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Ϛȳ  ╜ ╓ ⁄  

֥ (ѿϯ Ӑ )֯Ϣ ╜ṅᾼשׁ ϱȲ ֥ ᾼ ἘɦϢᾼӢỄѩ֮

ɧȲ כ ӭ Мɦ ṳשׁ ᾼԓϢ ɧȷ ׂṙ ᵫ (The Belmont 

Report,1979)ц ṟ Ωṕ(Declaration of Helsinki,1964)ắ ῏’ ᾼ Ṽ ц╜

Ἀד ᾎ҆ Ȳ ắ ῏ᾼ Ȳῆ═еӂи ᵓ ế юắ ῏ ᾼ Ȳѿ

ắ ῏ Єᾼ Ɫאַ ╓ ⁄ȴ 

ϡȳ ӭᾼ  

Ϣ ṅắשׁ ῏’ (ѿϯ Ӑ )֝ Ϣ ’ṅשׁ (Human Research 

Protection ProgramȲ HRPP)Ȳӭᾼ…Ɫ’ Ϣ ṅắשׁ ῏Пׄԓȳ Ȳאַ

ṳѹ ṅϢשׁ’ ᴩׁשṅ Ꞌ ֥Ϣ דṅשׁ ᾎ ц ȷ֯ ᴩӐ

П›Ȳד ԉ ԓ Ϣ ỗ (ѿϯ IRB)Ἥ ȴᴞ ד2011 12ѣ 28ѡɦϢ

ṅᾎɧеӁП∟ȲϢשׁ ṅᾼשׁ ϤϚ ᾼṭ ȴ ᴩȳ ▲ȳ ᵗц

Ϣ ϢצṅПἬשׁ Ӈ ṅשׁ Ἤצ ῀Ȳṳ֯ ᴩϢ ṅשׁ ṅשׁׂ Ӕц

ֻ’ Ϣ ṅשׁ ῏ᾼׄԓế ȴҫϚѠאַ Ȳׁשṅ צ ԉ҆Ϣ ṅשׁ

῏ѿцῂ Ӗ Ϡ Ϣ ṅשׁ ῏ᾼ ᵓȳ ế ῀ ᾼṶ ȴ֪ױȲӐ

ứ Ϣ ṅשׁ ῏ ếׄԓᾼ’ ᵂ ᶧ(ѿϯ Ӑᵂ ᶧ)Ȳṳ

ᴩ╥Ϣ ṅשׁ ᴩ Ἥ ᾼ ԉȴ 

 

Ϯȳ  

1.  ȳ ȳ Ṷȳ цׁשṅ  ПϚ (ᵶ)ѿϱѻ ȳắ ῏’ Мї(ѿϯ

HRPC)ȳIRBȳ שׁ ȳ ṅשȳᾎạ⅍ȳׁדּ ắ ῏’ צ П

Ϣ Ꞌצ ԉ Ӑᵂ ᶧȴ 

2. ӦӐ Ϣ ԉ ѻ═ϢȲṳ Ӑ Ϣ ỗ ▲ П ȲѿцὑӐ

ᴩПϢ  ṅȴשׁ

3. Ṽ Ϣ ṅᾎȲשׁ ᾎế ṏ ᶩ Ἤứ ᾼϢ ṅᶁשׁ ắẞӐ Ϣ

’ṅשׁ ᾼ ȴᵶ֯Ӑ ᴩᾼׁשṅȳӦӐ  ἨϢ ѻ═Ἠ╓ ᴖ  

ἨϢ ᾼ ד ἨṿӣӐ ḊᾼׁשṅȳἨ ӣӐ ‍е ᾼ ѿ Ἠ

ắ ῏ᾼׁשṅȴᴖ ṷׁשṅצҠ ҵצ╥ Ἠ вᾼ ᵗȲἨ╥ ᾿

ᾼ ᵗȴ 

4. ᵫȳ ♄ ȳ₇ Ḃ ȲֽὨ иέ ῶȲ IRB ▲ȲẆ

ắắ ῏’ МїП ȴ 

5. Ṽ ᴩ╜ Ӣ еᵫ ứПɦ ᵍ ▲ỗ ▲ПϢ ṅשׁ Ԉ ɧἬ

ԝПׁשṅ ɦIRBᵍ ▲ ῶɧ Ӧ IRB ▲∟ ᵍС ▲ Ὑȷ

ᴷЛ ᵍ ԈȲ⁄Ṽ ᶧḂⱢϚ Ἠ ὔ ▲ȴ֪ױ IRBⱢ╥ᵡ ▲ ᾼ
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ḟứ ᴯȲHRPCѻԉ IRBᾼѻ Ṽ ╠ ᾼ╜ ᵂ ᶧȲ ᴩӔהἨ

‍ӔהᾼᵒứȴׁשṅϢ ӼҠ Ϡ ṅᾼשׁ ȲӼҠ Ө ȲӦ IRBӔ

ה Сᵒứȴ 

 

ҳȳ ֤  

1 Ϣ ╓ṅȸשׁ Ṷậ ȳ ▲ȳиέȳ ӣϢ Ἠ ϢПӢᾬᴩⱢȳӢ ȳї

ȳ ȳ צ Пׁשṅȴ(Ϣ ṅᾎשׁ 4 ) 

2 Ϣ ȸ…╓ Ṽ ὑϢ ╟ᴩ ᶾ ȳ ₇ȳ Ḋ

ц ֤ Ӣ Ҡӣ ȳӢ ד ἤП )ṅȴשׁ ᾎ 8 ) 

3 Ϣ ȸ╓Ϣ ɎҔ╗ Ẑц⅝ ɏП Ừȳ ȳ ȳ Ἠ ᵂ

ӢП Ӣᾬ ȴ(Ϣ ṅᾎשׁ 4 ) 

ṅȸ╥Ϛשׁ 4 Ṇ ἤᾼ ▲ ȲҔᵶⱢϠ ╗ἤ῀ ᾼ Ἠ ᴖ ᴩᾼׁשṅ

ȳ ц ᴷ ȴ 

5 Ϣ ắ ῏ȸׁשṅϢ ᴩׁשṅἨậ ᾼ ϢȲᵶ╗: Ӧ ϢФ ἨЮϤᴖ

ậ ᾼ ȳἨҠ ᾼ Ϣ ȷἨ╥ Ғ ᶩ ᴖ ắ ₇Ἠ ₇П

ϢȲᵶ╗Ẕ Ϣᾼ Ἠ ḊПṿӣȴ 

6 ѻ═Ϣȸ ᴩ ᶩ П Ϣȴ 

7 Ϣ ỗ ȸṼ Ϣ ṅᾎцϢשׁ ỗ ц ᵂ ᾎȲӦẓ

￼ П Ϣ ‍ ￼ Пῂ еӔϢЂἬԚ֝ Пỗכ ȲẔ ԉ֯’

ắ ῏П ᵓȳׄԓ  ȴאַ

8 Ϣ ’ṅשׁ (Human Research Protection Program,HRPP)ȸӦ דֵ ᾼ

ᴖכȲ֯ס ȳ ▲ӦӐ ᴩᾼϢ  ṅȴשׁ

 

Хȳ ᴯ 

1   Ӑ Ȳ Ӵɦắ ῏’ Мї HRPCɧȲ Ӑ ɦϢ ỗ

IRBɧП֥ᵂȲ ֥ɦׁשṅ  ɧȳɦ ᶩ ד ỗ ɧ ᴯȲ

ṳ HRPCѻԉ ц ȴ 

2 ắ ῏’ ֥ἤẦ ȴ  

3 Ϣ ṅắשׁ ῏’ ד ц ȴ 

3.1 ╓ Ϣ ṅắשׁ ῏’ ЏᵂП ᴩȴ 

3.2 сϢ ṅắשׁ ῏’ П₇ ȴ 

4 ắ ῏’ Мїȸ 

4.1 ӐМїѻԉ֯ ѻ ϯȲ Ṝצ ᾼ῀ ṳ ’ Ӵ ᴩắ ῏’ Џ

ᵂȴ 

4.2 ӐМїПԉ ⱢϢ ṅắשׁ ῏’ П ֥ȳẦ ȳ ȴ 

4.3 Ӑ IRBᴩ╜ᵂ ȲѿцׁשṅϢ П ᶩׁשṅắ ῏’ ד ȴ 
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Пפṅּ֥שׁ 4.4 ▲ȴ 

4.5 ᶩׁשṅắ ῏’ П Ṏ ȴ 

4.6 ắ ῏’ П ₇ Ḃ ȴ 

4.7 ắ ῏’ ֥ἤẦ П ᵂȴ 

4.8 ứ ᴷắ ῏’ ד ╥ᵡ҉Ṝȴ 

4.9 Ϣ ṅắשׁ ῏’ П ȴ 

4.10 ắ Ϣ ṅПắשׁ ῏ȳׁשṅϢ ѿцẔ҃ϢЂȲ ᶩׁשṅắ ῏’ ד

П ȳӨ Ἠ∂ ȴ 

4.11 Ӗ Ṏ Ω ♄ Ȳ ᶩ ד ῀ Ȳ сӖ Ӕ П ᶩ

Ἐȴ 

4.12 Д Ϣ ỗ ▲ᵂ Ἠ ỗ ᵂПṶԈȴ 

4.13 Ϣ ṅשׁ ᵓ טּ Њ П ᵂȴ 

5 Ϣ ỗ ȸ 

5.1 ᵒứ Ԉ╥ᵡⱢϢ  ṅȴשׁ

5.2 Ϣ ṅשׁ ▲ȳ ȴ 

5.3 Ϣ ṅשׁ П ἤȴ 

5.4 ắ Ӑ צ Ϣ ṅПשׁ ȳӨ Ἠ∂ ȴ 

5.5 Ϣ ṅắשׁ ῏ Ṏ П ȴ 

5.6 ќ ᶩׁשṅắ ῏’ ֥ἤẦ ᴩ╜ ȴ 

5.7 Ϣ ṅשׁ ᵓ טּ ȴ 

ṅשׁ 6  

6.1 ᵒứ Ԉ╥ᵡⱢϢ  ṅȴשׁ

פṅּ֥שׁ 6.2 ▲Пׄ ȳ ȴ 

ṅשׁ 6.3 ȴ 

 ȸדּ 7

Ϣ ṅשׁ ₇Пׄԓ Ȳד ԝ ứӦ ᶩ ᶝҫ Пȴ 

8 Ϣ ṅשׁ ц ӻ Ṯ ỗ ȳӢᾬׄԓỗ ȳ Џ⅍Ȳ ỗ Ἠ

ᴯ ṳ Ὠ ӻϢ ỗ ȴ 

 

гȳ ᵂ Ḗ 

1 ἬצᾼϢ ṅשׁ ȲӐ ЏȳϢ ỗ כ ȳׁשṅ כ ȲꞋ

ᾎ Ễ҆ȳ цӐ в ứȴד ᾎ Ễ҆ц Ҕ╗ᵀЛ ὑϢ שׁ

ṅᾎȳ ᾎȳϢ ᾎȳ ₇ ṏ ᶩ ⁄ȳ ₇ ᶩ ἤᵑᴕ

╓іȳ Ḋ ᾎȳ Ḋ ṏ ᶩ ᾎȳ Ḋ ᶩ ἤᵑ

ᴷ╓іȳ ᶾ Ϣ - ▲ ᵂ ᶧȳԛӢ ᾎȳϢ Ӣᾬ
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Ẃȳ Ϣ ’ ᾎȳṙ ᵫ ȳ ṟ Ωṕц ICH E6 Guidance 

for Industryȴ 

2 Ӑ ắ ῏’ ạ 

2.1 Ϣ ỗ ▲ Ӵἤ 

2.1.1 Ӑ ԓ СϢ ỗ Ӵ ▲Ϣ ṅשׁ ᾼ ϩȴӑ IRB

▲ ПϢ ṅשׁ ȲЛ ѿԉᴶ Ӧ Ở ᴩȴ 

2.1.2 Ӑ ֝Ч Ѧѿ ϩȳ ȳᵓӣ ϩ Л њ◕ȲД IRBП ▲Ἠ

ỗ П ᵂȴ Ӣ› ᶮȲIRB ▲∟ ▲ Ὠ ῀ HPRCȴד

ứӦ IRBц HRPCҫ Пȴ 

2.2 ᵓ ц‍ … ạ 

2.2.1 Ṽ IRBᵓ ᵂ ᶧцד Ө ῶ ȴ 

2.2.2 ң Ϣ ṅשׁ ᵓ טּ Њ ѿ Ϣ ṅҠשׁ ӢП

ц‍ ᵓ  ȴטּ

2.2.3 Ӑ ṅשׁ ᴯד Ϛ ѿϱѻ ȳHRPCᴩ╜Ϣ ȳIRBỗ цᴩ╜Ϣ ȳ

ṅשׁ ᴩ╜Ϣ ȳׁשṅ цẔ҃ ắ ῏’ צ ПϢ Ꞌ ֣

HRPCứ Ө ȳ Ϣ דṅשׁ П ‍ ᵓ …ȴ 

2.2.4 Ϣ ṅשׁ ᵓ טּ Њ Пң ȳӨ ☼ ц ᶧȲӦϢ

ṅשׁ ᵓ טּ Њ ҫ Пȴ 

3 Ṏ  

ṅשׁ 3.1 ȸ Ṏ в ҔᵶׁשṅѠᾎׁשṅ ȳắ ד῏ ’ ȳᵓ

ȳӐטּ в Ϣ ṅשׁ ד ứȴ 

ṅשׁ 3.2 ắП Ṏ ȲṼ IRBП ᵂ ᶧ ᴩȴ ṅשׁ ӑ

Ṽ ứᶙכ Ṏ ȲIRB Лắ ẔϢ ṅשׁ ȴ 

3.3 Ϣ ỗ ȸ 

3.3.1 Ӧ IRB Ȳד Ӧ IRBҫ Пȴ 

3.3.2 IRBПỗ ѿцᴩ╜Ϣ Ꞌ ắ Ṏ Ȳ Ṏ Ṽ IRB ᵂ

ᶧȴ 

3.3.3 Ṏ в Ҕ╗Ϣ דṅשׁ ȳᵓ ȳטּ еӁᾼד

ד ứȴ 

3.4 Ẕ҃ắ ῏’ вП ᴯכ ȸ 

3.4.1 Ӧắ ῏’ Мї Ȳד Ӧắ ῏’ Мїҫ Пȴ 

3.4.2 ắ ῏’ Мїѻԉ ‚ắ ῏’ П ᴯכ Ꞌᶙכ Ṏ ȴ 

3.4.3 Ṏ в Ҕ╗Ϣ דṅשׁ ȳᵓ ȳטּ еӁᾼד

ד ứȴ 

3.5 Ϛ Ӗ Ṏ (Ҕᵶắ ῏ ֯ắ ῏)ȸ 

3.5.1 Ӧ HRPC Ṏ ᴩȴ 
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3.5.2 Ṏ в Ҕᵶắ ד῏ ’ ȳӖ ὑϢ ṅᾼשׁ ד

ȴ 

3.5.3 ֢ѻ Ṏ ᾼ ᴯȲ ᴷ Ṏ  Ὠȴכ

4 ᾎ√ ӣ 

4.1 ‍ Л ╟ᴩϢ ȷᵀ צ  Ȳ МҶѻ ֝ ῏

Л֯ױ ȴ 

4.2 Ἤצὑү ᴩПϢ ṅȲꞋשׁ ֥ү Пᾎ Ễ҆ȴ 

4.3 ὑϢ דṅשׁ ᾎ√Ἠ צ ȲӐ IRB ẁד ȴ 

4.4 ѻ П Ϣ ṅשׁ Ȳ҃ Пắ ῏ Ӑ ắ ῏ắẞ֝ П’ Ȳѹ

ṅПשׁ Ӽ ᴕ ҃ Пᾎ ֮Ӗ ȴ 

5 ӣ ₇П  

5.1 Ϣ ỗ ▲ П ԈȲ ᾬѠ ԝ ȴ 

5.2 ₇Пד ԝ ứȲӦ דּ ҫ Пȴ 

פּ֥ 6  

Ӑ ᵗ Ἤ Пּ֥פȲ ṅשׁ ṅשׁ’ ậ Ϣ ỗ П

Ὑẗ∟ИҠ ȴ 

7 ắ ῏’ ạ₇  

HRPC ϚԌắצ ῏’ ạ₇ Ȳứ ᴷắ ῏’ в֢ ᴯц

ṅשׁ ắ ῏’ П₇ ȴ 

7.1 ӐМїѿׁשṅ Ɫ Ȳ ᴩ IRB ⇔ ▲ȴ 

7.2 ӐМї ṅשׁ ᴩ ԈἼ▲ ạứϢ ṅắשׁ ῏’ Мї

ῶȴ 

8 ἨӨ  

8.1 IRBắ Ϣ ṅắשׁ ῏ȳׁשṅϢ цẔ҃ϢЂ ȳ ѠהȲ Ӑ

Ϣ ṅПשׁ ȳӨ Ἠ∂ Ȳד ứӦϢ ỗ ứȴ 

8.2 HRPCắ Ϣ ṅắשׁ ῏ȳׁשṅϢ цẔ҃ϢЂ ȳ ѠהȲ

Ӑ ắ ῏’ ȳӨ Ἠ∂ Ȳד ứӦắ ῏’ Мї ứȴ 

9  

9.1 Ӑ ’ắ ῏’ иᾼ҉צ ȲẂֽȲϢϩȳ ȳ ȳ ᶾ

ȳῈ ȳ ȴ 

9.2 HRPC ᴷắ ῏’ Ἤ П ȲҔᵶᵀЛ ὑắ ῏’ Ṏ

ȳᾎ√ ȳᵓ ȳ₇טּ ȳῂ ế IRB ȴ 

9.3 HRPC ⇔ד ᴷῶ Ҕ╗Ӑ ᾎ֢ ᴯ ȴ֢ ᴯ Ẕ ᴷП

Ὠ ᴟד⇔ ᴷῶ Ȳ ӻᴟ HRPCȴ 

9.4 HRPCѻԉṼד⇔ ᴷῶȲ ứ ᴷци ѿќ═ắ ῏’

צ ֮ ᵂȲӇ ᴩ П ȴ 
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9.5 Ϣϩế еῈ П∂ Ṽ ֢ ᴯ Ȳ ═ắ ῏’ Ϣ

Ȳѿ ’ắ ῏’ П ᴩцῈ П ȴ֢ ᴯѿẔ   צ

ṿӣП ᴷѠᾎȲṼ Ẕ  Ἤ ᾼắ ῏’ ЏᵂП ἤ ếЏᵂ

ᴩ ᴷȴẂֽȸIRB Ṽ Ԉ ᵑцׁשṅ Ԉ ╥ᵡצṜ ᾼỗ

ӭȴ 

9.6 ắ ῏’ Пד ᴯ Ȳ Ҕᵶ ═ắ ῏’ ᴩПϢṶ

ӣȳ Ṏ ӣ ȴֽ צ ứϢϩ ḖἨ╥ắ ῏’ ד ӣП

ḖȲӦӐ ṅשׁ ᾃṜ П ȴ 

9.7 IRB ⁄ϱᴞ ▲ ӣןϤ ═ ᵂȲ ᶮȲⱢ ᵍ ▲ Ȳ

ắ ῏ ȲӦӐ ṅשׁ ṜἬ ȷֽ ᾭᾓ Ȳ

ᾎ ═ IRB ᵂ Ȳ IRBṼ Ѡ ṅשׁ ᶧӨ ד ќҏȲѿ

═ Ӑ ᵂ(Ẃֽ: ▲ ӣȳϢṶ ӣ)ȴ 

ṅשׁ 10 ắ ῏’ ạ 

ṅשׁ 10.1 ṅ›Ȳשׁ╟ ứ ṳṼ IRB ứ ӻӐ IRB ▲ȲӇ

Ṽ IRBП ứ ӻϢ ṅשׁ ᴟӐ ȳӢᾬׄԓỗדּ ȳ Ṯ

ׄԓỗ ȳ Ӣ ᵓ ד ᴯ ▲ȴϢ ṅвשׁ Ḇ Ȳ IRB

֝ ∟ȲỞ ╟ȴ 

10.2 ’ ṅשׁ╟ иᾼ҉צ ȲẂֽẓ ᾼϢϩȳ ȳ ȳῈ
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