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Topics

Â Composition and responsibilities 

of IRB/IEC (3.2 )

Â Application for IRB/IEC review 

and approval (3.2 , 3.3.3 )

Â Review process: exemption, 

expedited and full review (3.3.5 )

3

Reference;  Declaration of Helsinki, Belmont Report, CIOMS Guidelines, ICH GCP Guidelines, WHO 

Guidelines for Ethical Review Committee on  Biomedical Research



Synonyms

Â Research Ethics committee

Â Independent Ethics Committee : IEC

Â Institutional Review Board : IRB

Â Ethics Committee : EC

Â Ethical Review Committee : ERC

Â Ethics Review Committee

Â҆ҕҲ҃ҥҥң҃ҴҥҊҥҶҤҚҥҥңҩҶҊҳҤӁқ҆қ
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file://localhost/Users/sutee/Desktop/GCP MedResNet %E0%B8%A1.%E0%B8%AD. 15 OCTOBER 2015/What_is_the_IRB.mp4


ҜҙҜҴҙ
҆ҕҲ҃ҥҥң҃ҴҥҖӥҴқҊҥҶҤҚҥҥңҩҶҊҳҤ

5



Â ҙҜҙҩқҠҶҊҴҥҕҴҖӥҴқҊҥҶҤҚҥҥң҄ү҉Ӏ҆ҥ҉҃ҴҥҩҶҊҳҤүҤӤҴ҉үҶҬҥҲүҤӤҴ҉Ҟһӥңҷ
҆ҩҴңҥһӥ̓ ҩҴңҬҴңҴҥҘ ҿҧҲӁқҾҩҧҴүҳқҬң҆ҩҥ

Â ҙҜҙҩқҙҜҙҩқҠҶҊҴҥҕҴӀ҆ҥ҉҃ҴҥҩҶҊҳҤ ҃ӤүқҾҥҶӆңҗӥқҙӋҴҩҶҊҳҤ ҿҧҲ
җҶҖҗҴңҝҥҲҾңҶқҖӥҴқҊҥҶҤҚҥҥңүҤӤҴ҉ҬңӋӆҴҾҬңү

Â ҥҳҜҞҶҖҌүҜӁқ҃Ҵҥҥҳ҃ҫҴҞҧҝҥҲӀҤҌқӨ҄ү҉үҴҬҴҬңҳ҆ҥӁқ҃ҴҥҩҶҊҳҤҿҧҲ
ҌҺңҌқҙҷӆҾ҃ҷӆҤҩ҄ӥү҉

ҜҙҜҴҙ҄ү҉҆ҕҲ҃ҥҥң҃ҴҥҖӥҴқҊҥҶҤҚҥҥңҩҶҊҳҤ
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҃ҴҥҙӋҴҭқӥҴҙҷӆ҄ү҉҃ҥҥң҃Ҵҥ

Â Scientific merit

Â ңҷ҃ҥҥң҃ҴҥҾҌҷӆҤҩҌҴҏҙҴ҉ research methodology ҭҥҹү biostatisticsҭҥҹүӂңӤ

Â ңҷ҃ҥҥң҃ҴҥҙҷӆҾҌҷӆҤҩҌҴҏӁқҬҴ҄ҴҙҷӆҠҶҊҴҥҕҴҾҝӅқҝҥҲҊӋҴҭҥҹүӂңӤ

Â Ethics

Â ҥ҃ҥң҃ҴҥҾ҄ӥҴӁҊңҶҗҶҗӤҴ҉ ӄ ҄ү҉ҌҺңҌқҙҷӆҊҲҪҸ҃ҫҴ

Â ҃ҥҥң҃ҴҥҙҺ҃҆қҾ҄ӥҴӁҊҭҧҳ҃Ҿ҃ҕғӨ҃ҴҥҙҜҙҩқҠҶҊҴҥҕҴҙҴ҉ҊҥҶҤҚҥҥң҃ҴҥҩҶҊҳҤ

Â ҃ҥҥң҃ҴҥҙҺ҃҆қҗҳҖҬҶқҜқҠҹӇқҒҴқҾҠҹӆүҝ҃ҝӥү҉Ҫҳ҃ҖҶӊҪҥҷ ҬҶҙҚҶ ̓ҩҴңҝҧүҖҢҳҤ ҿҧҲ

҆ҩҴңҾҝӅқүҤһӤҙҷӆҖҷ҄ү҉ҞһӥҙҷӆҊҲҾ҄ӥҴҥӤҩң҃ҴҥҩҶҊҳҤ
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ҩҶҊҳҤҙҷӆӂңӤҘһ҃җӥү҉җҴңҭҧҳ҃ҩҶҙҤҴҪҴҬҗҥӨҘҹүҩӤҴҞҶҖҊҥҶҤҚҥҥң



Nuremberg 
Code

Declaration 
of Helsinki

Belmont 
Report

CIOMS 
Guideline

ICH 
GCP

ҕ̓Ҳ҃ҥҥң҃ Ҵҥҗӥү҉ҠҶҊҴҥҕҴүҤһӤҜқҠҹӮқҒҴқ҄ ү҉

ҭҧҳ҃ҊҥҶҤҚҥҥңҩҶҊҳҤҠҹӮқҒҴқҬҴ҃ҧ

WHO
Guideline
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9

ÅÔñÂääâÂóäÖ­îÈÕČóÿÚõÚÈóÚÖóâ SOP 



҆ҺҕҬңҜҳҗҶҿҧҲү҉҆ӨҝҥҲ҃үҜ
҆ҕҲ҃ҥҥң҃ҴҥҖӥҴқҊҥҶҤҚҥҥңҩҶҊҳҤ
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ÂҾҠҹӆүӁҭӥ̓ ҕҲ҃ҥҥң҃ҴҥӂҖӥҙӋҴҭқӥҴҙҷӆүҤӤҴ҉ҬңҜһҥҕӨ ҊҸ҉җӥү҉ңҷ
ҭҧҳ҃ 4 ҝҥҲ҃Ҵҥ

Â ҆ҩҴңҾҝӅқүҶҬҥҲ (independence)

Â ҆ҩҴңҬҴңҴҥҘ (competence)

Â ҆ҩҴңҭҧҴ҃ҭҧҴҤ (pluralism)

Â ҆ҩҴңӀҝҥӤ҉ӁҬ (transparency)

҆ҺҕҬңҜҳҗҶ҄ү҉҆ҕҲ҃ҥҥң҃ҴҥҖӥҴқҊҥҶҤҚҥҥңҩҶҊҳҤ
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҆ҩҴңҾҝӅқүҶҬҥҲ (independence)

Â ҝҥҴҪҊҴ҃үҶҙҚҶҠҧ҄ү҉

o ҬҘҴҜҳқ (ҾҌӤқ KPI=҉ҜҝҥҲңҴҕҊҴ҃ҿҭҧӤ҉ҙҺқ)

o ҙҴ҉҃ҴҥҾңҹү҉ (ҾҌӤқ ҞһӥҜҥҶҭҴҥҾҝӅқҾҊӥҴ҄ү҉Ӏ̓ҥ҉҃Ҵҥ қӀҤҜҴҤ҃ҴҥҬқҳҜҬқҺқ

҃ҴҥҩҶҊҳҤҊҴ҃ҢҴ҆ҥҳҒ)

o ҞһӥҬқҳҜҬқҺқ҃ҴҥҩҶҊҳҤ (ҾҌӤқ ҃ҴҥӁҭӥҞҧҝҥҲӀҤҌқӨ)

Â ҿҬҖ҉ӀҖҤ

o җҳҖҬҶқӁҊӀҖҤүҶҬҥҲ

o ңҷ҃ҥҥң҃ҴҥҙҷӆӂңӤҬҳ҉҃ҳҖҬҘҴҜҳқҭҥҹүңҷҙҷӆҝҥҸ҃ҫҴүҶҬҥҲ 

҆ҺҕҬңҜҳҗҶ҄ү҉҆ҕҲ҃ҥҥң҃ҴҥҖӥҴқҊҥҶҤҚҥҥңҩҶҊҳҤ
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҆ҺҕҬңҜҳҗҶ҄ү҉҆ҕҲ҃ҥҥң҃ҴҥҖӥҴқҊҥҶҤҚҥҥңҩҶҊҳҤ

·ҿҬҖ҉ӀҖҤ҆ҺҕҩҺҔҶҿҧҲҝҥҲҬҜ҃ҴҥҕӨ

¹ ҬҴ҄ҴҙҷӆҾҌҷӆҤҩҌҴҏ ҿҧҲҝҥҲҬҜ҃ҴҥҕӨ҃ҴҥҙӋҴ҉Ҵқ

¹ җӋҴҿҭқӤ҉ҩҶҌҴ҃Ҵҥ

¹ ҃ҴҥҾ҄ӥҴҥҳҜ҃ҴҥүҜҥңҖӥҴқҊҥҶҤҚҥҥң҃ҴҥҩҶҊҳҤҬңӋӆҴҾҬңү

҆ҩҴңҬҴңҴҥҘ (competency)

ҕ̓Ҳ҃ҥҥң҃ҴҥӀҖҤҥҩң ҬҴңҴҥҘҠҶҊҴҥҕҴҗҳҖҬҶқ
Ӏ҆ҥ҉҃ҴҥҩҶҊҳҤӁқҿ҉ӤҊҥҶҤҚҥҥңӂҖӥүҤӤҴ҉҆ҥҜҘӥҩқ  ӁқҙҺ҃ңҶҗҶ
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ҌҺңҌқ Ҭҳ҉̓ң

ҪҴҬқҴ ̓ҩҴңҾҌҹӆү

҄қҜҚҥҥңҾқҷҤңҝҥҲҾҠҕҷ

үҴҬҴҬңҳ҆ҥ

ҥҲҾҜҷҤҜ

҄ӥүҜҳ҉҆ҳҜ

҃ҐҭңҴҤ

ҬҘҴҜҳқ

ҬҴ҄Ҵ̓ҩҴңҾҌҷӆҤҩҌҴҏ

҆ҩҴңҠҥӥүңӁқ҉ҴқҩҶҊҳҤ

҆ҩҴңҤүңҥҳҜ

қҳ҃ҩҶҊҳҤ



Â ңҷ҆ҩҴңҭҧҴ҃ҭҧҴҤ (pluralism)

o ҾҠҪ ҾҌҹӇүҌҴҗҶ үҴҤҺ ҩҳҔқҚҥҥң ҝҳҏҭҴҌҺңҌқ

o ҘӥҴҠҶҊҴҥҕҴҾ҃ҷӆҤҩ҃ҳҜ vulnerable groups ҆ҩҥңҷҞһӥҥһӥӁқҾҥҹӆү҉҃ҧҺӤң҆қ

ҾҭҧӤҴқҷӇ

Â ңҷ҆ҩҴңӀҝҥӤ҉ӁҬ (transparency)

o ҝҥҲ҃ҴҪҾ҃ҷӆҤҩ҃ҳҜ ҃Ґ ҥҲҾҜҷҤҜ ҄ӥүҜҳ҉҆ҳҜ Ӂҭӥ ҬҴҚҴҥҕҌқ ҥҳҜҙҥҴҜ  

(ҾҌӤқ Ӂқ website)

o ҬҹӆүҬҴҥ҃ҳҜқҳ҃ҩҶҊҳҤүҤӤҴ҉җҥ҉ӂҝҗҥ҉ңҴ ҾҝӅқҧҴҤҧҳ҃ҫҕӨүҳ҃ҫҥ

҆ҺҕҬңҜҳҗҶ҄ү҉҆ҕҲ҃ҥҥң҃ҴҥҖӥҴқҊҥҶҤҚҥҥң

ңҷ҆ҩҴңҭҧҴ҃ҭҧҴҤҿҧҲӀҝҥӤ҉ӁҬ
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Â ҊӋҴқҩқүҤӤҴ҉қӥүҤ 5 ̓қ (ICH GCP 3.2.1)

Â ҃ҥҥң҃ҴҥүҤӤҴ҉қӥүҤ 1 ̓қ ңҷ̓ҩҴңҘқҳҖӁқҬҴ҄ҴҩҶҌҴҙҷӆӂңӤӁҌӤҩҶҙҤҴҪҴҬҗҥӨ 
(ICH GCP 3.2.1, WHO)

Â ҃ҥҥң҃ҴҥүҤӤҴ҉қӥүҤ 1 ̓қ ӂңӤӂҖӥҙӋҴ҉ҴқӁқҬҘҴҜҳқҭҥҹүҬҘҴқҙҷӆҩҶҊҳҤ
(ICH GCP 3.2.1, WHO)

Â ңҷ̓ҩҴңҭҧҴ҃ҭҧҴҤ҄ү҉ҬҴ҄ҴүҴҌҷҠ (WHO)

Â ӂңӤ҆ҩҥңҷҾҠҪҾҖҷҤҩ (WHO)

ү҉҆ӨҝҥҲ҃үҜ҆ҕҲ҃ҥҥң҃ҴҥҖӥҴқҊҥҶҤҚҥҥң

15

Nonscientific or Layperson ҾҠҹӆүҾҝӅқҗҳҩҿҙқ҄ү҉үҴҬҴҬңҳ҆ҥ ҙҷӆҊҲҾ҄ӥҴӁҊҘҸ҉

ҜҥҶҜҙ҄ү҉үҴҬҴҬңҳ҆ҥҿҧҲҌҺңҌққҳӇқӄ

Nonaffiliated committee ҾҠҹӆүҾҝӅқ҃ҴҥҿҬҖ҉ҘҸ҉҆ҩҴңӀҝҥӤ҉ӁҬ ҿҧҲ҆ҩҴңҾҝӅқ

үҶҬҥҲӁқ҃ҴҥҠҶҊҴҥҕҴҥҳҜҥү҉Ӏ҆ҥ҉҃ҴҥҩҶҊҳҤқҳӇқ



҃ҴҥҤҹӆқҾҬқүӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

җӤү҆ҕҲ҃ҥҥң҃ҴҥҖӥҴқҊҥҶҤҚҥҥңҩҶҊҳҤ

Path to

IRB
Approval
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Â҃ҥүҜҾҩҧҴ (҃ ӋҴҭқҖӀҖҤ҆ҕҲ҃ҥҥң҃Ҵҥұ) 

ÂҩҶҚҷ҃ҴҥҥҳҜ   (҃ ӋҴҭқҖӀҖҤ҆ҕҲ҃ҥҥң҃Ҵҥұ) 

ÂҾү҃ҬҴҥҙҷӆҤҹӆқҾҬқү

Â Ӏ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤҋҜҳҜҬңҜһҥҕӨ

Â Ӏ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤҋҜҳҜҤӤү (ҘӥҴңҷ)

Â Ҿү҃ҬҴҥ҄ү҆ҩҴңҤҶқҤүңҊҴ҃үҴҬҴҬңҳ҆ҥ ҿҧҲӁҜҤҶқҤүң

Â ҝҥҲҩҳҗҶҞһӥҩҶҊҳҤҿҧҲҞһӥҥӤҩңҩҶҊҳҤ

Â Ҿү҃ҬҴҥүҹӆқӄ ҾҌӤқ investigator brochure , Ӏ҈ҫҕҴ ҿҜҜҜҳқҙҸ҃

҄ӥүңһҧ diary

҃ҴҥҤҹӆқҾҬқүӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

17

ҾҩҧҴҙҷӆҊҲ submit Ӏ҆ҥ҉ҥӤҴ҉ҩҶҊҳҤ

ҾҩҧҴҙҷӆҊҲҝҥҲҌҺңҠҶҊҴҥҕҴ

Safety & Preclinical Study Phase 



҃ҴҥҙҜҙҩқҠҶҊҴҥҕҴӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

҆ҕҲ҃ҥҥң҃ҴҥҊҥҶҤҚҥҥң҃ҴҥҩҶҊҳҤ

18



19

Level of  IRB Review

file://localhost/Users/sutee/Desktop/GCP MedResNet %E0%B8%A1.%E0%B8%AD. 15 OCTOBER 2015/IRB_levels_of_review.mp4
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· Ӏ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤҙҷӆңҷ̓ҩҴңҾҬҷӆҤ҉җӤүүҴҬҴҬңҳ̓ҥҿҧҲӂңӤҾ҄ӥҴ҄ӤҴҤ҃ҴҥҠҶҊҴҥҕҴҿҜҜ 

expedited ҭҥҹү ӂңӤҬҴңҴҥҘ҄үҤ҃Ҿҩӥқ҃ҴҥҠҶҊҴҥҕҴҖӥҴқҊҥҶҤҚҥҥң҃ҴҥҩҶҊҳҤ 

exemption

· Ӏ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤҙҷӆ҃ҥҲҙӋҴӁқүҴҬҴҬңҳ҆ҥҙҷӆҾҝӅқ҃ҧҺӤңүӤүқҿүҿҧҲҾҝҥҴҲҜҴ҉

· Ӏ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤҙҷӆңҷҝҥҲҾҖӅқүӤүқӂҭҩҿҧҲ үҴҊ҃ҥҲҙҜҗӤү̓ҩҴңҾҌҹӆү ұҧұ

· ҥ҃ҥң҃ҴҥҙҷӆӂңӤҾ҃ҷӆҤҩ҄ ӥү҉҃ҳҜҞһӥҩҶҊҳҤҿҧҲҞһӥӁҭӥҙҺқҩҶҊҳҤҾҙӤҴқҳӇқ ̓ҩҥңҷҬҶҙҚҶҧ҉̓ҲҿққҾҬҷҤ҉

ҿҧҲӁҭӥ̓ ҩҴңҾҭӅқҾ҃ҷӆҤҩ҃ҳҜ҃ҴҥҩҶҊҳҤ

҃ҴҥҙҜҙҩқӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

Full Board Review ӁҌӥ҃ҥҥң҃ҴҥҾҗӅңҌҺҖ
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·Ӏ̓ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤҙҷӆңҷ̓ҩҴңҾҬҷӆҤ҉қӥүҤҗӤүүҴҬҴҬңҳ̓ҥ

¹ ҿҜҜҬүҜҘҴңҙҷӆӂңӤңҷ҄ӥүңһҧ sensitive

¹ ҃ҴҥҙҜҙҩқҾҩҌҥҲҾҜҷҤқӀҖҤӂңӤңҷ҃ҴҥүӥҴ҉үҶ҉ҘҸ҉ҾҊӥҴ҄ү҉҄ӥүңһҧ

¹ ҃ҴҥҬҳңҢҴҫҕӨ҄ӥүңһҧҙҷӆӂңӤҾҝӅқ҆ҩҴңҧҳҜ

¹ ҃ҴҥҗҥҩҊҬҶӆ҉ҬӤ҉җҥҩҊҙҷӆҾҭҧҹүҍҸӆ҉ӂңӤҬҴңҴҥҘҥһӥӂҖӥҩӤҴҾҝӅқ҄ү҉Ӂ̓ҥ

҃ҴҥҙҜҙҩқӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

Expedited Review ӁҌӥ҃ҥҥң҃ҴҥҙҷӆӂҖӥҥҳҜңүҜҭңҴҤ



22

·Ӏ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤҙҷӆӂҖӥҥҳҜҤ҃Ҿҩӥқ҃ҴҥҠҶҊҴҥҕҴҖӥҴқҊҥҶҤҚҥҥң

¹ ҃ҴҥҝҥҲҾңҶқҞҧ҃ҴҥҝґҶҜҳҗҶ҉Ҵқ

¹ ҃ҴҥҝҥҲҾңҶқҞҧҖӥҴқҿҠҙҤҪҴҬҗҥӨҪҸ҃ҫҴ

¹ ҃ҴҥҥҴҤ҉Ҵқ҄ӥүңһҧҙҴ҉ҬҘҶҗҶ

¹ ҃ҴҥҙҖҧү҉ҞҧҶҗүҺҝ҃ҥҕӨ ҭҥҹү қҩҳҗ҃ҥҥңҙҷӆӂңӤӂҖӥ҃ ҥҲҙӋҴ҃ҴҥҙҖҧү҉Ӂқ҆қ

҃ҴҥҙҜҙҩқӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

Exemption ӂҖӥҥҳҜӁҜCertificate of exemption



҃ҴҥҙҜҙҩқӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

1. ҃ҴҥҙҜҙҩқҥҲҾҜҷҤҜҩҶҚҷҩҶҊҳҤ (Rationale, scientific sound)

2. ҃ҴҥҙҜҙҩқҝҳҏҭҴҖӥҴқҊҥҶҤҚҥҥң (Risk/Benefit)

3. Ҵ҃ҥҙҜҙҩқҾү҃ҬҴҥҌҷӇҿҊ҉҄ ӥүңһҧҿ҃ӤҞһӥҾ҄ӥҴҥӤҩңӀ̓ҥ҉҃ҴҥҩҶҊҳҤ 

(Information process, Recruitment process)

4. ҃ҴҥҙҜҙҩқҞһӥҩҶҊҳҤҿҧҲҞһӥҥӤҩңҩҶҊҳҤ ( CV, GCP training, COI)

5. ҃ҴҥҙҜҙҩқҾү҃ҬҴҥүҹӆқӄ ҙҷӆҾ҃ҷӆҤҩ҄ӥү҉ ӂҖӥҿ҃Ӥ 

(Case report form) ҿҧҲүҹӆқӄ

23

ҿҜҜҜҳқҙҸ҃҄ӥүңһҧ 

ҬҹӆүӀ҈ҫҕҴ



҃ҴҥҙҜҙҩқҥҲҾҜҷҤҜҩҶҚҷҩҶҊҳҤ

Â ҃Ҵҥүү҃ҿҜҜ҃ҴҥҩҶҊҳҤ ҩҳҗҘҺҝҥҲҬ҉҆Ө 

Â ҃Ҵҥ҆ҳҖҾҧҹү҃үҴҬҴҬңҳ҆ҥ

Â ҩҶҚҷҖӋҴҾқҶқ҃ҴҥҩҶҊҳҤ 

Â ҃ҴҥҩҳҖҞҧ҃ҴҥҩҶҊҳҤҿҧҲҬҘҶҗҶҩҶҾ҆ҥҴҲҭӨ

Â ҃Ҵҥ҃ӋҴ҃ҳҜҖһҿҧҿҧҲ҆Һӥң҆ҥү҉үҴҬҴҬңҳ҆ҥ

Â ҿҞқ҃ҴҥҤҺҗҶ҃ҴҥҾ҄ӥҴҥӤҩң҄ү҉үҴҬҴҬңҳ҆ҥ 
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Rationale

Recruitment process

Outcome measurement

DSMB

Stopping rule, interim 
analysis or Termination

Discontinuing criteria

Materials & Methods

Insurance



1. ҩ̓ҴңҾҬҷӆҤ҉ҙҷӆүҴҊҾ҃ҶҖ҄ ҸӇқҝҥҲӀҤҌқӨҙҷӆ̓ҴҖҩӤҴҊҲӂҖӥҥҳҜ

üүҳҗҥҴҬӤҩқҥҲҭҩӤҴ҉̓ҩҴңҾҬҷӆҤ҉ҙҷӆүҴҊҾ҃ҶҖ҄ҸӇқҿҧҲҝҥҲӀҤҌқӨҙҷӆ҆ҴҖҩӤҴ

үҴҬҴҬңҳ҆ҥҊҲӂҖӥҥҳҜ ҾҭңҴҲҬңҭҥҹүӂңӤ 

ü Ҵ҃ҥҊҳҖҥҲҖҳҜ̓ҩҴңҾҬҷӆҤ҉

҃ҴҥҙҜҙҩқҖӥҴқҊҥҶҤҚҥҥң

25

Risk & Benefit

Post trial medicine

Appropriated

Reasonable

Acceptable

Equitable



· ҩ̓ҴңҾҬҷӆҤ҉қӥүҤ ҹ̓ү ̓ҩҴңҾҬҷӆҤ҉ҙҷӆӂңӤңҴ҃ ҩ҃ӤҴҙҷӆҾ҃ҶҖ҄ ҸӇқӁқҌҷҩҶҗҝҥҲҊӋҴҩҳқ

҄ү҉үҴҬҴҬңҳ҆ҥҙҷӆңҷҬҺ҄ҢҴҠҝ҃җҶ

· ҩ̓ҴңҾҬҷӆҤ҉ңҴ҃ ҩ҃ӤҴ̓ҩҴңҾҬҷӆҤ҉қӥүҤҿҗӤ҆ҴҖҩӤҴҊҲңҷҝҥҲӀҤҌқӨҗӤү

үҴҬҴҬңҳ҆ҥҙҷӆҾ҄ӥҴҥӤҩңӁқӀ҆ҥ҉҃ҴҥҩҶҊҳҤ

· ҩ̓ҴңҾҬҷӆҤ҉ңҴ҃ ҩ҃ӤҴ̓ҩҴңҾҬҷӆҤ҉қӥүҤ ̓ҴҖҩӤҴҊҲӂңӤңҷҝҥҲӀҤҌқӨҗӤү

үҴҬҴҬңҳ҆ҥҙҷӆҾ҄ӥҴҥӤҩңӁқӀ̓ҥ҉҃ҴҥҩҶҊҳҤ  ҿҗӤүҴҊҾҝӅқҝҥҲӀҤҌқӨҗӤүҬҳ҉҆ң

ҭҥҹүҬӤҩқҥҩң

҃ҴҥҙҜҙҩқҖӥҴқҊҥҶҤҚҥҥң

Ҵ҃ҥҊҳҖҥҲҖҳҜ̓ ҩҴңҾҬҷӆҤ҉ҿҜӤ҉үү҃ҾҝӅқ 3 ҥҲҖҳҜ ҆ҹү
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2. ҃Ҵҥ҆ҳҖҾҧҹү҃үҴҬҴҬңҳ҆ҥ  ңҷ҆ҩҴңҾҬңүҢҴ҆ҭҥҹүӂңӤ 

3. ңҷ҃ҴҥҩҴ҉ҿҞқӁқ҃ҴҥҾҟӥ ҴҥҲңҳҖҥҲҩҳ҉ӁқҾҥҹӆү҉̓ҩҴңҾҬҷӆҤ҉ҿҧҲ̓ҩҴң

ҝҧүҖҢҳҤҙҷӆүҴҊҾ҃ҶҖ҄ҸӇқҿ҃ӤүҴҬҴҬңҳ҆ҥҙҷӆҾ҄ӥҴҥӤҩңӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

үҤӤҴ҉ҾҭңҴҲҬң

4. ңҷ҆ҕҲ҃ҥҥң҃Ҵҥ҃ӋҴ҃ҳҜҖһҿҧ҆ҩҴңҝҧүҖҢҳҤ(Data safety 

monitoring board; DSMB) ҭҥҹүӂңӤ

҃ҴҥҙҜҙҩқҖӥҴқҊҥҶҤҚҥҥң
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Recruitment process

Equitable

Sponsor



5. ҃Ҵҥҥҳ҃ҫҴ҆ҩҴңҧҳҜ҄ү҉҄ӥүңһҧ (Confidentiality of data )

5. ҃ҴҥҠҶҊҴҥҕҴҙҜҙҩқӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤүҤӤҴ҉ҥүҜ҆үҜңҴ҃҄ҸӇқӁқ҃ҥҕҷ

o ҃ҧҺӤңҜҺ҆҆ҧҙҷӆүӤүқҿүҿҧҲҾҝҥҴҲҜҴ҉ (Vulnerable subject) ҾҌӤқ ҾҖӅ҃

o ҃ҴҥҩҶҊҳҤӁқҌҺңҌқ 

o Ҵ҃ҥҩҶҊҳҤҙҷӆӁҌӥҤҴҭҧү҃Ӂқ҃ҧҺӤң̓ҩҜ̓ Һң

o ҃ҴҥҩҶҊҳҤҙҴ҉ҠҳқҚҺҪҴҬҗҥӨ

҃ҴҥҙҜҙҩқҖӥҴқҊҥҶҤҚҥҥң

28

Focus group

җӥү҉ңҷ҃ҥҲҜҩқ҃ҴҥӁқ҃ҴҥҥҲңҳҖҥҲҩҳ҉҆ҩҴңҧҳҜ҄ү҉҄ӥүңһҧ ҿҧҲ
҃ҴҥҖһҿҧҾҝӅқҠҶҾҪҫ



·҃ҧҺӤңүӤүқҿүҿҧҲҾҝҥҴҜҴ҉ (Vulnerable populations) 

¹ ҃ҴҥҩҶҊҳҤӁқҌқ҃ҧҺӤңқӥүҤҭҥҹүҝҥҲҌҴҌқҌҴҤ҄үҜ ҃ҧҺӤңҞһӥҧҷӇҢҳҤ

¹ ҃ҴҥҩҶҊҳҤӁқҞһӥҬһ҉үҴҤҺҭҥҹүҾҖӅ҃ҙҷӆүҤһӤӁқҬҘҴқҬ҉Ҿ҆ҥҴҲҭӨ

¹ ҃ҴҥҩҶҊҳҤӁқ҃ҧҺӤң҆қӂҥӥҙҷӆүҤһӤ

¹ ҃ҴҥҩҶҊҳҤӁқҞһӥҝӤҩҤӁқҭӥү҉ҋҺ҃ҾҋҶқ

¹ ҃ҴҥҩҶҊҳҤӁқҭҏҶ҉җҳӇ҉҆ҥҥҢӨ

¹ ҃ҴҥҩҶҊҳҤӁққҳ҃ӀҙҫҭҥҹүҞһӥҗӥү҉҄ҳ҉ҭҥҹүҞһӥҾҤҴҩӨҙҷӆүҤһӤӁқҬҘҴқҠҶқҶҊ

¹ ҃ҴҥҩҶҊҳҤӁқҞһӥҾҬҠҭҥҹүҞһӥ҄ ҴҤҤҴҾҬҠҗҶҖ

¹ ҃ҴҥҩҶҊҳҤӁқҾҥҹӆү҉ҙҷӆүӤүқӂҭҩ(sensitive issues)җӤү̓ҥүҜ̓ҥҳҩ ҌҺңҌқ Ҭҳ҉̓ң ҭҥҹү

ҖӥҴқ҃ҐҭңҴҤ

҃ҴҥҙҜҙҩқҖӥҴқҊҥҶҤҚҥҥң

29

Parent Permission

Assent

LAR



·҃ҴҥҩҶҊҳҤӁқҌҺңҌқ(Community Research) 

¹ Ҵ҃ҥңҷҬӤҩқҥӤҩң҄ ү҉ҌҺңҌқ

¹҃Ҵҥ҆ӋҴқҸ҉ҘҸ҉҄қҜҚҥҥңҾқҷҤңҝҥҲҾҠҕҷ ҄ү҉ҌҺңҌққҳӇқӄ

¹҃ҴҥҾ҄ӥҴҠҜҞһӥқӋҴҌҺңҌқ

¹҃ҥҲҜҩқ҃Ҵҥ҄ү҆ҩҴңҤҶқҤүң

҃ҴҥҙҜҙҩқҖӥҴқҊҥҶҤҚҥҥң

30



¹ ҩ̓ҴңҊӋҴҾҝӅқ҄ү҉҃ҴҥӁҌӥҤҴҭҧү҃

¹ ңҷ҃Ҵҥҥҳ҃ҫҴңҴҗҥҒҴқүҤһӤҿҧӥҩҭҥҹүӂңӤ

¹ ҃ҴҥҥҲңҳҖҥҲҩҳ҉үҳқҗҥҴҤҙҷӆүҴҊҾ҃ҶҖ҄ҸӇқӁқ

҃ҧҺӤңҤҴҭҧү҃

¹ ңҷ rescue medication ҭҥҹүӂңӤ

¹ ҃ҴҥҖӋҴҾқҶқ҃ҴҥҢҴҤҭҧҳ҉҃ҴҥҩҶҊҳҤӁқ҃ҧҺӤң

ӂҖӥҥҳҜҤҴҭҧү҃ҭҥҹүҝҥҲӀҤҌқӨҙҷӆҊҲӂҖӥҥҳҜ

ҊҴ҃҃ҴҥҾ҄ӥҴҥӤҩң҉ҴқҩҶҊҳҤ

҃ҴҥҙҜҙҩқҖӥҴқҊҥҶҤҚҥҥң

31

· Ҵ҃ҥҩҶҊҳҤҙҷӆӁҌӥҤҴҭҧү҃Ӂқ҃ҧҺӤң̓ҩҜ̓ Һң(Placebo control) 



· ҃ҴҥҩҶҊҳҤҙҴ҉ҠҳқҚҺҪҴҬҗҥӨ (PharmacogeneticsResearch) 

¹ ҃Ҵҥҥҳ҃ҫҴ҆ҩҴңҧҳҜ҄ү҉҄ӥүңһҧ

¹ Ҵ҃ҥҾ̓ҴҥҠӁқ҃ҴҥҗҳҖҬҶқӁҊҾ҄ӥҴҥӤҩңҭҥҹүҘүқҗҳҩ҄ү҉үҴҬҴҬңҳ̓ҥ

¹ Ҵ҃ҥҾ҃ӅҜҾқҹӮүҾҤҹӆүҭҥҹүҬҶӆ҉ҬӤ҉җҥҩҊҾҌӤқ ҾҩҧҴҙҷӆҾ҃ӅҜ ҬҘҴқҙҷӆ ҄ҳӇқҗүқҿҧҲ

ҩҶҚҷ҃ҴҥқӋҴӂҝӁҌӥҿҧҲҙӋҴҧҴҤ

¹ ҬҶҙҚҶӁқ҃ҴҥҥҳҜҙҥҴҜ҄ ӥүңһҧҭҥҹүӂңӤҗӥү҉҃ҴҥҥҳҜҙҥҴҜ

¹ ҧҶ҄ҬҶҙҚҶӊҭҥҹүҬҶҙҚҶҙҥҳҠҤӨҬҶқҙҴ҉ҝҳҏҏҴ

҃ҴҥҙҜҙҩқҖӥҴқҊҥҶҤҚҥҥң

32



7. Ҵ҃ҥҙҜҙҩқҾү҃ҬҴҥҌҷӇҿҊ҉҄ ӥүңһҧҿ҃ӤҞһӥҾ҄ӥҴҥӤҩңӀ̓ҥ҉҃ҴҥҩҶҊҳҤ ӀҖҤ

ü ҃ҴҥӁҭӥ҄ ӥүңһҧ҆ҥҜҘӥҩқ

ü ҢҴҫҴҾ҄ӥҴӁҊ҉ӤҴҤ ҥҳҖ҃Һң

ü ӂңӤңҷҝҥҲӀҤ̓ҜҳӆқҙүқҬҶҙҚҶ҄ү҉үҴҬҴҬңҳ̓ҥ

ü ӂңӤңҷ҃ҴҥҜҳ҉҆ҳҜҭҥҹүҾҬқүҝҥҲӀҤҌқӨҙҷӆңҴ҃Ҿ҃Ҷқӂҝ

ü ҃ҴҥңҷҞһӥҝ҃҆ҥү҉ҧ҉қҴңҤҶқҤүң Ӂқ҃ҥҕҷҙҷӆүҴҬҴҬңҳ҆ҥҾҝӅқҾҖӅ҃

ü ҃ҴҥӁҭӥ̓ ӤҴҗүҜҿҙқ  

ü ҃ҴҥҖһҿҧүҴҬҴҬңҳ҆ҥ ҆ӤҴҌҖҾҌҤ Ӂқ҃ҥҕҷҙҷӆүҳқҗҥҴҤҊҴ҃҃ҴҥҩҶҊҳҤ

҃ҴҥҙҜҙҩқҖӥҴқҊҥҶҤҚҥҥң

33



8. ҃ҴҥҙҜҙҩқҞһӥҩҶҊҳҤҿҧҲҞһӥҥӤҩңҩҶҊҳҤ

· ҠҹӇқҒҴқүҴҌҷҠҭҥҹүҝҥҲҬҜ҃ҴҥҕӨ҃ҴҥҙӋҴ҉Ҵқ҄ү҉ҞһӥҩҶҊҳҤ(ICH GCP 2.8)

· Ҵ҃ҥҾҝҶҖҾҞҤ҃ҴҥңҷҬӤҩқӂҖӥҬӤҩқҾҬҷҤ (Conflict of interest) ҄ү҉ҞһӥҩҶҊҳҤ

· Ҵ҃ҥҪҸ҃ҫҴҙҴ҉̓ҧҶқҶ҃҄ү҉ҞһӥҩҶҊҳҤҙҷӆӂңӤӁҌӤҿҠҙҤӨ җӥү҉ңҷҿҠҙҤӨҭҥҹүҙҳқҗ

ҿҠҙҤӨҾҝӅқҞһӥҩҶҊҳҤҥӤҩң(ICH GCP 2.7) 

· GCP training

҃ҴҥҙҜҙҩқҞһӥҩҶҊҳҤ
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Ҵ҃ҥҠҶҊҴҥҕҴҗҳҖҬҶқ
҃ҴҥҿҊӥ҉Ҟҧ҃ҴҥҠҶҊҴҥҕҴ

҆ҕҲ҃ҥҥң҃ҴҥҊҥҶҤҚҥҥң҃ҴҥҩҶҊҳҤ

35
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·ү҉҆ӨҝҥҲҌҺң҆ҥҜ(҃ ӋҴҭқҖӁқҩҶҚҷҖӋҴҾқҶқ҃ҴҥңҴҗҥҒҴқ SOP)

·҃ҥҥң҃Ҵҥҙҷӆңҷ҆ҩҴң҄ҳҖҿҤӥ҉ҙҴ҉ҞҧҝҥҲӀҤҌқӨ(conflict of interest)

҆ҩҥүү҃ҊҴ҃ҭӥү҉ҝҥҲҌҺң҄ҕҲҠҶҊҴҥҕҴ

· ҥ҃ҥң҃ҴҥҙҷӆҾ҄ӥҴҥӤҩңӁқ҃ҴҥҙҜҙҩқҾҙӤҴқҳӇқ ҙҷӆ̓ҩҥҥӤҩңүү҃ҾҬҷҤ҉

· Ҵ҃ҥҗҳҖҬҶқ̓ҩҥҙӋҴҭҧҳ҉ҊҴ҃ Ҵ҃ҥҙҜҙҩқҠҶҊҴҥҕҴҿҧҲүҢҶҝҥҴҤүҤӤҴ҉

ҾҠҷҤ҉Ҡү

Ҵ҃ҥҠҶҊҴҥҕҴҗҳҖҬҶқ
҆ҕҲ҃ҥҥң҃ҴҥҊҥҶҤҚҥҥң҃ҴҥҩҶҊҳҤ

҃ҥҥң҃ҴҥҙҷӆӂҖӥҥҳҜңүҜҭңҴҤӁҭӥҙҜҙҩқӀ҆ҥ҉ҥӤҴ҉ җӥү҉Ҿ҄ӥҴҥӤҩңӁқ҃Ҵҥ
ҝҥҲҌҺңҙҺ҃҆ҥҳӇ҉
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·ҙҜҙҩқӀ҆ҥ҉҃ҴҥҩҶҊҳҤҙҴ҉҆ҧҶқҶ҃ҙҷӆқӋҴҾҬқү ӀҖҤҬҥҺҝ҆ҩҴңҾҭӅқүҤӤҴ҉
ӁҖүҤӤҴ҉ҭқҸӆ҉җӤүӂҝқҷӮ

¹ ҥҳҜҥү҉ / үқҺңҳҗҶ / ҾҭӅқҌүҜ

¹ ҝҥҳҜҿ҃ӥӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ҃ӤүқҥҳҜҥү҉ / үқҺңҳҗҶ / ҾҭӅқҌүҜ

¹ ҝҥҳҜҿ҃ӥӀ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤҾҠҹӆүқӋҴҾ҄ӥҴҠҶҊҴҥҕҴӁҭңӤ

¹ ӂңӤҥҳҜҥү҉ / ӂңӤүқҺңҳҗҶ 

Ҵ҃ҥҠҶҊҴҥҕҴҗҳҖҬҶқ

Appropriated

Reasonable
Acceptable Equitable
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·ҩҶҚҷ҃ҴҥҗҳҖҬҶқ (҃ ӋҴҭқҖӁқ SOP) үҴҊҾҝӅқ҃Ҵҥҧ҉ңҗҶ (vote) ҭҥҹүӁҌӥ

ҋҳқҙҴңҗҶ (consensus)

·ҜҳқҙҸ҃Ҟҧ҃ҴҥҠҶҊҴҥҕҴҾҝӅқҭҧҳ҃ҒҴқ (ҥҴҤ҉Ҵқ҃ҴҥҝҥҲҌҺң)

·Ӂқ҃ҥҕҷҙҷӆҥҳҜҥү҉ӀҖҤңҷҾ҉ҹӆүқӂ҄ ҆ҩҥңҷ҆ӋҴҿқҲқӋҴҙҷӆҌҳҖҾҊқ

·҃ҴҥӂңӤҥҳҜҥү҉Ӏ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ ҆ҩҥңҷ҃ҴҥҿҬҖ҉ҾҭҗҺҞҧҌҳҖҾҊқ

Ҵ҃ҥҠҶҊҴҥҕҴҗҳҖҬҶқ
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·҆ҩҥҿҊӥ҉Ҟҧ҃ҴҥҠҶҊҴҥҕҴҿ҃ӤҞһӥҩҶҊҳҤҾҝӅқҧҴҤҧҳ҃ҫҕӨүҳ҃ҫҥ ҢҴҤӁқ 2 ҬҳҝҖҴҭӨ 

ҭҧҳ҉҃ҴҥҝҥҲҌҺң (WHO)

·Ӂқ҃ҥҕҷҥҳҜҥү҉ / үқҺңҳҗҶ 

·҃ӋҴҭқҖҥҲҤҲҾҩҧҴ҃ҴҥҥҳҜҥү҉ / үқҺңҳҗҶ (ӂңӤҾ҃Ҷқ 1 ҝҷ)

·҃ӋҴҭқҖҾҩҧҴ҃ҴҥҬӤ҉ҥҴҤ҉Ҵқ̓ҩҴң҃ ӥҴҩҭқӥҴ ҾҠҹӆүҗӤүүҴҤҺ҃ҴҥҥҳҜҥү҉

·ҥҲҜҺ҆ҩҴңҥҳҜҞҶҖҌүҜҙҷӆҞһӥҩҶҊҳҤҗӥү҉ҝґҶҜҳҗҶ ҾҌӤқ ҃ҴҥҬӤ҉ҥҴҤ҉ҴқҗӤҴ҉ӄ

·ҧ҉қҴңӀҖҤҝҥҲҚҴқ҃ҥҥң҃Ҵҥұ

҃ҴҥҿҊӥ҉Ҟҧ҃ҴҥҠҶҊҴҥҕҴ
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·Ӂқ҃ҥҕҷҥҳҜҥү҉ / үқҺңҳҗҶ ҢҴҤҭҧҳ҉҃ҴҥҝҥҳҜҝҥҺ҉ҿ҃ӥӂ҄

·Ӂқ҃ҥҕҷҥҳҜҥү҉ / үқҺңҳҗҶ ҾҠҹӆүқӋҴҾ҄ӥҴҠҶҊҴҥҕҴӁҭңӤ

·҆ӋҴҿқҲқӋҴӁқ҃ҴҥҝҥҳҜҝҥҺ҉ҿ҃ӥӂ҄

·ҩҶҚҷҖӋҴҾқҶқ҃ҴҥӁқ҃ҴҥҤҹӆқҾҬқүҾҠҹӆүҥҳҜҥү҉ҭҥҹүқӋҴҾ҄ӥҴҠҶҊҴҥҕҴӁҭңӤ

҃ҴҥҿҊӥ҉Ҟҧ҃ҴҥҠҶҊҴҥҕҴ



҃ҴҥҗҶҖҗҴңҢҴҤҭҧҳ҉҃ҴҥҥҳҜҥү҉

҆ҕҲ҃ҥҥң҃ҴҥҊҥҶҤҚҥҥң҃ҴҥҩҶҊҳҤ
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҃ҴҥҙҜҙҩқҢҴҤҭҧҳ҉ҥҳҜҥү҉Ӏ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

43

1. Ҵ҃ҥҥҴҤ҉ҴқҬӤҩқҿ҃ ӥӂ҄ҾҠҶӆңҾҗҶңӀ̓ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ 

(Protocol amendment )

2. ҃ҴҥҥҴҤ҉Ҵқ҆ҩҴң҃ӥҴҩҭқӥҴ҃ҴҥҩҶҊҳҤ (Progress report )

3. ҃ҴҥҥҴҤ҉Ҵқ҆ҩҴңҝҧүҖҢҳҤ (Safety reporting )

4. ҃ҴҥҥҴҤ҉Ҵқ҃ҴҥҾҜҷӆҤ҉ҾҜқҭҥҹүӂңӤҝґҶҜҳҗҶҗҴңӀ҆ҥ҉ҥӤҴ҉҃Ҵҥ

ҩҶҊҳҤҙҷӆӂҖӥҥҳҜ҃ҴҥҥҳҜҥү҉ (Protocol deviation / violation / 

non -compliance )

ICH GCP Guidelines 3.3.8
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5. ҃ҴҥҥҴҤ҉ҴқҬҥҺҝҞҧ҃ҴҥҩҶҊҳҤ (Final report ) 

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

7. ҃ҴҥҥҴҤ҉ҴқҾҥҹӆү҉ҥӥү҉ҾҥҷҤқҾ҃ҷӆҤҩ҃ҳҜӀ҆ҥ҉҃ҴҥҩҶҊҳҤ
(Complain)

҃ҴҥҙҜҙҩқҢҴҤҭҧҳ҉ҥҳҜҥү҉Ӏ҆ҥ҉ҥӤҴ҉҃ҴҥҩҶҊҳҤ

ICH GCP Guidelines 3.3.8

Sponsor


