical Justifications

“Value”
1. lead to Improvements in health or well-being

2. can generate important knowledge

Levine RJ. Ethics and Regulation of Clinical Research. 2d ed. Baltimore: Urban and Schwarzenberg, 1986.
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Social value

* The value of research depends upon the integrity of study results.

* One of the ethical justifications for research involving human

subjects is the social value of advancing scientific understanding and

promoting human welfare by improving health care.

OHRP IRB GUIDE BOOK
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Scientific rationale
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Scientific validity

12. Medical research involving human subjects must conform to generally accepted scientific

principles, be based on a thorough knowledge of the scientific literature, other relevant

sources of information, and adeguate laboratory and, as appropriate, animal experimentation.

The welfare of animals used for research must be respected.

14. The design and performance of each research study involving human subjects must be

clearly described in a research protocol

(Declaration of Helsinki, 2008)
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Scientific validity

IRB should have documentation from a prior scientific review, or should

themselves determine that the research methods are scientifically sound,

and should examine the ethical implications of the chosen research

design or strategy.

WHO. Standards and operational guidance for ethics review of health-related research with human participants 2011.
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Scientific validity

* If a research study is so methodologically flawed that little or no

reliable information will result, it is unethical to put subjects at risk or

even to inconvenience them through participation in such a study.

» Research that is not scientifically valid exposes research participants

or their communities to risks of harm without any possibility of
benefit.

OHRP IRB GUIDE BOOK
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Scientific validity

 IRBs should establish their authority to criticize the scientific merits of

protocols and to exercise that authority to require that investigators

correct design flaws identified by the IRB before receiving IRB approval

Levine RJ. Ethics and Regulation of Clinical Research. 2d ed. Baltimore: Urban and Schwarzenberg, 1986.
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Scientific validity

* Although IRB members do not need to be experts in scientific

methodology or statistics, they should understand the basic features of

experimental design, and they should not hesitate to consult experts

when aspects of research design seem to pose a significant problem.

Levine RJ. Ethics and Regulation of Clinical Research. 2d ed. Baltimore: Urban and Schwarzenberg, 1986.
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Research Methodology

® A science of studying how research is done scientifically

® A set of procedures of the purpose of answering a research
question(s) that describes :
®* How study participants will be selected
®* How you will analyze the data

® How and when you will gather data from participants
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Research Methodology

* A way to systematically solve the research problem by logically

adopting various steps

* Helps to understand not only the products of scientific inquiry but the

process itself

 Aims to describe and analyze methods
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NNSARALARNARNANN Fair subject selection
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AsUseiuilseami-anuLleay Risk-benefit ratio
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AsUszidiuisglaru-anuiey Risk-benefit ratio
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AsUszifivilselamui-aduides Risk-benefit ratio
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Ethical issues: coercion, undue influence, conflict of interest

ac2.

ANAA

Coercion |

® “Coercion occurs when an overt threat of harm is intentionally

presented by one person in order to obtain compliance.”

® UYNKRIT-NANWT

* As-UnSYY

* HAN-unlng

National Commission, 1979
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Ethical issues: coercion, undue influence, conflict of interest

Coercion |49 AnAm

*“...JA] patient suffering from a life-threatening disease may feel as

though she has little choice regarding treatment. Physicians should be

aware of how vulnerable patients may be to the coercive influence of

unrealistic hope, especially those suffering from chronic, life-threatening
disorders.”

Berg, Appelbaum, Lidz, and Parker, Informed Consent: Legal Theory and Clinical Practice.2001.
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Ethical issues: coercion, undue influence, conflict of interest

Undue Influence |luuu11 Todnswa

® an offer of an excessive, unwarranted, inappropriate or improper reward or
other overture in order to obtain comp//ance

* m3ldaniwavasgndundnadaniidadulaveasyans

* ANLNTI 7
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How to get rid coercion and undue influence?

=

° 74 Ao av & 74 a
n13iyaraduniinuzlulasinisidedluguannudueay

* N1598ANNEUYININNYAAARBIUITIAINNITUUUIAY ann1steansnaduliauais wsananu
W ladeAuUyYn winwudndinnstuderunsadngeegnshimangaunadnanudusaunlaaniulilaiinain
ANAIATIIVDIYUAAADEIILIDT

1 1 [V = | v o\ v Adl 1 v v 1
* Limsisuaanauunuliigunasassegunulagvausssulunistuseulviyananadniglanisauaiingu
1A59N1598

* ¥INBIFNFNATUININUANANBATY HBIF18A1BALYE (compensation) TuwdazasIiumsatlusrnny

Wazad Liadswnnaeluingaving Nn1sIneA1gnenaInInunlia et (prorated) wazuanall
luwenasvayadmiuguqeg/ananadns

Macklin, IRB. 1981.
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Conflict of interest |wausslovunudau

° “u11809 d01UNI5AUNUSLLaVUSa9E99NENE laUse lgvURanaULANANULTLS LU
N5 AU LATIIVINTDIVITN”

* Yselgyiuan (primary interest) nungdan1sunUasding arulasnny LLaummuJuagj

A VD E]’]ﬁ']ﬁilﬂiLLagﬂ’J’lﬁJsﬁaﬁ'ﬁiuﬂ’ﬁ%’nﬁ]EJ
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nauselavuaiunisiau (financial interest)
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Ethical issues: coercion, undue influence, conflict of interest

Conflict of interest NaUssleyuiugau

d'WQQJ
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=

INYIVINNITRUNAIALY 13831 “Significant Financial Conflict of Interest”
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Ethical issues: coercion, undue influence, conflict of interest

Conflict of interest WaUselevunuyau
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How to get rid conflict of interest ?

e pauszlaviviudau Wuesdaaiunsal a1aludwnansznuase 3eldaunsavinulalne we
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* JUNIANLNYAVUDINUNITAINNISNAUSLLYVUNULDU LLANISLASUAINDULLNY ANNS18NITLLES
IuuRUMNUSEAAaa1UY tddudu financial conflict of interest
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How to get rid conflict of interest ?

=
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Law and regulations governing research ethics

D Nuremberg code — WWII 1947
>Declaration of Helsinki — WMA 1964
D The Belmont Report - US 1979

D Council for International Organization of
Medical Sciences (CIOMS) 1982, 1993, 2002

P ICH GCP — US, EU, Japan 1996

thics

HumanSubjects

w  Monito
CompllanceJusir:ligg

Beneficence

Research
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Belmont " ICH GCP
Report

y. 1979 - 1991 1995

¥

”~

CIOMS

Declaration
of Helsinki Guideline
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n;j]‘lél,'ia\ll,ﬁ%ﬂ The Nuremberg Code (1947)

LA ol

o

10.

W1655118 10 A1 ndunnneuazinineanstuni1svinn1snaaada I udIAIsLNne

AMUFITATTA (voluntary consent) 2avanaaiasiufeinduiian

asnadgaumsnalviAanadundonu TaglignuisaiAnduainignis wiaign1sd@nmau warlidunsafiunsduludniy
AsnaaadlunustaITitunsAnEINaaadludaniunay

nsNAaaIAITnaNLasvduasaliindy smehenauarinla

Limsiinisnaaay drfivinTininagvininaaiasiadiaviaunaiiudetunwwaniw viuwswwnedyIdaiusFunis
NARDIAIL
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A5 AT AN AN D ENI LRI RN LA e WaTIazil a9 AuAUAs 18 ANTINTS Wiansiadie AaratAnduunanaaiasg
FIUNI TUTLIZE)

ANTNARDIAITATEVINTALNTAINNTANNEINNT INTAinusuaulfgigauadrindsuaznIsianlalalunnduuadnisnaaay
2AIHALTUNTUIANLALIUDIAUNITNARAY

szuIeMsnaaadanaaiasasfidasslunisdndulanaudrannamsnaaadinaglugnneisnaniainlalidgunsasy
Asnaaadealille

{iFasadesaNiazafinisnaaay diuinnsafiunisnaaasealy anafinavinliananaiaslasuduasa nwwamw wia
GHEplo
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ALUUVBINAULTULUIN The Nuremberg Code (1947)

Y oA Y o Y Y a o = a o & 1
* lUUFepwalAsle wazauUasadBeIRid1sIun153e Wesaneuidelugauuegly

d01un1salaensid yaragnUeaulmiinsiuniside Ladsnunsadnvula wasiindunsigse
WLU139mN15389I T Wins wiveldeddn Coercion

* WaAuUannevaIfidnsindde AIsrinn1sIvenudnnaaasnauaiun1sIveluay Faly
FINFIUVBINTZUIUNITIVENFINITHWNE Taglan1zn15Idgeaziviunvialud aunmue

- |CH-GCP (International Conference on Harmonization of technical requirements for

registration of pharmaceuticals for human use - guideline for Good Clinical Practice)

40
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UfauaagazdAaasunnadunauian
Declaration of Helsinki 1964-2013

UANASNUSIUF IS LAISENENIILNIVANSUNNET

g57190U wazdsynalag gunauLnnedlan (World Medical Association “-WMA)
LAEN2ARIALNIWITBNINEINITUWINNE (Biomedical research) tHunan

(%4
Q

finsdFulsedfauanivaianse ardaida narau 2013 (s&&s) driedu 37 2a

Tunisuamufuaai wnngaIsseinseiotlufitar 6161219 NTA N NFUNUS TUuLdINIWI AL
wwnel Aszanufuganasvinlaa WNN R UNTausiiluasifus laiAaldasfdunisidn

5¥191U1589 A7ULN591a Undue Influence
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Antivaavilauaniaaden
Declaration of Helsinki 1964-2013

* YBULUAVDINITINENINTTUNNG NiAsaumguds identifiable human material and data

1 1 Y
Y A (%4 1%

* nivauwnwng waziindde aralluyanaiedny Ae wndiminnasnwddas waziinideluniounu
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LADINITLRUNDIAMUSUNATIUVDINULDIYIY o B89

%4
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Antivaavilauaniaaden
Declaration of Helsinki 1964-2013

ANUFUWUBIEUINILNNE LAY N‘]J'JEI mwwaﬂsmumamsmauhLmsmnmaﬂ
?.IB\'JN]J')EI msa'mu,wun'svmum'smmmu LL&”?.Iaﬂ')'lﬂJEIuﬂaﬂJTﬂﬂdl‘MNau (trained
personnel) Yinnininnu

2NALdAIANN AU AN TUNITL AU Ta s Liisiagadunlutanals (the non-written consent)

flaagnssunisasasssy VinntAa1Augualaseniside

AN UNZLTaUIIUIFUNaUSTUHLAI15INTTETIELTA WATAITARUWLNA UL WS
NRITUTE
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The Belmont Report 1979
wauszan

* Wunannsiviefide araalas AMLNIINNITIIEFITUNTITY wazaunluidilanan

338555uNdA lglun1vin e lunyed

* wanIAALAMULANAI992AINIYURUR (practice) Hazi1UIY (research)

* #319UlALRNITIAMANINITUNNE FIANLASNOANTIUANEAT UNNHUNIEY UaY

bioethicist

A < ¢ a o & v & a v - ¢ a v
* L‘WE]L‘U‘L!Lﬂm%ﬂaﬂﬂ%ﬂﬂuﬂiﬂuﬂﬂﬂ%Qﬂﬁlmﬂ%\‘iﬂ’]u’aﬂﬁl‘w’w VANTILLNNEY LLASITUIIYNIN

FaAULATNEANTIUAERS (Social & Behavioral research)
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The Belmont Report 1979

Three basic principles related to research

subjects were identified

1. Respect for Persons uananuta1sniuynaa

2. Beneficence udanwalsziaay

3. Justice unanudisssu
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Respect for Persons: AUTONOMY

SN IURILUAAA

AN3LANINNTIREAIEANUAIIAS T ManRdlaTutaNaLALIAUAITIRE

> Aaunnau susasadulanlaauiag

e A8 INNY
o aAfinnuunnsadluaaztduilia wiauvanzRIdan1sdngula

> 1IsnluLsanNzitan g siasaasiasunisdnilavauasaaitluiey

« ARNaauLaLlZINg uhn juansasmviIaniasilaun asfidiulunsdaiula (Vulnerable)

« Asfiyrarau NahailnilasAuasadyanaaautatldsizuisannnisgnivaunrataitlaau

(Additional safeguard)
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Respect for Persons: AUTONOMY

SN IURILUAAR

2572UEAII
Respect for person n1sta1sniuaiuaaa

> Informed consent n1saaauiiusall

 Information n1slvidaya

« Comprehension @utanla

* Voluntariness amu&iAsla
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Respect for Persons: AUTONOMY

SN TIURIUAAR

n3EUIUNIsivayaiNavaaudusanlun1siUn a3

* AUMINNZENMUNIAZINAE HnatissnaiazAn USnemnseanugyin dauaiuildelatun 1
I v oAy A & v o ST
1595A SUsou luaarunimdudiuniveeanwe (Confidentiality)

* INTUIVAYA AMUUNTEUVBIHUIIVBYA Voluntariness

* laivug) naduliasen nsanaa faa (coercion)

* Lithye vasnaamienislavanyiuie Wdgyya Ty wisdmauwny (undue inducement)

¢ lildaauamildiseu(vasduistayandunsasiintinnlisaudis uide (undue influence)

* Tvivayanene asuniu lagldnreriiiinladre Information, Comprehension
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Respect for Persons: AUTONOMY

PIsNIURILUAAA

n15Uavsdayaunediuuainszuiunisides  Deception

o & v a A &

* fiaugnluideslalds winlamenaiazlisanunsanutayanluassld wu observational study

Y
v Y 1 N Y

* nsUavsdayauvdlull dadkiluluinadaads Wsatnyslidngauide

Rl

* nMsUntsdayarzhivinlvitindunsie/idenneg Aokidn3Iun1s3de

* WAUFANITIILUAT LUINVIYANIVNA FINNINANT5IVY VN 1U (debrief)

(%4

a Y ¥ a o ) Yy § ¥y Y a = a
¢ Iuﬂig‘U'J‘iJﬂ']'idUaﬂ'J']ﬁJﬂuﬂaiﬂﬁlﬁqﬁ'}u?"\]ﬂ"\]gﬂaﬁLLQ\‘]&[MIZ\JI VT LYTIIUIYY VI?’]UQQN@‘L!l?WIﬂa"I'JﬁJ']
YAUA2E
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Beneficence niannalssiaau

N15911A213A,A1UNTEU,AULABNE

 hinalvitAiaauasa (Do no harm)
- AUz amigIsm (saaa&lns) (Maximize Benefit)
- anduasnauiamnudaslvitndataaiiga (Minimize Risk)

e UszlaminA1nINAL A5 LAITATUIAAINANULR A VALARTU

Appropriate & Reasonable

50/76
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Beneficence niannalsziaafu

n15USSLIUALEY

* ANULHEY — AIAAZIUNGLANATNIAZIANA LAY AINTULTS

o Js2lyvi — Annztulalanizysuna

° ANULEETIB1RAAANUUAARTILINTIMITY AeABIATDeNNNINUsElavdiiAIndnazlasu Tddnuselavd
diuynna waUselevilagsiy

* widrazliausanidnainuidesnanvasiadula winisAiledn anudssuquanulselesliiaindn
azlasunsali Aeen Wiy N5ITEITNBINLIS

Y 1

* azApueUssleviuazaduidsdvinnasitisauni s iinsulaglidas

Jdeusan 227 fe Lainde vise widaunedau
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Beneficence uanwalsciaadu

USSLANU9IAULEY S

* ANNULEY9ABS19NN8 (physical harm) - Uszidiuladne

1 o)

* arudsenadnla (psychological harm) — Uszifiuldann

* AuLEeaNINgNA

a 1 < o
* AuLdeInannuuieY - antduaitay (legal harm)

* ANULFYADENTUAINYINGAIAL — LH-RN (social harm)

a ' v ¢ ¢ Yo .
® AULAYINDNINE LLagwaﬂigiﬁJ?fu%ﬂ'Jiﬁw‘lﬂi‘U (economic harm)
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y/ A z & \

( = .@ >

\ /]
3 5/

Beneficence niannalsiaaiu

Jeunn 222 azaeAdudeelaaengls

* 219UKUNITINYDEINTBUABY UaLIANY

* A15UNUNTIRENLIG vilvitAinAuE sariinsuIdelagldinaUssle v

* AMUIUVUIAAIDENI LAWDLANE

* 15z uarAnmulszdiunaluszey wWisgAnsisuldneuaziindunsiesiuisnsna
N19gAN19338 Naluseyana (Withdrawal criteria) wazn15gANIlATINTS
(Termination criteria) laglaw1zn153389dAMULH 9%

v 1 S a 1 =R 6
* TAnuvrswinemnnaman1sallinelseaea

* IN¥IANUAUVBHLT39UY (Confidentiality)
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Beneficence niannalsiaaiu

n13Uszlevunauunupii131338

® 1L1INANT5IVW ANV

* AuUszlevigdyuvuiinguidy (Capacity Building)

* TilanTaLUnD9NanNaNlAvINN15I8 (Post trial drug assess)

ANNDULNU 2227
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unangasssy Justice

*  ANULNYISITH AULENDANA A A
1 .1 a 1 Y, = Benefits
* yjanszagusslevinazadnudes 981913

* LinsrmnuszleviannguaugauanIaiusizuns (Vulnerable) @slianunsaundas
HaU5ela YUV UL

v v v v N

* szauyAna -litdaniisndiniids AndanANNAY ARLENINGULUUEN (random
allocation)

* szaudiay -LiAnRanwizngurnaglants wszlididnuiaresas(yu gaaede |

Mogluaatuanasnzi) Tunnssiudunlidaaungulloan(ieansnzdaaiunng
52iinseIeNnvy) winnisAvetuazlvidsslevisanunguil
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unangasssy Justice

* ynnazyimsidelegld vulnerable subject lomuniuginesiinnisivenuAuNguauLNule

wsald waziunszusun1sUnilaseua vulnerable subject Wadnfiudaswiideiuaunguilasay

o nguildFumsufiRidesnitseninenisive aasldsuusslenivinfieurudnnguilleuganisise
iy NEUNLATU placebo A23ilan1a1IN1ITNEINEIUIALIULREINUNBNNGULATU

A
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58555UN15 L UAUATUFIANAIENS LLAZN1TUIINUANULTYS

* Human research ethics in social and behavioral research

* Unanticipated problems and reporting requirements in social and
behavioral research
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Social and behavioral research e

Definition

® SBR focuses not specifically on biomedical, but rather on

the areas of attitudes, beliefs, and behavior

® SBR have both guantitative and gualitative components

® SBR focuses not only individuals but also communities

IUIVYNFIAN ANIZNEINS 3le A N5 lY
Jyiuazadufa MiSendn "Sadyya”
wrnndraunueMdu"Ineaarans” Aenis
Wgad n1INAasInITHaelu wian1sialag

v
HLB8Y0Y
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Social and behavioral research

Research topics in SBR can be very sensitive especially that
Involve:

31UV NIIFIANLAZNYANTTY
- deeply personal experiences Arans dnidnladndinnudesdos
- deviance and control waluma1ruiduass onanaliiia
UNTIINUDEEUATIA KINIIUIY

- sacred beliefs Y 4 o ) o
UULNYINU Uszaumsm"lumai']ﬂ

- power and domination waRnssuMdeauy anualuded

LY | ‘i"i'

“%QOIEJ”
A ANMNANNUSNINDIUND

avaziinlaladudu
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Social and behavioral research

SBR is often characterized by various data collection

methods and tools.

- Direct observation
- Interviews
- Focus groups

- Public documents

- Questionnaires

Tools

Field note,
tape, video,
photograph

Written,
online material

60/76
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Framework for ethical consideration

® Research value

® Research validity

® Appropriateness of recruitment

® Risks/benefits analysis

e Vulnerability and additional safeguard

® |nformed consent

® Community and cultural concerns

® (Confidentiality
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Research value |

« Magnitude of the problems

« Social and public concerns

« Immediate value cannot be expected

AMAIYBIUIAIANLASNANTTUVUBENY YUAVBITgynI
aepuuazasrsauzaulavsaldlasgnsals




\ dusNATEaTTNNITIAetuAUluLlszinalneg 63/76
“ \ Forum for Ethical Review Committee in Thailand

Research validity Il

Research validity > Credibility

Background and rational

Design and methodology

Sample: - group can be unit of analysis

- size (for qualitative R..adjusted as the study progresses)

* |Statistic: - generalization is not the main goal for
qualitative research but for large epidemiological survey

63
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[ & Z %

(N2,

\ /
S /J'

Recruitment I

Considerations

® Representatives from different communities 2

e How to contact subjects ?

e Riskand vulnerable group 2

* Answer research question ?

N15LAN1IUDID1EIELATIVYALADINANTUN
1. faunulfunanguruifianunainraiguananenunse b

. A5n1snazdnlufasianuandndlns
A AN o Y a = = "
. JusanilitiaAuLda s ol

A OO DN

. AALNUDNENENATEINITANBUANAINIUI AT D L]
04
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Risks/benefits analysis

Potential benefits

* To society: “develop knowledge”

* To participant: “rarely expected”

* To others: sometimes to small group

* sometimes in form of capacity building




dusNATEaTTNNITIAetuAUluLlszinalneg 66/76

Forum for Ethical Review Committee in Thailand

Risk IV

Physical :  not much involve

Psychological : feeling inconvenient, unnecessary anxiety or

distress, precipitation or relapse of behavior
disorder, uncalled-for self knowledge

Social :  embarrassment, ostracism, stigmatization, 10ss
of status or credibility

Economic : job loss, decrease employability, false hope

n . PSYCHOLOGICAL
Legal :  arrest, prosecution

SOCIAL

RISKS

PHYSICAL

ECONOMIC




Gio, TNsNAsasssangIasluaululssinalne . o7/76
| Forum for Ethical Review Committee in Thailand R I S I V

Harms can be evident at many levels

Primary subject level:- distress or discomfort
Secondary subject level: someone else’s information

Community level. group stigma

*seeks to understand the hows
and whys of human behavior

67
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Autonomy | —> |Informed consent

Vulnerability |— Limited capacity or freedom to consent
or to decline to participate in research

%4

gnaiunulungugaunailsnzus NdrdgyAsnasanswludnivadaaialag
=

AIN13YaANNEUERY IWasRINngulaziiauaIdsatunisandulansauiasias
191393153383 A

68
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Vulnerability: Ec considerations

General guidelines

1. The research in intended to obtain knowledge that will lead to
improved health problems characteristics of, or unique to the vulnerable

class.

2. The research could not be carried out equally well with less vulnerable
subjects.

3. If the research involves greater than minimal risk, it should present a
prospect of direct benefit to the person.

124 L4 o

UMY vulnerable iaUselavilun1slaasAn21u5 2A2INILND

Y

Useleyidusungy vulnerable wintiu lagianizauidgnianuide
WnnIdesas Yeazaasliausainnuldeananilunguauala
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Informed consent VI

* Who should give consent?
— Participant
— Family member
— Community leader

 What information?

— How much is needed? Selective disclosure of information »
— Is deception allowed ?

N1398 consent LABIVBNUAIDIAALAT ATOUATY UaTHUNYNBUAIY
lunsalineudeTugavu Yayainein1saznaeseydnneen1steseau
v aglinnsiawmevayalavisalal agnels fin1sunlavsanisvaaniie

aglavayanaly

70/76



dusNATEaTTNNITIAetuAUluLlszinalneg 71/76

\ |@| Forum for Ethical Review Committee in Thailand
Withold information & deception

1. Minimal risk but high value

No other research method would suffice for
achieving the valid result e

SR RFIEE N GETT TV
3. Nothing has been withheld that, if divulged, would
cause a reasonable person to refuse to participate

4. Approved by IRB 3.9 lilawnnnsUnmetuazin i

il
N

2. 14i835dunasi nlanagnaas

218180ATURHSN15U1TIUNT I

BUT . Apology
4. 1A5UN195USD99INNTTUNITISY5ITU

* Debrief

* Respect the right to refuse the use of obtained information

we NEIIINLETINTTRBAzAREINMIValnwaaatnsnlaUalsdoya faslinisaduie
WMANAYaIN1INIY waznauar1swlunisandulanazufiasivluveyavasanandins
Tun1533enY



gt ANTNAsEETTNNTIAn luAulullssinalne 72/76

\ i’@i \ Forum for Ethical Review Committee in Thailand

Informed consent: questionnaire

If questionnaire does not contain sensitive material,

no obligation to complete, no identification, return of
the questionnaire will be taken as implied consent.

(Smith, 1999)

av a & 1 aal 10 & 14
nuIgidunuugauay nnlifinsalinusnzune lidndunssnau
NNA11Y 11iN1558YDITayadIUUAAAYBIEABY N15ABY
WUUERUANKEIENAUEIITY a1atialadndun1susauidsIney
a v 1%

RgualagUseeY
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Informed consent: questionnaire

If questionnaire is intrusive and/or may cause distress,
participants’ consent must be sought before sending the
questionnaire to them and the fact that some of the
qguestions may be distressing to some individuals should be
explained in the preliminary letter.

(Royal college of physicians, 1996)

1 g < < 1 o Y a
wAInLUUdaua NUULtduUseauadaulnatus1zuie 91an1ldiLnn
ANNLASEANSDAINNIIaADD1E83AT NALADIANITVD consent uanly
ANNUIYNIDLDNEITHAIDNFNEUATADUAIINUN
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Community: ethical consideration

1. Demonstrating respect for community autonomy

2. Eliciting ideas for interventions to improve population
health

3. Seeking to enhance community capacities

P Yo ?_c\ba ’

Buchanan, Miller,
Wallerstein. 2007
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Confidentiality: considerations

For access to records without contacting participants

. An officer gives written permission.

. The principal recipient of the information
should be professional who is subject to an
effective disciplinary code enforced by their
professional body over any breach of
confidentiality.

3. State the reason for which the records are

needed and what steps will be taken to keep
them confidential.

. Persons who will have access to the records
should sign a declaration of confidentiality.

. Participants should be identified only by code.

awv da& e v 1
1. vuFRendunisinuteyalaglainy
918180ATALABIANTTVIDUYYINAININNUT
= Y o v
wsekigualuNITaYdA

2. finvatayavzdealugniiniirnnedos

& & yaA a & v v
NIDUURNNIANIZHNFNAITVILLU UK VD UDYA

s

3. YZABIVBNMANAVBINITNNTILLABNITHAY
Foyail uazazdesadurenszuruntsinm
ANAUVDIVDYANY

4. finaziddedayaazdasiings sign
confidential #2g

5. dayadIuyananlsszyliy code
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