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Incapable of protecting their own interests

> Power

> Intelligence
» Education
» Needed attributes to protect their own interests



Incapable of protecting their own interests

> Power

> Intelligence
» Education
» Needed attributes to protect their own interests

Limited capacity or freedom to consent or to
decline to consent




* Mental capacity * Voluntariness



* Mental capacity

» Children
» Mentally disables




 Voluntariness
> Incurable disease
» Emergency

EMERGENCY

SITUATION




 Voluntariness

» Prisoners
» Military




Vulnerability
Az)sizung




Vulnerability
Az)sizung

* Cognitive or communicative vulnerability

ANAINITDLUNSARRYE LA




Vulnerability
Az)sizung

e Deferential vulnerability

NISARRULAAIYAINLNSINA




Vulnerability
Az)sizung

* Institutional vulnerability

NISARRULAAIAINLNSI LA

 Maedical vulnerability
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Research

* Obtain knowledge that lead to improve

— Diagnosis, prevention, treatment

* Unique to vulnerable subject

m Not because of convenient subjects m




Additional
safeguards ?

Vulnerable ?




Additional safeguard

Appropriate * Accepted
recruitment stopping rules
Adequate informed

consent process e Limited time
— Witness period for

— Legal guardian approval

— Re-consent

— Alternative

treatment



Risk-Benefit Assessment
Privacy and Confidentiality

W.B.HA LN UEANUS FUFLNR
MATNNITITANERS
AINLNALUNNEANRATNTZHINFLNAN



15 THE BENEFIT
REALLY WORTH
THE RISK?

Risk- Benefit Assessment




® Declaration of Helsinki

® Council for International
Guidelines Organizations of Medical Sciences
(CIOMS)

®* Belmont Report
® ICH-Good Clinical Practice
®* WHO-Operational Guidelines




Guidelines: 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 t
he research in comparison with foreseeable benefits to
them and to other individuals or groups affected by the
condition under investigation.

® Measures to minimize the risks must be
implemented. The risks must be
continuously monitored, assessed and
documented by the researcher.



Guidelines: CIOMS

® For all biomedical research involving human

subjects, the investigator must ensure that
potential benefits and risks are reasonably

balanced and risks are minimized.

G




Guidelines: Belmont Report

® Respect for persons (Mé’ﬂﬂmmmew”luqﬂﬂﬂ)
PS . % c o Y a Qv
Beneficence (uanamdsslami-linaluinaaunsie )

® Do not harm and maximize possible benefits

and minimize possible harms.

* Justice (ManANULRAFITY) " T




Guidelines: ICH-GCP

® 2.2 Before a trial is initiated, foreseeable risk and

inconveniences should be weighed against the
anticipated benefit for the individual trial subject and
society. A trial should be initiated and continued only
if the anticipated benefits justify the risks.

® 2.3 The rights, safety, and well-being of the trial
subjects are the most important considerations and

should prevail over interests of science and society.




Guidelines: WHO-Operational Guidelines

(&, World Health
W "V ¥ Organization

The EC should consider:
® 6.2.1.2- the justification of predictable risks and

inconveniences weight against the anticipated
benefits for the research participants and the

concerned communities;




““ Responsibilities of the EC ?’

We must judge whether the anticipated benefit,
either of new knowledge or of improved health

for the research subjects, justifies inviting any
person to undertake the risks.




““ Responsibilities of the EC 7’

®  |n addition, we must determine if certain

subjects may be at undue risk due to their
individual circumstances. This is reflected in
consideration of the inclusion/exclusion criteria.




Risk-Benefit assessment

Definitions

Identification and Assessment of Risks
Minimization of risks

Assessment of Anticipated Benefits

Determination that risks are reasonable in
relation to anticipated benefits



Risk-Benefit assessment




Risk-Benefit assessment

o

Probability of harm

» Activity

» Magnitude

~

J




What Constitutes Risk?

® Risk in research studies:
® The probability of harm or injury

occurring as a result of participation in
a research study.
®* Both the probability and magnitude

| 29

1
‘ ’l of possible harm may vary from
T minimal to significant




* Physical
— Bodily harm
— Simple inconvenient




* Psychological
— Emotional
— Break of confidentiality




e Social
— Employment
* Economic




* A benefit refers to any sort of favorable
outcome of the research to society or to the
individual




 Direct benefit

— Improvement of disease
— Comfort from suffering




* Indirect benefit
— Generalizable knowledge
— New drug

— Effective intervention in
the future

— Change in practice




Risk-benefit assessment

Perception Perception

of of IRB
investigator

Specific
situation




Risk Assessment in Protocol Review

» Investigator qualifications/
facilities

» COl management

- » Source of funding




Risk Assessment in Protocol Review

9. Limications of I Rationale behind e
; The Study — the Study
8. Data Collection 2. Problem
& Analysis Tools RESEARCH Definition
METHODOLOGY

PHD & MASTER BY RESEARCH
OCTOBER - DECEMBER 2011
@UTM AIS, KUALA LUMPUR

7. Instrument Development 3. Research
& Pilot Testing Objectives
-OPEN FOR REGISTRATION-
B FOR ENQUIRY ; 0326154429
>
'S 4
4. Research
6. Sampling Plan Hypothesls

iy
U . 5.Research

\ ‘/’\-} Design

» Investigator qualifications/
facilities

» COl management

» Source of funding

» Protocol design

» Adequate sample size

> Distribution and method of
randomization



Risk Assessment in Protocol Review

» Inclusion/exclusion criteria




Risk Assessment in Protocol Review

Cognitive or communicative
vulnerability

AMNAINITD I UNITARRULA

Institutional vulnerability

Q -\ v
NISARRULAAIYAINLNSGI LA

Deferential vulnerability

NSANAULAALAINLNSINAD

Medical vulnerability

v a (3 1
ﬂ’]%‘ﬁlﬂﬂuol'QLWﬁ"lxﬂ’]’JSﬂ’J’]NLQUTJ’JEI

» Privacy & confidentiality
» Vulnerability



Risk Assessment in Protocol Review

‘. » Withdrawal criteria
» Consent form procedures

' > Site characteristics



Scientific Value/Social Value

Scientific validity

® Research objective- primary outcome or measures

® Research design/ statistical analysis
® Observational/ secondary data analysis- descriptive
" Observational/ cohort- RR (relative risks)
" Observational/ case control-odd ratio

" Cross-sectional/ prevalence or relationship between

factors and outcome




Scientific Value/Social Value

® Research design/ statistical analysis

" Experimental: Controlled-trial/ Efficacy- Yes or No

" Diagnostic test: Between test agreement, predictive values
" Sample size N15348 quantitative AzABINNITTEULAND a3l
AuruAITRaLlantnisIaala d1UsU qualitative research A5

SELUMINIBNIFIRENLTIANIN

® Social value: Government policy or National economy
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Scientific Validity Assessment




® Scientific or social value (Research
IRB design and methodology, significance,

or benefit section in proposal)

Review

® Level of risks to physical harm,

o psychological harm, social harm,
Protocol economical harm, legal harm to
subjects (Methodology section in
proposal)




® Risk level: Negligible, Minimal or

IRB more than minimal risks

Review

ype of benefits- Direct or
of indirect (Methodology section in

S,
REVEDY

proposal)

Protocol




Minimize risks

® Justify placebo and ensure that all study

groups are not deprived of standard treatment

® Include subjects who will be able to provide a

nswers to the research questions.

® Exclude subjects who may confound the

research results




Minimize risks

Investigator related risks

Ensure Pl is qualified to do the study
(education, training, experience)

Declare and manage COI of the Pl and the
research team

Require GCP training for clinical trials

Monitor compliance by the Pl to GCP, regulations
and approved version of the protocol




Steps in Review

Risk Determine risk |dentify Determine
inimizati robable that the risks
Identification minimization P
benefits are
Risk reasonable in
Assessment relation to

the benefits

(Waite, 2017)

Assure that
subjects will
be provided
an accurate
information
of the risks
and
anticipated
benefits



'ﬁisk Identification

Physical harm: death, disability, infection, inconvenience

Psychological harm: anxiety or distress, precipitation or
relapse of behavior disorder, breach of confidentiality

Social harm: discrimination, stigmatization

Economic harm: job loss, decrease employability

f’ Legal harm: arrest, prosecution




Level of Harm

¢

Harms can be evident at many levels

® Primary subject level: death, distress or

discomfort
® Secondary subject level: someone else’s

information

V = Community level: group stigma




Levels of Risks: Negligible Risks

" anavnlilugzman LU Street survey, NganLULNas

»  lunisaaaluay lumasuandrlsidanudadla 9 aAssuanda
anudssliifiuanyligzain ausg veaiAea

" HaonaAeauels NSAAMINNOANTTHLNNAELNG WALTAY
AUATIALAL LNVIN UFald luNIRsn15aIny SN

" psadEwandressniiuainnisiansanlaanssunis
(exempt) e

»  fruusly The Common Rule [y NSNARAUIATIRDI1WNG
laldasLRAn e



Levels of Risks: Low/Minimal Risk

o amuidasiilidiiusdannudalszdriurniynna
guMWALssRILInRaNTilsansE wialsithusia
m'mLamm”l,mumnmemqqqmmwﬂszmﬂ

* nanvualilag OHRP v
¢+ zRanandaail
*  1ATRAANNAULADAAILUAARRUNINA USNIAS

550 1. lutag 8 #lmaf wazlaitinaiiu 2 ass
padUnu

Federal Register /Vol. 63, No. 216 /Monday, November 9, 1998 /Notices Protection of Human Subjects: Categories of Research That May

Be Reviewed by the Institutional Review Board (IRB) Through an Expedited Review Procedure



Increase in Levels of Low/
Minimal Risk Interventions
®  The research topic may cause stigma or
involve privacy issues
®" The research involves vulnerable subjects

" The intervention may involve additional risks

to the participants.




More than Minimal Risk Interventions

ﬂ’)’]&lLéﬂﬂLﬁuﬂQﬁNLéﬂﬂLgﬂﬁﬂﬂ

® Procedures such as behavioral interventions
likely to cause psychological stress.

® Clinical trials involving new drugs and medical

devices

® Research about new techniques, in surgery, etc.







Risk
Assessment

/

(Torres, 2017)

i




Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Physical harm

®* blood draw

® drug side effects

® Exercise injury




Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Psychological harm

® embarrassment,

® guilty feeling,

® suicidal ideation




Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Social harm

¢ stigma

® discrimination




Types of Risk and How to Minimize Risk

Type of risk Minimize risk

. v <
Social harm * lgqg I wiIuaziAL
* stigma URNANUNIZANATN
* discrimination AMNERUlUITRILDYA

P~ (~3 -V 'V
* JNISLNUTAEIAMNAL
AN UNIZAN




Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Legal harm (arrested)  ® °l°fi"3%'n'vil,§'al,°?icyn@:uﬁqmi'ml,mtﬁu
ﬁ’agaﬁmmzaumum'm@"au”lm
URIUDYA
* LAUSNEHIAMNAUAHNILNNIEAN
® Assure a mechanism for breaking the

code in blinder studies.




Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Economical harm (loss of e ® dA1lganalit iy a19as
mployment, money) ANLAUNIN;
* LNUSNHIANALAEENT
LIUNIZFANATNAINN

aaulnirastaya




Risk from not Receiving Standard of Care

* lumsnaaailnainguilsauvay
— nqatfFaunaunastasy standard of care
—msldeuaannszyinlavon
* |35 standard of care NiiluNngansu

o NL%MN@W’N’J"H'\?’]']%‘VIL‘IINLL‘IN’J'm’]%‘ol"Ii Placebo 1158
intervention Neagnd1 AANaNtuluni1sUsziiu
ANMNURDANALAZUSERANEHAUDISN LAY

. wﬂqzﬂunaumw]mu”luvlmé’ummmﬁmﬁu 158
Fes9 1sasnelule

—l¥Nansenag1esauAsaunaunldiead lail




Research Risk VS Risk from Routine Care

® lynisdeputdaesadszlaty luinianie
AMNLALIANNNITIALNT

B LAAsARIUANAANNLALNANN routine care LA

Hilaasunsiunas




Determining Anticipated Benefits

® Direct payment or other forms of
remuneration offered to potential subjects
as an incentive or reward for participation

should not be considered a benefit to be

gained from research.




Anticipated Benefits and Maximize Benefit

Type of Benefit Maximize Benefit

Direct (health) benefit to subjects Medical care
’ﬂ’]@Lﬂ‘IJ‘]J?”IEI‘IIuﬂ’ﬂﬂ"IIﬂ’]W L"Ii‘u ﬂ’]ﬁlﬂ?ﬂﬂ’]ﬁﬂttﬂﬂ"ﬂﬂ’]?\lﬁﬁ
ENNPANRN Iﬂ%‘LLﬂﬁ‘ﬁJ'ﬂ'ﬂﬂﬂ’]ﬂﬁﬂ’]ﬂ ﬂ']‘i‘L‘II']ﬂ\‘lEI']‘Vlvl,ﬂﬁ“Llﬂ']ﬁ‘ g'ﬂj

Improve disease state 11/ ”lm']zmu
Decrease side effects of
therapy

Improve quality of life




Determining Anticipated Benefits

® Benefit to community/ society

® Developing treatments for disease common

in the population

® Developing healthcare infrastructure

® Enhancing research capacities




Anticipated Benefits and Maximize Benefit

Type of Benefit Maximize Benefit

Indirect benefit (benefit to othe
r groups, society)

sintiluwan observational
study, behavioral study Lhu

ldilsznaunisaanulaung




Anticipated Benefits and Maximize Benefit

Type of Benefit Maximize Benefit

Indirect benefit (benefit to othe Health education
r groups, society) nsangnantnAlulagyn
3Nt UWaAN observational NUANS

study, behavioral study Lhu

ldilsznaunisaanulaung




Risk/Benefit Ratio

- ﬂ’J’]NLﬂENuﬂEI (No more than minimal risk) A@ mmmmwvl,umnm']
1/1Lnmu”lu%qmﬂeumqummmmauﬂswummwﬂnm

B A0 NLAENNINNIANLARNLaY wAATAdaz N seladiisa
AVFIFNATNLA1590 L UTATIN52A8 (More than minimal risk / Direct he
alth benefit  to participants)

ANNLALNNINNIIANMNLIAENU a8 Aadazli Nl seladipaa g 1aNns

dl Y a o 1 [~ g 1 (- % = 1
Ma1g8tulagan152a8  waa1aLlulseladuAadaAaNsadI1usIN (M

ore than minimal risk / Important knowledge) (social and scientific value)
(Uins usne, 2561)



Risk/Benefit Ratio

- ﬂﬁtﬁﬁllf‘ﬂu More than minimal risk / Important knowledge
(social and scientific value) mfa‘maﬂfa']mﬁumnﬁfatmu
ﬁuﬁu‘vﬁaQ’L%famzymﬂﬁznaumeﬁmaﬂ@

B QemAAadLan risks A1N routine care aANANN research risks

B Standard of care @1AnA1eLil research risks UINH

N1991 randomization




Well-being of Research Participants

" NISWENLINAANIS IARNAANASHEUNIENA (making efforts to
secure their well-being) N9N1gLazla DaLA LUUANNITLIA

Amlszland dsznaunas
= msgua%’nmmﬁtguﬂqa (medical care) InagialsinnsNgaul
ILNAAINE
B ANEALIEUINUIALALAINNNSAAE (Injury compensation)
" nsAamNALA LAILTNE wazuuzsidtundiagnaunaann
N157A8La4 (withdrawal) ¥Saanoau ¥saERALATINISIFENDY
NMuUA (early termination) @ifins wsnm, 2561)



[~ a; U 0 &9 = a; =\
1|52 LAUNADIATUIDINNDUTZ LN
AMNLUNIZAN (Justifiability) ARIlAgIN152a¢l

n1snszynyAivngaluaseiunysedliausasule

AYTARANMNLAEILUABLNINAUNLUUINAADLIAYLUTEAIA LAt
AN UATIATAZAAR UL UADIVIN L UALASTIWTD L

AMLAzgaalignsagnyiluvnalld  wedasaanle
TA AW DINIGLAaN




[~ a; U 0 &9 =9 a; a\
1lszLAUNARIATUIDILNDUTZ LY
AMNLUNIZAN (Justifiability) ARILATIN5IAE

wmmsﬂmqmmmuﬁwmmﬁq 1
ﬂmuﬂﬁ‘%‘uﬂ’]ﬁ"ﬂ%‘ﬂﬁiﬁuﬂﬂﬁﬂuﬁlu’ﬂﬂﬁﬂﬁuﬂLLuuﬂQLMﬁINﬂﬂ’]%‘
Sugay vae luunansainlinudes sonvelasuarnasaslaly

n1sta1saNlASIN1sIA

winaag ludszanngidsizung GIEQLL'NGNLMGIN@VILMN’]‘“'&N FANDY

ANHMELAZTEAUAMMAEYU s Tay mqummﬂeumneuu
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Type of

Risk

|| Negligible Minimal

Review

|I > Minimal |

ng

|| Exempt Expedited || Full board




* Research conducted in educational setting

— Regular and special educational strategies

— Effectiveness of or the comparison among
instructional techniques, curricula, or classroom
management methods

* Use of educational test, survey, interview
procedures or observation of public behavior

* Taste and food quality evaluation and
consumer acceptance studies




* Research involving the collection of existing
data, documents, diagnostic specimen if
— Publicly available

— Cannot be identified, directly or through
identifiers linked to the subjects



| mAdeiinsdsaliumsyioion msuviunsdnnis wlewe gvemans  anuflaelavesiuuimg  wiesimun
mhenu Tnsdeyainundnuliaunsadeulsanuiiyaaa uazldsusuginanimimienu
| wddginuunmemansidne Wiy msdssdiuvtadivuiisumailanisdniieun1saou vianans gvemansvianig
Anw msUseiuamamnsing Wushy
| swddeiderdesiunisldieioeUsaliunan1sfined cognitive, diagnostic, aptitude Inedayaiihundnwils
anansawenlesiudunna
oo o w B o ous | ar & w of = i
| uddednhdeyanansideineweunsus vistayailumsisugun Jinseilnd
= -=HI = oy ddl = ﬂl -ﬂII-CH I =4 =i
d | nuddeiiaevauanuiimelavesuilnaluiies savid ndu Annmeeaatms iildiudsgnavvesenmsviodlans
Juilau lusgivfivaeniy A1uu1nsgueeedIlnauAmLNIsUNITIMNTUALY)
Q| vddeiildiediaatwildnnddwmsn Insliannsadeulesiudiurne vianwidaiienuwetatn Ineldiod
winzidealiluiesjudnig
= = wr s =4 = Lrar = ", ne o 1 w v P =
Q| vddslumnndeaiengiivinamionisfineiuaside wagldsuaruBusaniuaiednunidnvsanmtiangdedin wie
lasumudusanang@fiiavndaiunguune
Q| swddemansvuleu anadl Welse wiadaing Wliiinmsnszinlaenswoaianadlas
Q | mveseuniesdieviodsaunsailn 9 Alildnszyiluau vy nmsdelutuuiaemiavu
Q| wsmadu fignuniufiansanudrinlidinunisfinnsanwuy Exemption

L}




Exemption apply

* To research involving prisoners

* To research with children involving survey or

interview procedures observation of public
behavior, except

— Observation of public behavior when the

investigator(s) do not participate in the activities
being observed



Proper Review Channels/ Types of Review

Risk Negligible Low

Effect Inconvenience | Discomfort

Review

Exempt |Expedited




Expedited

(1) Some or all of the research appearing on the
list and found by the reviewer(s) to involve
no more than minimal risk

(2) Minor changes in previously approved

research during the period (of one year or
less) for which approval is authorized




 Harm or discomfort are not greater than
those ordinarily encountered in

— Daily life or
— During the performance of routine physical or

— Psychological examination or tests
Al '

» hWORKIT
2 DAILY




* Prospective collection of biological specimens
by noninvasive means

— Hair and nail clipping

— Deciduous teeth
— Permanent teeth indicates a need for extraction
— Secretion, saliva

— Placenta
— Amniotic fluid q %




* Research involving materials that have been
collected, or will be collected solely for non-
research purposes (such as medical treatment
or diagnosis)

* Collecting from voice, video digital, image
recordings made for research purposes



MRI

* EKG, EEG, thermography, ultrasound, doppler
blood flow

Moderate exercise, muscular strenght, body
composition test



Proper Review Channels/ Types of Review

Risk Negligible Low High
Effect Inconvenience | Discomfort Harm
Revie .
View Exempt |Expedited| Full
board




Full Board Review

"Well, let's get started now we've got a quorum.”

Quorum
Diversity

Physician
Non-scientific
Non-affiliated



U9 #adamsussdiuiiivaiulasaniside AN A u y hly Yowuzil
WidNzaN | wneatag
A  Scientific Assessment
1 ‘wﬁ'ﬂmma::mmiwatﬁationale)
2 | msmumwassnnssuditieades (Literature review)
3 | IngUszasA (Objective)
4 | 3Usuumsiae (Study design)
5 ﬂ&jmsmﬂniﬁﬁﬂm (Study population)
6 | vuImRlaene (Sample size)
7 | msdmdenananatasfidilasenis (Inclusion criteria)
8 | NMsAReN@Ia@lAIaanaINlATINISIve (Exclusion criteria)
9 | Msneuan@a@laIeananlATINg (Withdrawal Criteria)
10 | nszuauns/sinansild (Procedures used)
11 | mslinguaiuauvisesviaen (Placebo used)
12 | idasdiavsaisnaaouiildlunisise (Medical devices)
13 ﬂﬁﬁﬂﬁsﬂlﬁmﬁ’umaﬁui’mqmqﬁuqmam% (Genetic testing)
14 | 3BN15IANAN15398 (Research assessment)
14.1 | n1suszulszansnn (Efficacy)
14.2 | nrsuszitiuaudasany (Safety)




14.2 | msUszluanuvaona (Safety)
15 | msuhsziwaunsndounaznisunly (Monitoring of
complications and solutions)
16 | SruuarUSinameadon/ddn e (Blood/specimen)
17 | svwznav/Annuassesmsinna (Duration and number
of follow-up)
18 | adiildlun1siesied (Statistics)




B  Ethical Issue
1| nsldenanasinsnguiusnzuns (Vulnerable participants)
1.1 | ns9anguilsnzunse (Identification)

......................................................

L veeaduieensamnsnlunisseduls videddymiluns

c!i 1 (=4 @ [T =9 =] @

doans 1w wan WUaelanaues fUieanidu vieldnwm
vi9adu (Cognitive / communication)

L1 vepaganedaslunsdindula wazanegneldemng

WI9N15UNATEY LU NISNeUN unine (Institutional)
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f i N Wiy gUhevenndyide

wr ar

UniSauredIanaseiniae (Deferral)

Qmmﬁ@yﬂ;uj’gmmwu uz15eszeLanying (Medical)
lup

A4
&)

{(Economic)

Qwuaﬁ@ﬁm%ﬁﬂﬁ’u'luﬁaﬂu U NauYIANLE AU

1339U (Social)

[ 8u ] TEU eereerenreueraeeseeseeseeesesssessese s s eaessesssesssenesensas e

1.2 | msunilesfuaseaiiandiu (Additional safeguard)

2 | avmdssiogqunimusienanasiang (Risks to the health)

2.1 | arudsamanie (Physical risk)

2.2 | arudsannadala (Psychological risk)

2.3 | audssdu q v WSEHFADIUE NOYUY vionudeslu
A133NWIAIUEU (Economic, legal, breach of
confidentiality)

2.4 | nmsasanudes (Minimizing the risk)

- . - . - o E—




4

3 | mwidssiegunnuesingaunayasluassiviagsusa
(Risks to the health of the embryo or unborn child)

a | wansznuseyutuiii1smn15I9Y (Risks to community)

5 | Uszleadmoonaainslnenss (Direct benefits)
5.1 | weus1t1593 (During the study)
5.2 | v@In151w139u (Post-study benefits)

6 | Usslomioguvuilidnsunisids (Benefits to community)
7 | Usslewddademu (Benefits to society)

8 | mM3Usziuvseloninaranuids (Benefit/risk ratio)




A \

Benefit
' choice

Privacy and Confidentiality

WA A UNTENUS FUFLN
MATNNITITANERS
AINLNALUNNEANRATNTZHINFLNAN



Privacy and confidentiality

Related to potentially damaging or
embarrassing information



Belmont Report

Respect for ) Beneficience

person

TN

A\

Justice



Privacy and confidentiality

Related to potentially damaging or
embarrassing information

“Respect for person”



* Having control over the extent, timing, and
circumstance of sharing oneself with others



* Having control over the extent, timing, and
circumstance of sharing oneself with others

4,

g



Privacy = Person’s Right

* The right of persons not to share information
about themselves

* The right to determine what will be known
about oneself



Privacy

* nsaaANERaaNlang lNNUAIAT
* NIFATINFNNUENIN

QI [~ 1 Y
* ADNUNAINNIUURIUANY

~
* dsziAunIangunne



Confidentiality

 Pertains to the treatment of information that

it will not be divulged or disclosure without
permission

-‘}&/;/// >

<




* Adequate provisions to protect the privacy

* Ensure the confidentiality of the research
subject



Adequate provisions to protect the privacy

Ensure the confidentiality of the research
subject

Adequate plans to store and code data

Use of identifiers or links to identifiers
How is this information protected



How to manage

Password using

Encrypted e-mail

Using code in case record form
Lﬂﬂﬂ'mﬁﬂué'ﬁﬁqmuﬁjm

lingFasasanaaNns lunaansus



Buan? 1 nuuduiindaya

1. Maternal characteristics

Matermal age 1 vears

Diabetes mellitus 1 oMo 11 ves

Pre-eclampsia/ hypertsnsion O o Mo [ 1ves

Premature rupture of the membrane 0 o mMo 1 ves

Chaoricamnionitis 1 oMo 11 ves

Antenatal steroid L1 oMo [11ves
2. Mewborn characteristics

MNarme HM

Date of birth I A I A N O

Sex 1 1 male [ 2 female

Gestational age O O weeks O days=

Birth weight OOO0O0O grams

Delivery made [ 1 vaginal delivery = cesarian section
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Buan? 1 nuuduiindaya

1. Maternal characteristics

Matermal age 1 vears

Diabetes mellitus L1 oMo [11ves
Pre-eclampsia/ hypertsnsion O o Mo [ 1ves
Premature rupture of the membrane 0 o mMo 1 ves
Chorioamnicnitis L1 oMo [11ves
Antenatal steroid [1 oMo [11ves

2. Mewbkarn cha

Date OT i L1 10 1 1/ 11 ]

Sex 1 1 male 1 2 female
Gestational age O O weeks O days=
Birth weight OOO0O0O grams

Delivery made [ 1 vaginal delivery L] 2 cesarian section
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Privacy and Confidentiality

* Informed consent ?

e Harm ?
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4 Forum for Ethical Review Committees in Thailand
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Col.Asst.Prof. Nithipun Suksumek
MD MSc (Clinical Epidemiology)
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