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IRB: Institutional Review Board
|EC: Institutional Ethic Committee

REC: Research Ethic Committee
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World Health Organization
Geneva
2000

Operational Guidelines for Ethics Committees That Review Biomedical Research. World Health Organization 2000
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The research process

Step 1 - ldentify knowledge gap

Step 2 - Formulate the research question
Step 3 - Search for existing information
Step 4 - Focus the research question
Step 5 - Design the study

Step 6 - Refine the specific aims and objectives of

the study
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US Department of Health and Human Service

A human subject is defined by DHHS as a living
individual about whom a research investigator
(whether a professional or a student) obtains data
through intervention or interaction with the

individual or from individually identifiable
information
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(45CFR46.1090r GCP 3.1.2)
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SUN155U589LULaD (45CFR46.113 or GCP 3.1.2)
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¢ IWINDEIWY 5 AW (ICH GCP 3.2.1)

. NFINN1T0E19308 1 A% AAINOBAIWEI21T 27 L 12
IWeF§6S (ICH GCP 3.2.1, WHO)
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30147398 (ICH GCP 3.2.1, WHO)
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#A1NNDd32(Independence)
JRnsANg 1w lw 3o eNNa19u1 (Competence )

H315188198AMNIN(Quality review)
NA1TU18819N LI (Timely review)
NUSZEUNISAAIBATSIBUASHATNIT R ATAUTN

738 (Investigator friendly)
LN HANT1SAUSH ICH GCP, Human subject protection course, SOP

training
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Basic Ethical Principles: “Belmont Report”

Respect for Persons
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Beneficence
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- Nuremberg Code (1947)

- Declaration of Helsinki (1964)

- US Belmont Report (1979)

- CIOMS’ s Guidelines (1991, 1993)

- ICH GCP Guidelines(1995)

- WHO Guideline : Operational Guidelines for Ethics

Committees That Review Biomedical Research
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I
Initial Review R

HINADINUNIUUAL LHENITSUSDY

Research proposal .
- design and methodology,
- iInvestigator proposes for use in the trial
- subject recruitment procedures (e.g. advertisements)
- written information to be provided to subjects
- Investigator’s Brochure (IB)
- available safety information
- information about payments and compensation available
to subjects

An IRB/IEC may invite nonmembers with expertise in special
areas for assistance.
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Initial Review
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v/ W

amamﬁ’ﬁﬂammwfﬁlMﬁrﬁmwmﬂ CV
Laﬂmﬁ%l,mﬁ’aajammaﬁm (Information sheet)
LANASLERARWIEREaN (Consent form)
ONEITOHDW L% ludszniedeyaan wuuUniindaya
LUUFAUAIN L1161
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Basic evaluation criteria

- Independent review

» Collaborative partnership

- Socilal or scientific value

- Scientific validity

- Fair subject selection
- Favorable risk-benefit ratio
- Informed consent

- Respect for potential and enrolled subjects
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Standard Operating Procedures
(SOPs)

* Detalled, written instructions to achieve uniformity of the
performance of a specific function”
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Standard Operating Procedures
(SOPs)

1. ludzwni ( Front Page ) @58
7D WAL/MIDATIYDIVUILNN
nugad SOP ( SOP Number )
#1589 SOP ( SOP Title )
vaNgLaARIUABY SOP (Version)
WNLIAL 19 (Date)
WUIENUTIDATD

2. g1stitu2aiaiEns

3. §19ULANE1TD1NDY

4. §15UULUUNDTH
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Standard Operating Procedures
(SOPs)

9 LLNuLuam SOP laun 35n1sUuGEM (Work Procedure :WP)
138 wmaumsﬂgumm (Work Instruction :WI) LAazI5DIAzA
lananavin nnvinazfauriaun Ui #9A19U5ENDUAIE

T8 WAZ/MSDATIVAINUILNY

rugLay SOP ( SOP Number)

#1589 SOP ( SOP title )

fuﬁﬁwaﬂ’m"’u o (Effective Date)

Lsumﬂ ......... (W HBu )

[@afininaag SOP s uIURENNInee vef.......... s
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SIDCER/FERCAP

Standard 1: IRB Structure and Composition

Standard 2: Adherence to Specific Policies

Standard 3: Completeness of the Review
Process

Standard 4: After Review Process

Standard 5: Documentation and Archiving




1. IRB Structure and Composition

- Membership requirements
- Administrative requirements
- Membership initial and continuous training

- Management of conflicts of interest
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2. Adherence to Specific Policies

- Management of IRB

- Avallability of SOPs

- Areas and functions covered by the SOPs
+ Continuous review of SOPs

- Guideline for protocol submission

- Adherence to national and international
guidelines
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3. Completeness of the Review Process

- Review process

- Elements of review

- Meeting procedures

- Completeness of IRB meeting minutes

- Decision-making process
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4. After Review Process

- Amendments

» Progress reports
» SAE reports

- Site visits

- Final reports
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5. Documentation and Archiving

- Documentation
- Communication records
Retrieval procedures

- Archiving
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THANK YOU
FOR YOUR ATTENTION

AND

ANY QUESTIONS?




