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Research : A systematic investigation,
Including research development testing,
and evaluation, designed to develop or
contribute to generalizable knowledge.

The major goal of research :
benefit other than research subject

NOT research (no IRB review) : Quality
Improvement / QA activities, Case report,
Innovative therapy, Outcome analysis,
Resource utilization review, Education
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Exempt Review : & %
Expedited Review : P2 2 {i % % 3

Full-Committee Review :
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45 CFR 46 : 101(b) - minimal standards
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DHHS & FDA

No more than minimal risk

Minor changes in previously approved
research

Minimal risk

Not great than daily life
( or routine exam. or test)
No change at “risk-benefit relationship”
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Can be conducted by :
IRB Chair

IRB members designated by the Chair
Experienced reviewers
Voting members

A subcommittee of the IRB
Reviewers
Can “approve” or “require modifications”
No “disapproval”
- refer to full board review
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Introduction, Specific Aims, Background,
and Significance

Scientific Design
Research Procedures
Inclusion/Exclusion Criteria

Statistic Analysis and Data Monitoring
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Privacy and Confidentiality

Recruitment

Compensation and costs

Potential Risks / Discomforts and Benefits
Informed Consent / Assent

Other Issues and Consideration
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Ethical Codes

Nuremberg Code, 1949
Point3: % AR 2, T RN EFBHRES 5 A#--
Declaration of Helsinki, 2000
Sec.11: - FR{Fd bz 2 £ 5 R A, ¥ K A3
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Federal Regulations

DHHS & FDA

45 CFR 46, 111(a)
Risks to subjects are minimized

Risks to subjects are reasonable to benefits

The importance of the knowledge may
reasonably be expected to result



RBpEFEIRTE 2-1

Selection of subjects Is equitable :

45 CFR 46, 111 (a) (3)
21 CFR 56, 111 (a) (3)

IRB *i% = i# criteria:
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Belmont Report :

Respect for persons

Beneficence
Privacy and Confidentiality

Privacy : people

Confidentiality : data (information)
Harms

AL 7 i e
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Data monitoring #= B & *:i54% :
An Individual Investigator : Pl
A Group Representing the Sponsor
A DSMB : Data Safety Monitoring Board

Situations for a DSMB :
FTRPEF - £ 4T 4 (4 Phaselll)
myenrisklevel 3 & % $amy hE >
H & F]% : blinding, vulnerability of study
population
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Informed Consent . a process
The beginning : Recruitment

Information : clear, accurate, and
sufficient
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Information

% i+ FEeninformation

4 F-en information
Comprehension
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Flyers

Posters

Brochures

Media

Recruitment letters

Bt R F
Pl and /or research facility 7 & F fri= 4t
3 vk iwand /or 2 3 P b
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AR AP 34 5 research

¥Wd ™ risks ¥ B8 % benefits

% iv £ #- safety, equivalence, or superiority

W # i F hF o, 40 “new treatment”
“new medicine” ,or “new drug”

L E AP B ehio % procedures i@ % “free”
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7 it %W “compensation”
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Prorating payment
FDA 7 & &k Ri#5% «h duration %
%22 payment
7 F e 2IMnEAK s 4 B2 payment
& IC P Hoendy i payment 07 5
IRB Responsibilities
B # B 2 2% payment 3§ § g
K38 3 prorating compensation g & 4
Bk 4o minors 4p B seg R 1R AL ehL
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Constitutional (host) genes :
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Pathological Tissue:
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A % norisk (no direct benefit)



Tissue samples
Urine

Bone marrow
Cell aspirates
Others
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