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Level of IRB Review

Levels of IRB Review

More than minimal risk

Expedited Not greater than minimal risk

Exempt Less than minimal risk

*Defined by federal regulation (45 CFR 46)
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1. ASs1eIUEIULALAANLENTASISI9NISI N El
(Protocol amendment)

2. AT LNIUANUAULNAN5IAY (Progress report)
3. nssuvuanulaaansia (Safety reporting)

4. nss1avunsiaiuusa idfiidaiuinsesienis
33ui'ldsun1s5usav (Protocol deviation/ violation/
non-compliance)

36 ICH GCP Guidelines 3.3.8
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5. AMssavussdnanisiaa (Final report)

6. NN931LIIUNANSLRATASINIFIALNAVATIUUA
(Premature termination or suspension of a trial)

7. AN991VIUSAS VIS aULALNIALTASIANSI AL
(Complain)

Sponsor

37 ICH GCP Guidelines 3.3.8
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Familiarity with the Test Article
Compliance

Monitoring

Delegating Responsibility

ICH GCP 4.1-4.13
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Summary

1. Protection of Trial Subjects
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2. Quality of the Data
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3. Transparency of Trial Conduct
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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

/




To the institution

To the IRB

To the subject



Effective management

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

 Addition of evaluator

* Addition of setting of research for
recruitment
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Benefit
. Choice

Risk-Benefit Assessment
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15 THE BENEFIT
REALLY WORTH
THE RISK?

Risk- Benefit Assessment




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
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Risk-Benefit assessment

Probability of harm

» Activity

» Magnitude




* Physical
— Bodily harm
— Simple inconvenient




e Psychological
— Emotional
— Break of confidentiality




e Social
— Employment
e Economic




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

— Improvement of disease
— Comfort from suffering




* Indirect benefit

— Generalizable knowledge
— New drug

— Effective interventionin
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 Ratiomale behind

; The Study —— the Study
8. Data Collection 2. Problem
& Analysis Tools RESEARCH Definition
PHD & MASTER BY RESEARCH
OCTOBER - DECEMBER 2011
@UTMAIS, KUALA LUMPUR
7. Instrument Development 3. Research
& Pilot Testing Objectives
-OPEN FOR REGISTRATION-
g FOR ENQUIRY ; 0326154429
| ¢
l o 4
4. Research
; |
6. Sampling Plan Hypothesk

~
~

< 3 5.Research | ¢
\~ Design " (7

» 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

AMNFINITDLUNISAARU LA

Institutional vulnerability
NSARNRULAALAINLNSILA

Deferential vulnerability

NSARAULAALAIMNLNTINAN

Medical vulnerability

v a [ 1
n1ge maudl@ LW?ﬁ%ﬂTJSﬂQ']NL@U‘lJ’JEI

» Privacy & confidentiality
» Vulnerability



Risk Assessment in Protocol Review

‘. > Withdrawal criteria
» Consent form procedures

> Site characteristics



* 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

1 WORK IT
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* Prospective collection of biological specimens
by noninvasive means

— Hair and nail clipping

— Deciduous teeth LS |

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

— Placenta
— Amniotic fluid q %




e 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
Review .
Exempt |Expedited| Full
board




Full Board Review

Quorum
Diversity

Physician
Non-scientific
Non-affiliated

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



Item | Assessment topics Appropriate Not N/ Comments
Appropriate | A

A Scientific assessment

1 Rationale

2 Objectives

3 Study design

4 Study population

5 Sample size

6 Inclusion criteria

7 Exclusion criteria

8 Withdrawal (intervention) criteria

11 | Procedures used in research

12 | The use of control group or placebo

14 | The use of medical devices

15 | Method of research assessment -
15.1 Assessment of efficacy*
15.2 Assessment of safety*

16 | Monitoring of complications and .
solutions

17 | Blood or specimens (frequency and
amount)

18 | Duration and number of follow-up

19 | Statistics used in analysis




Ethical Issue

Yes

No

N/

Comments

Involvement of vulnerable participants

1.1 Identification of vulnerability

1.2 Justification for the use of vulnerable
participants

1.3 Protection of vulnerable groups if
vulnerable groups are involved

Risks to the health of participants

2.1 Identify the risks: physical,
psychological, economic, legal risk
or r1sks due to invasion of privacy
and breach of confidentiality

2.2 Sufficient measures to prevent or
mininuzed the risks

Rasks to the health of the embryo or the
unbom child or spouse

Risks to the research community

Direct benefits to participants

5.1 During the study

5.2 After study (post-study benefits)

Benefits to the research community

Benefits to society

Favorable benefit/risk ratio




C | Informed Consent Appropriate Not N/ Comments
Appropriate | A
1 Informed consent process
1.1 Person who obtained informed
consent
1.2 Time when obtamned informed
consent
1.3 Place where informed consent was
obtained
2 Objective of the research
Voluntary participation
Right to withdraw from the study
4 Alternatives in case of non-participation
5 Rationale of the study
6 Study procedure and participant’s
responsibilities
7 Risks or discomforts to the parficipants
8 Benefits to the participants or others
9 Medical care during the study
10 | Payment/reimbursement/compensation
11 | Pnivacy and confidentiality
12 | Name, contact address, and telephone
number of the investigator
13 | Contact address and telephone number of
the ethics commuttee
14 | Certificate of informed consent
form/Assent form
15 | Language used mn the informed consent

form




Qualification of the investigator

D Qualification of Investigator
1
2

Traming of the investigator

3 Conflict of interest of the investigator

For medical device protocols
O Non-sigmficant nsk
O Sigmficant nisk
O Registered with USFDA/MDD approval with supporting document of registration
O Not yet registered with USFDA/MDD or no evidence or information for risk determination

Risk assessment of the protocol

O Research not involving more than minimal risk

O Research mvolving greater than minimal risk but presenting the prospect of direct benefit to the participants

O Research mvolving greater than minimal risk and no prospect of direct benefit to individual participant, but
likely to yield generalizable knowledge about the participant’s disorder or condition

Duration of progress report
O 3 Months [ 6 Months [ 12 Months



Opinion of the Reviewer
( ) Approve
() Minor Modification
( ) Major modification
( ) Disapprove, please provide reasons:

Other comments or recommendations

Name:

(Reviewer)

Date: /
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