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* Respect for Persons

* Beneficence

e Justice



Respect for person
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- Provide extra protection

Voluntary Participation
Inform Consent

Protection of Privacy & Confidentiality
Right to Withdraw without Penalty
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Respect for person

* ipawludnadsaonuilunyed (Respect for human)

* fiuglaniinduniMat inauannatidiayantgineane uazidasslunssindula (Free
and informed consent)

Q/

* dnAaasnguilszL uazaaula (Respect for vulnerable persons)

* pnuidudaun Lazineacuau (Respect for privacy and
confidentiality)



Beneficence

* naslunalinnaunsia (Do no harm)

e faanaliinlslandgean uazananuidasianaindiulitasiign
- Risks are minimized
- Maximizing benefit

- Risks to subjects are reasonable in relation to
anticipated benefits

* mstlszifiunnuannaszuinadasuazamilssland (Balancing risks and
benefits)
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* Treat people fairly
* Fair sharing of burdens and benefits of research

e Fair selection

- Vulnerable subjects are not targets for convenience

- People are not selected as subjects because of their ease of
availability or compromised position
- People who are likely to benefit are not included



Risk & Benefit Assessment

1. nisszymonui@en (Risk identification)
2. nsdeinminisedsziluainaides (Risk assessment)

3. nranmui@as (Risk minimization)



Risk Identification

AaiAeannesanie (Physical harm) wiu @edan finns Falia
auidsannsanla (Psychological harm) wu laigunela
mm?ﬁlmmqmmgﬁ@ (Economic harm) «iu sneu

amdeamsedann (Cultural and Social harm) wu gnfiafuniedsns

avsiaenanguang (Law and Criminal harm) wu gndu aan uaziing
AN



Level of Risk

"= Minimal risk: the probability and magnitude or discomfort
anticipated in the research are not greater in and of themselves
than those ordinarily encountered in daily life

= Greater than minimal risk but presenting the prospect of direct
benefit to the individual subjects

= Greater than minimal risk and no prospect of direct benefit to the
individual subjects but likely to yield generalizable knowledge



Risk Assessment

* The possibility of suffering harm or loss pertains to the
possibility of harm in term of

- Magnitude
- Probability
- Permanency



Minimal Risk

* Minimal risk research projects may be eligible for expedited
IRB review

* Informed consent may be waived or modified for certain
types of minimal risk research

* In some research that poses greater than minimal risk,
vulnerable participants need to receive more protection



Minimizing the risks

* Good exclusion criteria for subjects

- Patients who may be especially sensitive to the harmful effects of a
new drug are excludes.

- Testing new drug on healthy volunteers are indeed in reasonable
health : pre study examination for exclusion criteria

- Women who are pregnant should normally be excluded, during
the study, participants warned about the need for adequate
contraception.



Minimizing the risks

 Good criteria for contra indications

- Establish the withdrawal criteria in advance
Proper monitoring of research subjects
Rapid response to and reporting of adverse events

mmediate code breaking in the event of adverse events in
olind or double-blind trials

Long term follow-up



Type of Benefits

e Direct benefits

* Collateral benefits/ inclusion benefits/ indirect benefit — nns
TAFunnsfinmnu gua Aaine atginide

* Hope and other psychological rewards

* Payments/ reimbursement for out of pocket expenses — an
LALNIG ALAZILIAN

- IRBs are not permitted to consider payments as a benefit
when assessing the risks and benefits of the study



Maximizing Benefits

* Communication of study results to individuals and
communities

* Provision of health care or referral system
* Training of local health personnel

* Technology transfer

* Post trial access to drugs



Component Analysis

 Component analysis is built on the recognition that research
often contains a mixture of intervention and nonintervention
orocedures.

* Research risks are reasonable in relation to anticipated
oenefits.

 The moral standards for both intervention and
nonintervention procedures are fulfilled.



Vulnerable Subjects

* When research involves a vulnerable population, such as
pregnant women, prisoners, or children, additional
protection must be required.

* For children, nontherapeutic risk are limited to the standard
of the minor increase over the minimal risk.



Risk of Community & Social
Science Research : Case study



Hepatitis C

e Researchers proposed a prospective cohort study to determine risk
factors and incidence.

* Persons at high risk of infections transmitted by blood or other bodily
fluids, such as injection drug users and person with multiple sexual
partners were enrolled in the study.

* Methods : every 6 months blood sample would be collect for liver
fucntion tests, viral hepatitis serologies and HIV testing

* Participants would complete a questionnaire including alcohol use,
injection drug use and sexually transmitted infection.



Hepatitis C

* This study, a questionnaire completing, presents very little
medical risk.

* The questionnaires ask about highly private or illegal
activities.

* In the prospective cohort study, identifiers need to be
retained to link new data or to previous data about a
participant.



Hepatitis C

* If the confidentiality of such sensitive information is violated,
participants might suffer a range of nonphysical harms.

- Psychological harm : shame or embarrassment

- Social harm : disruption of relationships with friend or
relatives, stigmatization or discrimination

- Economic harm, such as loss of employment

- Legal harm, such as prosecution for illegal behaviors
such as illicit drug use or commercial sex work



Asthma in children

* Background : Asthma is disproportionately in poor
community that have low incomes, poor housing and
predominantly minority populations.

* Objectives : To identify factors associated with asthma and
asthma related disability.

* Methodology : Observational study

* Material & Methods : Researcher will collect dust samples
from homes and test them for cockroach and dust mite
antigens and inspect the home for mold



Causes of asthma in children

* They will also administer questionnaires about respiratory
symptoms, their impact on activities, and other triggers of
asthma, such as cigarette and pets.



Asthma in children

* Researchers identified the physical risk of study as minimal risk due to
- no invasive procedures

- no drug

e Community leaders and parents might view the risks more broadly
than medical risks.

* Home visits entail an invasion of privacy.

* Someone in the house might be carrying our illegal activities, such as
injection drug use that reveal to legal risks for parents of study.



Asthma in children

* Low income, predominantly minority populations might
object to being targeted for study.

e Community leader might allege they are being treated as
“guinea pig”, being studied while nothing is done.

- Community benefits?
- Researcher benefit? : publication, grant

* Community leader might consider what the researchers will
do to improve housing condition



Asthma in children

In summary

* Risks & benefits should be explored during the research
design process.

* Researchers should discuss their protocol with community
leaders and prospective participants to ensure they
understand the community concern and try to address them.






nsaAnm 71 1: Vasectomy and prostate cancer

Association between vasectomy and prostate cancer
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* Respect for persons =

* Beneficence =
e Justice =

e Risk Minimization =



nsaAnsn 71 2 :Pregnancy in health research
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Material & method

* g e luinsdnmn Tu Phase I assliarunmezynsanudaanialundgani
A9t 6

I
aaa

. mﬁﬁﬂmmiumﬂwwmqmm@ﬂm@mm@zﬂmvmwmmﬂm Tuﬂammm@
mﬂﬁmmm@mmwnmmﬂm (Suspend) qQunINAziuNIzRaAs

. Gl,umﬂm@mmLLﬂﬁ.ﬂmmmﬂuﬂ@mimum@mmmmmmmumLumiumﬁﬂﬁdﬂﬁqiﬁ
N9 LAraNANaNATANIVEYA M ENIUNAUNIIR T RUN1ILAIATIST

va o A v 9/41 o a o/ a dlgj = =
* fAdaRng AN FasnITANliauaznNs s uNsRAma LT lan LarinIg
FIIAADLINNIFIATI U9 AN AN AN NIABL



N19AAATINNISAN

¢ 1%1NﬂLﬂ@uM@QﬂW?ﬂﬂHW NQ@EWUQW@W@W@NF’]?%@WE?’]E FA9TdUNNTENTINTATINNG

Fa9ansiAsess LasnUdIs s R an AT ATEass =N SN sEnE Theaas
3 1ha1

o Qi 6 = v a = o % o v I
® AN1RAN1ANATN mm?ﬂmwmmmﬁimmﬁmqm ‘Viﬁ“ﬂllﬂ‘l/]’]LL‘VNLL@Eﬁﬂ@UL“H’WN’]?’JNIﬂNﬂ’]?
Tuad



ANDN

1. fdszifuneinuasasssuaslsiing munan Belmont report

2. WINRAIINNNTLA lasingls



* Respect for persons =

* Beneficence =
e Justice =

e Risk Minimization =
* Benefits =
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