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(Privacy and Confidentiality




nfHUNIY (Law)

® No one shall be subjected to arbitrary interference with his
privacy, family, home or correspondence, nor to attacks upon
his honour and reputation. Every one has the right to the
protection of the law against such interference or attacks....
Universal Declaration of Human Rights, 1948
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https://themomentum.co/data-privacy-bill-thailand-september-2018/
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https://themomentum.co/data-privacy-bill-thailand-september-2018/
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A dudauna (Privacy)

* Privacy (A2umlugauda) vaneie ansdauyanaitlinlsazgnsuniu
visaunsnuaslnegou nuneswdadniiineadasiuenie
Jayarnasdiuyana AudidaszlunisuaninuAaLiiy
uazN1THDENT

® Privacy Aa AYAAa (person) ALUNEIUAT EnSdiuynna
WEANTIUEIUAD WHRNIIUUNUA

Utle usne. (2560). Ethical principles for researchinvolving humans (Human subject protection).
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Privacy and confidentiality

Related to potentially damaging or
embarrassing information



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
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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
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N135n¥1AUaU (Confidentiality)

* Confidentiality (N1355n€1AAUAY) KU8DIVOYAUIIES
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Confidentiality

e Pertains to the treatment of information that

it will not be divulged or disclosure without
permission
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N135n¥1AUaU (Confidentiality)

* Confidentiality fiadaya (data) Wu3sN155nwIANaUYaTaYa

daufdveseaadnslaeiivednia Jayawmaitulaun

° LLUUﬁJuﬁﬂ"fiaga (case report form)

* Tugusau (consent form)

* AsUUNNLEYINIaATN (tape, video and photo)

[ [ 1 Y < Y <

COoDE * UAINITFNEIANNAY U Tuie nulugiinyuaden (locked
cabinet) nulumauiiames (computer) NiisHaN1U(password)
1 1 adaa a -4 . = [] v LY
Payadimngluseald duannsaiing (e-mail) Amsvinlidusia

(encrypted)

11%im wsnA. (2560). Ethical principles for research involving humans (Human subject protection). n3aWmn<: yaligdaasunisnisunng.
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13 wsna. (2560). Ethical principles for research involving humans (Human subject protection). njamnwe: yalsdausasunienis
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Invasions of privacy and breaches of confidentiality
ﬁwuiumﬁaa: N1IAALADNDIATEUAT
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13 wsna. (2560). Ethical principles for research involving humans (Human subject protection). njamnwe: yalsdausasunienis
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Invasions of privacy and breaches of confidentiality
Inulun1sive: vasaniiunnsivg
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Invasions of privacy and breac@es of confldentlallty
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Tearoom
Trade

Impersonal

n} pubhc

Sociology doctoral student Laud Humphreys (U 1968)

Ph.D. Dissertation 3
Anw1y183n3annd (homosexual) fifimaduiudluiesinluaruansisa
‘Vi%Nﬁ‘U”I‘uﬂﬂL%'EJﬂ’J'] “Tearoom

Suananunudhwitdosi (watch queen) LAZABYLABULIANNAUNN
Uuiinwginssuvesyieunndt 100 au was anmunsideusa

wdsnuy 1 Y Anuluduniealiithu uanda a social health survey 1o
AsYreasvasiauiildumis
fuieiignifudeyadinlngudsuiugvds uaslignana drdeyagnilawed
ATV HANTENUABATIUASY UaLe1RRTENIUNY (1N YMLTIUDD
d13nsaumeduavginssy)

Utle usne. (2560). Ethical principles for research involving humans (Human subject protection).

NN YadiSdaasuNIenIUIne.

https://www.lehmiller.com/blog/2012/10/3/tearoom-trade-and-the-study-of-sex-in-public-places.html

https://en.wikipedia.org/wiki/Tearoom_Trade
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Confidentiality

® Safeguarding confidentiality
—Physical safeguards - locked filing cabinets, and the location of
computers containing research data
—Administrative safeguards- rules about who has access to
personal information about participants.
—Technical safeguards - computer passwords, firewalls,

anti-virus software, encryption.

® Level of measures depends on sensitive nature of data

24



® Use code-linked or anonymized information where possible

® US DHHS. Certificates of Confidentiality to investigators authorizing
them to withhold identifiable data about research participants that
may be summoned under federal, state, or local civil, judicial,
administrative, legislative, or other proceedings.

® Limit of confidentiality must be stated in consent form

—Legal and ethical (disclose to REC, inspector, sponsor, journal
web site)

—Techniques 35n15unuvinagsls



Measures

" Hard copy- 1 (Plan to storage,\ : Erase 1 [ Password-
locked in cabinet sharing and videotape protected
with authorized destroying when data computers and

person in records already files

26



* 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
Laﬂmﬂﬁﬂuﬁﬁﬁqmmﬂﬂ
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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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EC AUNMTRITAIIS09984 Confidentiality
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EC AUn19Miansau5a9va Confidentiality
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PATIENT
WELFARE

Conflict of interest
(COl)
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COl

* Set of conditions in which an investigator’s
judgment concerning

primary interest
> Subject’s welfare
» Integrity of
research

secondary interest

» Personal gain



Type of COI

* Financial * Non-financial
»Salary » Relationship
» Compensation »Promotion

> Grant > Commitment



o

Inappropriate protocol development

Public

interest

N

Scientific integrity
Selection bias
Information bias

J




nauselowil
NuLau

%4

N15A91aNGIAY

NTANLAINUAAANNUUITATAUAT HASNTIANDTATEAUATLI LU

1A59N15998

NM138a8VBUALNYINUAINNUADIANYVINARNUNNNINADN/ WA

AMuLdss vites Uselawillwuin )

ldvanmadandu 9 Tun1ssnu

ALY LUINYITULNANTIULINIUISEIA/ N ITYITUNAUINLAYIN

SULSIADEATIVAT )

OHRP Drat interim guidance 2001
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OHRP Drat interim guidance 2001
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To the institution

To the IRB

To the subject



Effective management

 May not involve in
» Recruitment
» Consent process
» Major data interpretation



Effective management

 May not involve in
» Recruitment
» Consent process
» Major data interpretation

 Addition of evaluator



Effective management

 May not involve in
» Recruitment
» Consent process
» major data interpretation

 Addition of evaluator

* Addition of setting of research for
recruitment



How to deal

1 Have or have not ?
2 Risk or harm



How to deal

Have or have not ?
Risk or harm
Magnitude

Affect to the outcome
Public perception
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Conflicts of Interest:
Recognizing Them

Avoiding Them

Managing Them |

.

Bob King, Greenhouse Social Ventures
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ITUU (HART Usne, 2561)

57



NSUANE

" 53 SRgRUNTNAaaUNARSaed S UN YN T
WA 1aetin39eaNuTIuTINdayanuiunsy
U3n1s . Aadawiants Tnedandiduunndidnves
Adfiniy iR didyvndieadu col Wil



R
ASUANY
" 115998 NONAFDUAEINUNUEUARINSUNITYIBUINS
ndruledmsuanifitaymanisau Wun1s3desauiu
S¥2192ANTTULATDINANUUNNITAIMNUIUN  LLAZTN
o (Y < v o P=} '~ v 1 a o v
mamwmummﬂugﬂﬂLaanmmmsfmmsmﬂuaﬂﬂ
ANNBDULNYU 1500 UNHDAU
" yinumadddgynanadnu COl waslyl



NSUANE

" n1sRsanlAsINITIveirnwINEUNaYEIN1TY
Cognitive behavior therapy (CBT) f901?%
FULASIULNANWINKIINGIAY primary reviewer
vasnsidetududWaun CBT viuAadnddaym
Aenfiu COl ol



COl

Jd @ U (~3 = c 1 1
nalsladuNudaii] uiNedgn1un1sal LHULANISANALANIN
ANAEINA B LNLAATUN LA

74

ﬁuagj TUAMNWRUNLUIURIRDIUNT T

AIRUAN L NAINIS VNN LN TAN AN UdaL



COl

Jd @ U (~3 = c 1 1
nalsladuNudaii] uiNedgn1un1sal LHULANISANALANIN
ANAEINA B LNLAATUN LA

74

YUBEHNLAMNUUNLUIIBIRATUNTRL
patuasldansavmnlaluinanuday

LWENUAUINWLLAIBBIAANITRENINLUNIS AN

wwalabnnauatdgnailselagivan




-’ :
T

Benefit
' choice

Risk-Benefit Assessment
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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 (nanA31:LANSWIUYAAR)
® . v/ 6 11 Y a Y
Beneficence (nanauuszlevil-hinalviindunsie )

® Do not harm and maximize possible benefits

and minimize possible harms.

* Justice (ManANUERAFITY) fene l




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

Probability of harm

» Activity

»Magnitude

\

_/




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
‘ ’l of possible harm may vary from
- minimal to significant

(Waite, 2017)




* 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. Limitations of I Rationale behind e

The Study — the Seudy

8. Data Collection 2. Problem

& Analysis Tools RESEARCH Definition
| METHODOLOGY
7. Instrument Development 3. Research
& Pilot Testing Objectives

>
LS

6. Sampling Plan

\ 5 5. Research
"\/\J Design " ("

4. Research
Hypothesis

» Protocol design
» Adequate sample size

> Distribution and method of
randomization



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
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Risk Assessment in Protocol Review

» Inclusion/exclusion criteria




Risk Assessment in Protocol Review

Cognitive or communicative
vulnerability
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Institutional vulnerability
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Deferential vulnerability
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Medical vulnerability
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» 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 (Ulins wsne, 2561)



Scientific Value/Social Value

® Research design/ statistical analysis

" Experimental: Controlled-trial/ Efficacy- Yes or No
" Diagnostic test: Between test agreement, predictive values
= Sample size N334 quantitative azfasfinsszyiaus el
AIsnaulandn1sIdela dm3u qualitative research A333EYAY
AN IYLVIAUNIN

® Social value: Government policy or National economy

(Wins UsnM, 2561)
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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)

(HARS UsNK, 2561)




® 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

(HARS UsNK, 2561)




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

(Torres, 2017)




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

219 Wildidzaan LU Street survey, NSBNALUUNDIN

lun15398luau Liinasvendiluinudedla 9 arsvaniinai

agralsiinuaauliaznn aure wsalaeIan
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warliiviny wssldlvuinsnisUaanu Snwl

N1539UNINUVDILALIUIINAITNATAULAATIHANS (exempt) 1

1AN19uAlY The Common Rule WU NISNAERUSEVIRDIMISN L4

TdansLanLeg (UlRs usne, 2561)




Levels of Risks: Low/Minimal Risk
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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 (ﬁﬁﬁ]i aIne, 256 ]_)




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. (Torres, 2017)




More than Minimal Risk Interventions

AMULFYLAUANULEYLANT DY
® 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.

(Torres, 2017)







YUIAVDIAMULFYINNURELINELA (Magnitude)

RISk AUUNZ T UNDILUANVUVDIAMULFY U
dAlanianinduinlus (Probability)

Assessment

AMULEY9TDIUNSYLNATUDEN19012533D L]
(Torres, 2017) (Permanency)
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(vulnerable group)




Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Physical harm

®* blood draw

® drug side effects

® Exercise injury

(HARS WsNK, 2561)



Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Psychological harm

® embarrassment,
® guilty feeling,

® suicidal ideation

(HARS WsNK, 2561)



Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Social harm

¢ stigma

® discrimination

(HARS WsNK, 2561)



Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Legal harm (arrested)  ® 1%’3‘5#13!,%8L"Tiiyﬂ@:uﬁ’aaehﬂl,l,azlﬁu
fayamunzaununusaulnives
RHE
* LAUSNHIAMUAUDEUUNZEN
® Assure a mechanism for breaking

the code in blinder studies.

(HANS UsAR, 2561)



Types of Risk and How to Minimize Risk

Type of risk Minimize risk

Economical harm (loss of e

mployment, money)

(HARS WsNK, 2561)



Risk from not Receiving Standard of Care

* Tunisnaasalaslinguilsauinegu
— nguUSEUNBUAISIATU standard of care
— N5 keannnsENialaANIn
* 138 standard of care MJufivausu

o 3JmmwammmmswLszmmmmn'lﬂsu Placebo %59
intervention fidasnin dar1usndulunisusediuanny
Uaannaunasussansnavoge Lay

. mJ'ssf[,unaamfmﬂmu‘lu‘lﬂaumqEJqumu WI93181LL59
wsasnwlaile

— Tnasanegnesauasaunaulteaulall
(UhRs usne, 2561)



Research Risk VS Risk from Routine Care

B Tunisyepdutdeesauselevd Trudnanizalu
LFA8991NN15AYUIYY

" L69¥ABIUBNANNLEHEIRN routine care WiEU®
JUNIIUADEY

(UHRNS usne, 2561)




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.

(Waite, 2017)




Anticipated Benefits and Maximize Benefit

Type of Benefit Maximize Benefit

Direct (health) benefit to subje Medical care
cts 21 dulsElovdsoguaw lwu  MSlasun1sguagunIWiA
gmnaes lUsunsueanmasnie nasiinneeilasunisivganing

Improve disease state Tadnaau
Decrease side effects of
therapy

Improve quality of life (BAAT NINA, 2561)




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
other groups, society)
sintunan observational
study, behavioral study L4u
l¥Usznauniseanulauiy

(WARS UsAM, 2561)




Anticipated Benefits and Maximize Benefit

Type of Benefit Maximize Benefit

Indirect benefit (benefit to Health education
other groups, society) Asanenamnaluladi
1AnJuUnan observational NUEHUY

study, behavioral study L4u
ToUsznaunisasnulauie

(WARS UsAM, 2561)




Risk/Benefit Ratio

" a2udwetias (No more than minimal risk) fa AdME9lUININNT
‘ﬂl a g aa o o/ v/ l:id aQ
MmnnduludInlszdnTuveseaadasniiguawuni

B A ULEYNNINNTINANLESINRY LHAIRNASAUSLlYBURDR1EEUASTILYN
$23lulAs9nN15298 (More than minimal risk / Direct health benefit
to participants)

ANULEYININNIIANLEY9UR8 ARz lisUsElevifaEa1dl ALY

slulasen1side  usonaduuszlosunadeannsadiusin (More than

minimal risk / Important knowledge) (social and scientific value)

(HARS UsNK, 2561)



Risk/Benefit Ratio

" Asaididu More than minimal risk / Important knowle
. . o o <
dge (social and scientific value) A33YDAINULKRUINN
AUNUYUBUNIBEL TV YU TENBUNTAREUTR
v . . .
B 3¥0949LL8N risks 310 routine care 98NN research risks
B Standard of care 813na18LUU research risks 13

N15111 randomization

(WARS UsnM, 2561)




Well-being of Research Participants

" N1SNEIEINIANIT IMRNEadATHEUN1IENA (making efforts to sec
ure their well-being) Man1auazla nadwrlunannisuwne
AUszlevyd Usznaunie

¢ 1

" A139uasn¥IN1sAUYIY (medical care) laadslsidasngaildn
AN

= GNYALYENINUIALAUIINNITIDEY (Injury compensation)

" nsAnnugua WAUsnen wazsiusimnyUienaunaainnig
W89 (withdrawal) segnaau wseyRlaAsIN1SIBABUNNUA
(early termination) (Afins usnn, 2561)
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n1snsgviTinIsalvaseiuayedliauisasule

asanandgundewifisuduiionsuingyszeasd Tngpana
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(HARS UsNA, 2561)




Uszihunfnasnrdenaiioussiiiu
AANUWNZEN (Justifiability) ¥29lAsin15798

WINNI5IVYUAMULE LIV S18LIIVUINN ANANNIT ASNTIUNIT
385D UGN MTNLULAAUANANISHILYEU %3 Tuutensal
Alinvuss srunelasualudlnslalun1sig1sIulAsINIsIAY

N3 TuUTEYINTUITIZUNN ADILAAINANANINUNZEN TIUD
ANWUZLAYIZAUAMNUEYY/UsElevd A172999USSUNTUY

(HANS UsNA, 2561)




Usehunfasafianailiouseiiiv
AANUMUNIZEN (Justifiability) 929lA59n1577Y
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(UARs UsNM, 2561)




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
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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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UniSauredIanaseiniae (Deferral)

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

A4
&)

{(Economic)

Qwuaﬁ@ﬁm%ﬁﬂﬁ’u'luﬁaﬂu U NauYIANLE AU

1339U (Social)
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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)

] B - N - - -




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)
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