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The objective of the study was to review ethical considerations for research in routine practices.  The
main question was whether such research should undergo an ethical review.  The study concluded that,
first, there is a need to distinguish among practice, experiment and research.  Any work that contains a
research element in part or whole should be submitted for review by an ethics research committee, if the
research involves human subjects, and concerns biomedical, behavioral and social sciences matters.  The
rationale is to ensure that human subjects or research participants are appropriately protected with regard
to their dignity, rights, safety and well-being according to internationally accepted ethical principles con-
cerning human research.  However, the burden of ethical review should be appropriately managed.  The
research should be categorized by risks.  Research that involves minimal risks should be considered for
expedited review.
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«“√ “√«‘®—¬√–∫∫ “∏“√≥ ÿ¢
ªï∑’Ë Ú ©∫—∫∑’Ë Ù µ§.-∏§. ÚııÒ ∂“∫—π«‘®—¬√–∫∫ “∏“√≥ ÿ¢

¿Ÿ¡‘À≈—ß·≈–‡Àµÿº≈

¡â°√–∑√«ß “∏“√≥ ÿ¢¡’∫∑∫“∑Àπâ“∑’ËÀ≈—°„πß“π¥â“π

∫√‘°“√¥â“π ÿ¢¿“æ ·µà°√–∑√«ßœ °Áµ√–Àπ—°¥’∂÷ß§«“¡

 ”§—≠¢Õßß“π¥â“π°“√»÷°…“«‘®—¬ µ“¡·π«§«“¡§‘¥∑’Ë«à“ ß“π

∫√‘°“√ ÿ¢¿“æ®”‡ªìπµâÕß¡’°“√æ—≤π“Õ¬Ÿà‡ ¡Õ ‰¡àÀ¬ÿ¥π‘Ëß

·≈–°≈¬ÿ∑∏å ”§—≠ª√–°“√Àπ÷Ëß„π°“√æ—≤π“ß“π∫√‘°“√°Á§◊Õ·
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516

°“√»÷°…“«‘®—¬ ´÷Ëß®–∑”„Àâ°“√æ—≤π“ß“π∫√‘°“√¥”‡π‘π‰ª∫π

æ◊Èπ∞“π¢Õß§«“¡√Ÿâ Õ—π®–∑”„Àâß“π∫√‘°“√¡’°“√æ—≤π“∑—Èß¥â“π

§«“¡‡ªìπ∏√√¡ §ÿ≥¿“æ ·≈–ª√– ‘∑∏‘¿“æ∑’Ë “¡“√∂°àÕ

ª√–‚¬™πå ÿ¢„Àâ·°àª√–™“™π‰¥âÕ¬à“ß¥’∑’Ë ÿ¥. „πÀ≈“¬∑»«√√…

∑’Ëºà“π‰ª °√–∑√«ß “∏“√≥ ÿ¢®÷ß¡’π‚¬∫“¬™—¥‡®π∑’Ë®–æ—≤π“

ß“π Û ¥â“π§«∫§Ÿà°—π‰ª §◊Õ ß“π∫√‘°“√, ß“π∫√‘À“√ ·≈–ß“π

«‘™“°“√.

√Ÿª∏√√¡ ”§—≠¢Õß°“√„Àâ§«“¡ ”§—≠µàÕß“π°“√»÷°…“

«‘®—¬§◊Õ °“√°àÕµ—Èß ∂“∫—π«‘®—¬√–∫∫ “∏“√≥ ÿ¢¢÷Èπ ‡¡◊ËÕ

æ.». ÚıÛı ‡æ◊ËÕ¢¬“¬¢Õ∫‡¢µß“π°“√»÷°…“«‘®—¬¥â“π ÿ¢¿“æ

®“°‡¥‘¡∑’Ë¡—°®”°—¥«ßÕ¬Ÿà∑’Ë°“√»÷°…“«‘®—¬‡√◊ËÕß ÿ¢¿“æ¢Õß∫ÿ§§≈

‡ªìπ°“√„Àâ§«“¡ ”§—≠°—∫°“√»÷°…“«‘®—¬‡√◊ËÕß√–∫∫ ÿ¢¿“æ

À√◊Õ√–∫∫ “∏“√≥ ÿ¢¥â«¬. °“√°àÕµ—Èß ∂“∫—π«‘®—¬√–∫∫

 “∏“√≥ ÿ¢‰¥â°àÕ§ÿ≥Ÿª°“√„Àâ·°à°“√ “∏“√≥ ÿ¢‰∑¬‰¥âÕ¬à“ß

Õ‡π°Õπ—πµå. º≈ß“π ”§—≠∑’Ë°àÕº≈°√–∑∫Õ¬à“ß°«â“ß¢«“ß

µàÕª√–™“™π∑—Èßª√–‡∑» ‰¥â·°à °“√ √â“ßÀ≈—°ª√–°—π ÿ¢¿“æ

∂â«πÀπâ“„Àâ·°àª√–™“™π§π‰∑¬ ∫πæ◊Èπ∞“π§«“¡√Ÿâ®“°

ª√– ∫°“√≥å°“√®—¥∫√‘°“√∑“ß°“√·æ∑¬å„π√–∫∫°“√ª√–°—π

 —ß§¡ ºπ«°°—∫°“√»÷°…“«‘®—¬∑”„Àâ “¡“√∂æ—≤π“√–∫∫

ª√–°—π ÿ¢¿“æ∂â«πÀπâ“„Àâ∫√√≈ÿ∂÷ß‡ªÑ“À¡“¬À≈—° Û ª√–°“√ §◊Õ

§«“¡‡ªìπ∏√√¡, §ÿ≥¿“æ, ·≈–ª√– ‘∑∏‘¿“æ.

ª√– ‘∑∏‘¿“æ¢Õß‚§√ß°“√À≈—°ª√–°—π ÿ¢¿“æ∂â«πÀπâ“

´÷Ëß√—∫º‘¥™Õ∫ª√–™“°√ à«π„À≠à¢Õßª√–‡∑»ª√–¡“≥√âÕ¬≈–

˜ˆ ‡ªìπ‡√◊ËÕß∑’Ë¡’§«“¡ ”§—≠ ‡æ√“–¡’º≈µàÕ§«“¡¬—Ëß¬◊π¢Õß

‚§√ß°“√ ‡π◊ËÕß®“°µâÕß„™âß∫ª√–¡“≥¢Õßª√–‡∑»®”π«π¡“°.

ªí®®ÿ∫—πª√– ‘∑∏‘¿“æ¢Õß‚§√ß°“√¥—ß°≈à“«‡ªìπ‡√◊ËÕß™—¥‡®π

‡¡◊ËÕ‡ª√’¬∫‡∑’¬∫°—∫√–∫∫ «— ¥‘°“√√—°…“æ¬“∫“≈¢â“√“™°“√

´’Ëß§à“„™â®à“¬µàÕÀ—«·æß°«à“√“« Ù ‡∑à“ ·≈–·¡â‡¡◊ËÕ‡ª√’¬∫‡∑’¬∫

°—∫√–∫∫∫√‘°“√∑“ß°“√·æ∑¬å„π‚§√ß°“√ª√–°—π —ß§¡ √–∫∫

ª√–°—π ÿ¢¿“æ·Ààß™“µ‘°Á “¡“√∂ª√–À¬—¥§à“„™â®à“¬‰¥â¡“°

°«à“Õ¬à“ß™—¥‡®π.

„π°“√»÷°…“«‘®—¬‡æ◊ËÕæ—≤π“ß“πª√–®”¥—ß°≈à“«π’È ¡’

ª√–‡¥Áπ§”∂“¡∑’Ë ¡§«√∑”§«“¡°√–®à“ßª√–°“√Àπ÷Ëß§◊Õ ®–

µâÕß¥”‡π‘π°“√Õ¬à“ß‰√®÷ß®–∂Ÿ°µâÕßµ“¡À≈—°®√‘¬∏√√¡°“√«‘®—¬

‚¥¬‡©æ“–À≈—°®√‘¬∏√√¡°“√«‘®—¬„π¡πÿ…¬å.

§”∂“¡ ”§—≠∑’Ë®–æ‘®“√≥“„π∑’Ëπ’È§◊Õ ‚§√ß°“√«‘®—¬‡À≈à“

π’È¡’§«“¡®”‡ªìπÀ√◊Õ ¡§«√∑’Ë®–µâÕß‰¥â√—∫°“√∑∫∑«π ·≈–

§«“¡‡ÀÁπ™Õ∫®“°§≥–°√√¡°“√®√‘¬∏√√¡°“√«‘®—¬„π¡πÿ…¬å

°àÕπÀ√◊Õ‰¡à Õ¬à“ß‰√.

§«“¡À¡“¬¢Õß°“√«‘®—¬·≈–°“√ªØ‘∫—µ‘

„π°“√»÷°…“«‘®—¬∑’Ë‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å  ‘Ëß∑’Ë®–µâÕßæ‘®“√≥“

„Àâ™—¥‡®π‡ªìπÕ—π¥—∫·√°§◊Õ ®–µâÕß·¬°·¬–√–À«à“ß°“√«‘®—¬

°—∫°“√ªØ‘∫—µ‘. ∑—Èßπ’È‡æ√“–‡«™ªØ‘∫—µ‘®–µâÕßªØ‘∫—µ‘µ“¡À≈—°

®√‘¬∏√√¡„π°“√ª√–°Õ∫«‘™“™’æ‡«™°√√¡ ´÷Ëß‰¡à®”‡ªìπµâÕß

ºà“π°“√∑∫∑«π®“°§≥–°√√¡°“√®√‘¬∏√√¡°“√«‘®—¬ ·µà®–

µâÕßÕ¬Ÿà¿“¬„µâ°“√§«∫§ÿ¡¥Ÿ·≈¢ÕßÕß§å°√«‘™“™’æ ‚¥¬Õ“®¡’

§≥–°√√¡°“√®√‘¬∏√√¡ª√–®” ∂“∫—π ‡™àπ §≥–°√√¡°“√

®√‘¬∏√√¡¢Õß‚√ßæ¬“∫“≈ µ“¡À≈—°‡°≥±å¢Õß°“√√—∫√Õß

§ÿ≥¿“æ‚√ßæ¬“∫“≈ ·≈–Õß§å°√µ“¡°ÆÀ¡“¬ ‡™àπ ·æ∑¬ ¿“

À√◊ÕÕß§å°√«‘™“™’æÕ◊Ëπ ‡™àπ §≥–°√√¡°“√«‘™“™’æ “¢“°“√

·æ∑¬å·ºπ‰∑¬, §≥–°√√¡°“√«‘™“™’æ “¢“°“√·æ∑¬å·ºπ

‰∑¬ª√–¬ÿ°µå, §≥–°√√¡°“√«‘™“™’æ “¢“®‘µ«‘∑¬“‡«™°√√¡.

 à«π‚§√ß°“√»÷°…“«‘®—¬∑’Ë‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å  ¡§«√‰¥â√—∫

°“√æ‘®“√≥“‡ÀÁπ™Õ∫®“°§≥–°√√¡°“√®√‘¬∏√√¡°“√«‘®—¬‡ ’¬

°àÕπ ‡æ◊ËÕ‡ªìπÀ≈—°ª√–°—π«à“Õ“ “ ¡—§√ À√◊ÕºŸâ‡¢â“√à«¡°“√«‘®—¬

®–‰¥â√—∫°“√§ÿâ¡§√Õß¥Ÿ·≈∑—Èß¥â“π»—°¥‘Ï»√’,  ‘∑∏‘, §«“¡ª≈Õ¥¿—¬

·≈– ÿ¢¿“«– ‚¥¬∂Ÿ°µâÕßµ“¡À≈—°®√‘¬∏√√¡°“√«‘®—¬¥â“π™’«

‡«™°√√¡∑—Èß„π√–¥—∫™“µ‘·≈–√–¥—∫ “°≈ (National and In-

ternational Ethical Guidelines for Biomedical Research

Involving Human).

°“√·¬°·¬–√–À«à“ß°“√ªØ‘∫—µ‘·≈–°“√«‘®—¬ ¡’°“√°≈à“«

∂÷ßÕ¬à“ß™—¥‡®π·≈–‡ªìπ∑’Ë¬Õ¡√—∫Õ¬à“ß°«â“ß¢«“ß§√—Èß·√°„π

√“¬ß“π‡∫≈¡Õßµå ¢Õß§≥–°√√¡°“√√–¥—∫™“µ‘¥â“π°“√

§ÿâ¡§√ÕßÕ“ “ ¡—§√„π°“√«‘®—¬∑“ß™’«‡«™°√√¡·≈–æƒµ‘°√√¡

(The National Commission for the Protection of Hu-

man Subjects of Biomedical and Behavioral Research)

´÷Ëß·µàßµ—Èß‚¥¬°√–∑√«ß “∏“√≥ ÿ¢, °“√»÷°…“ ·≈– «— ¥‘°“√
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¢Õß À√—∞Õ‡¡√‘°“ ™◊ËÕ‡µÁ¡¢Õß√“¬ß“π©∫—∫π’È§◊Õ À≈—°·≈–

·π«∑“ß®√‘¬∏√√¡‡æ◊ËÕ§ÿâ¡§√ÕßÕ“ “ ¡—§√«‘®—¬ (Ethical Prin-

ciples and Guidelines for Protection of Human Sub-

jects of Research)(Ò).

√“¬ß“π¥—ß°≈à“«‰¥â°≈à“«∂÷ß»—æ∑å∑’Ë‡°’Ë¬«¢âÕß§”Àπ÷Ëß§◊Õ

ç°“√∑¥≈Õßé ¥—ßπ’È

¢Õ∫‡¢µ√–À«à“ß°“√ªØ‘∫—µ‘·≈–°“√«‘®—¬

‡ªìπ‡√◊ËÕß ”§—≠∑’ËµâÕß·¬°·¬–√–À«à“ß°“√»÷°…“«‘®—¬

∑“ß™’«‡«™°√√¡·≈–æƒµ‘°√√¡„π·ßàÀπ÷Ëß. Õ’°·ßàÀπ÷Ëß§◊Õ

°“√ªØ‘∫—µ‘‡ªìπ°‘®«—µ√„π°“√π”°“√√—°…“∑’Ë‡ªìπ∑’Ë¬Õ¡√—∫·≈â«

¡“„™â ‡æ◊ËÕ„Àâ√Ÿâ«à“°‘®°√√¡„¥§«√‰¥â√—∫°“√∑∫∑«π‡æ◊ËÕ

§ÿâ¡§√ÕßÕ“ “ ¡—§√„π°“√»÷°…“«‘®—¬. „πªí®®ÿ∫—π ‡ âπ

·∫àß√–À«à“ß°“√ªØ‘∫—µ‘·≈–°“√»÷°…“«‘®—¬¡’§«“¡§≈ÿ¡‡§√◊Õ.

 à«πÀπ÷Ëß‡ªìπ‡æ√“–°‘®°√√¡∑—Èß Õß¡—°¥”‡π‘π‰ª¥â«¬°—π

(‡™àπ „π°√≥’°“√«‘®—¬∑’ËÕÕ°·∫∫‡æ◊ËÕª√–‡¡‘π«‘∏’°“√√—°…“)

·≈–Õ’° à«πÀπ÷Ëß‡ªìπ‡æ√“–°“√ªØ‘∫—µ‘∑’ËÕÕ°πÕ°√Ÿª·∫∫

®“°·π«∑“ßªØ‘∫—µ‘¡“µ√∞“π ¡—°‡√’¬°«à“ ç°“√∑¥≈Õßé

„π¢≥–∑’Ë§”»—æ∑å ç°“√∑¥≈Õßé ·≈– ç°“√«‘®—¬é ¡‘‰¥â¡’

°“√π‘¬“¡§«“¡À¡“¬·¬°·¬–Õ¬à“ß™—¥‡®π.

 à«π¡“°·≈â«§”«à“ ç°“√ªØ‘∫—µ‘é À¡“¬∂÷ß°“√¥”‡π‘π

°“√„¥ Ê ∑’ËÕÕ°·∫∫‡æ◊ËÕ àß‡ √‘¡ ÿ¢¿“«–¢ÕßºŸâªÉ«¬ À√◊Õ

ºŸâ√—∫∫√‘°“√·µà≈–§π ‚¥¬ “¡“√∂§“¥§–‡π§«“¡ ”‡√Á®

‰¥âÕ¬à“ß‡ªìπ‡Àµÿ‡ªìπº≈. «—µ∂ÿª√– ß§å¢Õß°“√ªØ‘∫—µ‘À√◊Õ

ªØ‘∫—µ‘°“√∑“ßæƒµ‘°√√¡»“ µ√å §◊Õ ‡æ◊ËÕ°“√«‘π‘®©—¬

°“√ªÑÕß°—πÀ√◊Õ°“√√—°…“‡©æ“–√“¬∫ÿ§§≈. ·µà„π∑“ßµ√ß

°—π¢â“¡ §”«à“ ç«‘®—¬é °”Àπ¥‰«â ”À√—∫°‘®°√√¡∑’Ë

ÕÕ°·∫∫¡“‡æ◊ËÕ∑¥ Õ∫ ¡¡µ‘∞“π À“¢âÕ √ÿª ‡æ◊ËÕπ”‰ª Ÿà

°“√æ—≤π“À√◊Õ°àÕ„Àâ‡°‘¥§«“¡√Ÿâ∑—Ë«‰ª (µ—«Õ¬à“ß‡™àπ ÕÕ°

¡“‡ªìπ ∑ƒ…Æ’ À≈—° ·≈–¢âÕ √ÿª§«“¡ —¡æ—π∏åµà“ßÊ).

°“√«‘®—¬¡—°¡’°“√®—¥∑”‡ªìπ‚§√ß√à“ß°“√«‘®—¬∑’Ë‡ªìπ°‘®

≈—°…≥–¡’°“√µ—Èß«—µ∂ÿª√– ß§å ·≈–«‘∏’¥”‡π‘π°“√∑’Ë

ÕÕ°·∫∫‡æ◊ËÕ∫√√≈ÿ«—µ∂ÿª√– ß§å‰«â≈à«ßÀπâ“.

‡¡◊ËÕ·æ∑¬åªØ‘∫—µ‘º‘¥®“°¡“µ√∞“πÀ√◊Õ·π«∑“ß°“√

ªØ‘∫—µ‘∑’Ë‡ªìπ∑’Ë¬Õ¡√—∫‰ªÕ¬à“ß¡’π—¬ ”§—≠·≈â«  ‘Ëß‡À≈à“π—Èπ

∑—Èß„πµ—«¡—π‡Õß·≈–¢Õßµ—«¡—π‡Õß ‰¡à∂◊Õ‡ªìπ°“√«‘®—¬.

πÕ°®“°π’È °“√∑’Ë√–∫ÿ«à“°“√°√–∑”Àπ÷Ëß Ê ‡ªìπ ç°“√∑¥≈Õßé

„π·ßà∑’Ë‡ªìπ‡√◊ËÕß„À¡à·≈–¬—ß‰¡àºà“π°“√∑¥ Õ∫À√◊Õ¡’

§«“¡·µ°µà“ß‰ª®“°‡¥‘¡°Á¡‘‰¥âÀ¡“¬§«“¡«à“°“√°√–∑”

π—Èπ®–‡ªìπ°“√«‘®—¬‰ª‚¥¬Õ—µ‚π¡—µ‘. Õ¬à“ß‰√°Á¥’ «‘∏’°“√∑’Ë

„À¡à¡“° Ê ≈—°…≥–π’È§«√π”‰ª°”Àπ¥‡ªìπ«—µ∂ÿª√– ß§å

¢Õß°“√«‘®—¬Õ¬à“ß‡ªìπ°‘®≈—°…≥–µ—Èß·µà‡π‘ËπÊ ‡æ◊ËÕ

æ‘®“√≥“«à“‡ªìπ«‘∏’°“√∑’Ëª≈Õ¥¿—¬·≈–‰¥âº≈. ¥—ßπ—Èπ ®÷ß

‡ªìπÀπâ“∑’Ë¢Õß§≥–°√√¡°“√œ∑’Ë¥Ÿ·≈¥â“π‡«™ªØ‘∫—µ‘∑’Ë®–

µâÕß‡√àß‡√â“„Àâπ«—µ°√√¡ ”§—≠π—Èπ Ê ‡¢â“ Ÿà°“√«‘®—¬Õ¬à“ß

‡ªìπ°‘®≈—°…≥–µàÕ‰ª.

°“√«‘®—¬·≈–°“√ªØ‘∫—µ‘Õ“®¥”‡π‘π‰ª¥â«¬°—π‡¡◊ËÕ°“√

«‘®—¬ÕÕ°·∫∫¢÷Èπ‡æ◊ËÕª√–‡¡‘π§«“¡ª≈Õ¥¿—¬ ·≈–

ª√– ‘∑∏‘º≈¢Õß°“√√—°…“. ·µà®–µâÕß‰¡à √â“ß§«“¡ —∫ π

«à“°‘®°√√¡¥—ß°≈à“«®–µâÕßºà“π°“√æ‘®“√≥“∑∫∑«πÀ√◊Õ‰¡à

‡æ√“–°Æ∑—Ë«‰ª§◊Õ À“°¡’ à«π„¥ à«πÀπ÷Ëß¢Õß°‘®°√√¡∑’Ë

∂◊Õ‡ªìπ°“√«‘®—¬·≈â« °‘®°√√¡π—Èπ§«√ºà“π°“√æ‘®“√≥“

∑∫∑«π‡æ◊ËÕ§ÿâ¡§√ÕßÕ“ “ ¡—§√‡ ¡Õé.

√“¬ß“π¥—ß°≈à“«‰¥â √ÿªÕ¬à“ß™—¥‡®π«à“

Ò) °“√«‘®—¬ À¡“¬∂÷ß ç°‘®°√√¡∑’ËÕÕ°·∫∫¡“‡æ◊ËÕ

∑¥ Õ∫ ¡¡µ‘∞“π À“¢âÕ √ÿª‡æ◊ËÕπ”‰ª Ÿà°“√æ—≤π“À√◊Õ°àÕ„Àâ

‡°‘¥§«“¡√Ÿâ∑—Ë«‰ª (µ—«Õ¬à“ß‡™àπ ÕÕ°¡“‡ªìπ∑ƒ…Æ’ À≈—° ·≈–

¢âÕ √ÿª§«“¡ —¡æ—π∏åµà“ß Ê). °“√«‘®—¬¡—°¡’°“√®—¥∑”‡ªìπ‚§√ß

√à“ß°“√«‘®—¬∑’Ë‡ªìπ°‘®≈—°…≥–∑’Ë¡’°“√µ—Èß«—µ∂ÿª√– ß§å ·≈–«‘∏’

¥”‡π‘π°“√∑’ËÕÕ°·∫∫‡æ◊ËÕ∫√√≈ÿ«—µ∂ÿª√– ß§å‰«â≈à«ßÀπâ“é.

Ú) „π°√≥’∑’Ë‡ªìπ ç°“√∑¥≈Õßé √“¬ß“ππ’È™’È™—¥«à“

ç‡¡◊ËÕ·æ∑¬åªØ‘∫—µ‘º‘¥®“°¡“µ√∞“πÀ√◊Õ·π«∑“ß°“√ªØ‘∫—µ‘∑’Ë

‡ªìπ∑’Ë¬Õ¡√—∫‰ªÕ¬à“ß¡’π—¬ ”§—≠·≈â«.  ‘Ëß‡À≈à“π—Èπ ∑—Èß„πµ—«

¡—π‡Õß·≈–¢Õßµ—«¡—π‡Õß ‰¡à∂◊Õ‡ªìπ°“√«‘®—¬. πÕ°®“°π’È °“√

∑’Ë√–∫ÿ«à“°“√°√–∑”Àπ÷Ëß Ê ‡ªìπ ç°“√∑¥≈Õßé „π·ßà∑’Ë‡ªìπ‡√◊ËÕß
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„À¡à·≈–¬—ß‰¡àºà“π°“√∑¥ Õ∫À√◊Õ¡’§«“¡·µ°µà“ß‰ª®“°‡¥‘¡

°Á¡‘‰¥âÀ¡“¬§«“¡«à“°“√°√–∑”π—Èπ®–‡ªìπ°“√«‘®—¬‰ª‚¥¬

Õ—µ‚π¡—µ‘. Õ¬à“ß‰√°Á¥’ «‘∏’°“√∑’Ë„À¡à¡“°Ê ≈—°…≥–π’È§«√π”‰ª

°”Àπ¥‡ªìπ«—µ∂ÿª√– ß§å¢Õß°“√«‘®—¬Õ¬à“ß‡ªìπ°‘®≈—°…≥–µ—Èß

·µà‡π‘ËπÊ ‡æ◊ËÕæ‘®“√≥“«à“‡ªìπ«‘∏’°“√∑’Ëª≈Õ¥¿—¬·≈–‰¥âº≈. ¥—ß

π—Èπ ®÷ß‡ªìπÀπâ“∑’Ë¢Õß§≥–°√√¡°“√œ ∑’Ë¥Ÿ·≈¥â“π‡«™ªØ‘∫—µ‘∑’Ë

®–µâÕß‡√àß‡√â“„Àâπ«—µ°√√¡ ”§—≠π—ÈπÊ ‡¢â“ Ÿà°“√«‘®—¬Õ¬à“ß‡ªìπ

°‘®≈—°…≥–µàÕ‰ªé.

®–‡ÀÁπ‰¥â«à“ Àπâ“∑’Ë„π°“√¥Ÿ·≈·≈–®—¥°“√°—∫‡«™

ªØ‘∫—µ‘·≈– ç°“√∑¥≈Õßé ‡ªìπÀπâ“∑’Ë¢Õß§≥–°√√¡°“√®√‘¬∏√√¡

∑’Ë¥Ÿ·≈¥â“π®√‘¬∏√√¡„π‡«™ªØ‘∫—µ‘¢Õß‚√ßæ¬“∫“≈ ¡‘„™àÀπâ“∑’Ë

¢Õß§≥–°√√¡°“√®√‘¬∏√√¡°“√«‘®—¬„π¡πÿ…¬å. µàÕ‡¡◊ËÕ¡’°“√π”

ç°“√∑¥≈Õßé ‰ª‡¢’¬π‡ªìπ‚§√ß°“√«‘®—¬ ·≈â«®÷ß‡ªìπÀπâ“∑’Ë∑’ËºŸâ

«‘®—¬®–µâÕßπ”‡ πÕ„Àâ§≥–°√√¡°“√®√‘¬∏√√¡°“√«‘®—¬„π

¡πÿ…¬å∑”°“√∑∫∑«πµàÕ‰ª.

Û) ç°“√«‘®—¬·≈–°“√ªØ‘∫—µ‘Õ“®¥”‡π‘π‰ª¥â«¬°—π

‡¡◊ËÕ°“√«‘®—¬ÕÕ°·∫∫¢÷Èπ‡æ◊ËÕª√–‡¡‘π§«“¡ª≈Õ¥¿—¬·≈–

ª√– ‘∑∏‘º≈¢Õß°“√√—°…“ ·µà®–µâÕß‰¡à √â“ß§«“¡ —∫ π«à“

°‘®°√√¡¥—ß°≈à“«®–µâÕßºà“π°“√æ‘®“√≥“∑∫∑«πÀ√◊Õ‰¡à

‡æ√“–°Æ∑—Ë«‰ª§◊Õ À“°¡’ à«πÀπ÷Ëß à«π„¥¢Õß°‘®°√√¡∑’Ë∂◊Õ

‡ªìπ°“√«‘®—¬·≈â« °‘®°√√¡π—Èπ§«√ºà“π°“√æ‘®“√≥“∑∫∑«π

‡æ◊ËÕ§ÿâ¡§√ÕßÕ“ “ ¡—§√‡ ¡Õé.

¡—°¡’§”∂“¡‡ ¡Õ«à“ ß“π∫“ßÕ¬à“ßÕ“®‡ªìπß“π

ª√–®” ‡™àπ ß“π ”√«®„πª√–™“°√ ®–µâÕß‡ πÕ„Àâ§≥–

°√√¡°“√®√‘¬∏√√¡æ‘®“√≥“∑∫∑«π·≈–‡ÀÁπ™Õ∫¥â«¬À√◊Õ‰¡à.

§”µÕ∫§◊Õ À“°°“√ ”√«®π—Èπ‡ªìπß“π∑’Ë°√–∑”‡ªìπ°‘®«—µ√ (rou-

tine), ‰¡à¡’‡π◊ÈÕÀ“À√◊Õ«—µ∂ÿª√– ß§å‡æ◊ËÕ°“√»÷°…“«‘®—¬ °Á‰¡à

®”‡ªìπµâÕßºà“π°“√æ‘®“√≥“‡ÀÁπ™Õ∫®“°§≥–°√√¡°“√

®√‘¬∏√√¡°“√«‘®—¬„π¡πÿ…¬å ·µà çÀ“°¡’ à«πÀπ÷Ëß à«π„¥ (À√◊Õ

∑—ÈßÀ¡¥) ¢Õß°‘®°√√¡∑’Ë∂◊Õ‡ªìπ°“√«‘®—¬·≈â« °‘®°√√¡π—Èπ§«√

ºà“π°“√æ‘®“√≥“∑∫∑«π‡æ◊ËÕ§ÿâ¡§√ÕßÕ“ “ ¡—§√‡ ¡Õé.

‡Õ° “√ ”§—≠Õ’°™‘ÈπÀπ÷Ëß∑’Ëπ‘¬“¡§«“¡À¡“¬¢Õß

§”«à“ ç«‘®—¬é ‰«âÕ¬à“ß™—¥‡®π §◊ÕÀ≈—°‡°≥±å®√‘¬∏√√¡ “°≈

 ”À√—∫°“√«‘®—¬∑“ß™’«‡«™°√√¡∑’Ë‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å ‚¥¬ ¿“

Õß§å°“√ “°≈¥â“π«‘∑¬“»“ µ√å°“√·æ∑¬å (Council for Inter-

national Organizations of Medical Sciences À√◊Õ

CIOMS) √à«¡°—∫ Õß§å°“√Õπ“¡—¬‚≈° ¥—ßπ’È(Ú)

ç§”«à“ ç«‘®—¬é À¡“¬∂÷ß °‘®°√√¡∑’ËÕÕ°·∫∫‡æ◊ËÕ°“√

æ—≤π“À√◊Õ°àÕ„Àâ‡°‘¥§«“¡√Ÿâ∑’Ë “¡“√∂π”‰ª„™â‰¥â∑—Ë«‰ª.

§«“¡√Ÿâ∑’Ë “¡“√∂π”‰ª„™â‰¥â∑—Ë«‰ª ‰¥â·°à ∑ƒ…Æ’ À≈—°  (prin-

ciples) À√◊Õ§«“¡ —¡æ—π∏å À√◊Õ°“√ – ¡¢âÕ¡Ÿ≈∑’Ë

 “¡“√∂¬◊π¬—π‰¥â ‚¥¬«‘∏’°“√∑’Ë¬Õ¡√—∫‰¥â∑“ß«‘∑¬“»“ µ√å

‚¥¬«‘∏’°“√ —ß‡°µ·≈– √ÿªº≈. „π∫√‘∫∑ªí®®ÿ∫—π °“√ ç«‘®—¬é

√«¡∂÷ß∑—Èß°“√»÷°…“∑“ß°“√·æ∑¬åÀ√◊Õ∑“ßæƒµ‘°√√¡

»“ µ√å‡æ◊ËÕª√–‚¬™πåµàÕ ÿ¢¿“æ¢Õß¡πÿ…¬å. §”«à“ ç«‘®—¬é

¡—°¢¬“¬§«“¡¥â«¬§ÿ≥»—æ∑å ç∑“ß™’«‡«™»“ µ√åé ‡æ◊ËÕ∫àß™’È

∂÷ß§«“¡ —¡æ—π∏å°—∫‡√◊ËÕß ÿ¢¿“æé.

‚¥¬ √ÿª °“√«‘®—¬§◊Õ°“√»÷°…“®“°ª√–™“°√®”π«πÀπ÷Ëß

‡æ◊ËÕ„Àâ‰¥â§«“¡√Ÿâ„À¡à∑’Ë “¡“√∂π”‰ª„™âª√–‚¬™πå°—∫∫ÿ§§≈Õ◊Ëπ

¢≥–∑’Ë ç‡«™ªØ‘∫—µ‘é À¡“¬∂÷ß°“√ª√–¡«≈§«“¡√Ÿâ¡“„™â

ª√–‚¬™πåµàÕ ÿ¢¿“æ¢Õß∫ÿ§§≈À√◊Õ™ÿ¡™π‚¥¬µ√ß.

»—æ∑åÕ◊Ëπ∑’Ë‡°’Ë¬«¢âÕß

„π∑“ß°“√·æ∑¬å·≈– “∏“√≥ ÿ¢ ¡’»—æ∑åÕ◊ËπÕ’°À≈“¬§”

∑’Ë‡°’Ë¬«¢âÕß°—∫°“√«‘®—¬„π¡πÿ…¬å ¥—ßπ’È

Ò. °“√»÷°…“«‘®—¬∑“ß™’«‡«™»“ µ√å §”π’È ·π«∑“ß°“√

¥”‡π‘π°“√ ”À√—∫§≥–°√√¡°“√¥â“π®√‘¬∏√√¡ ºŸâ¡’Àπâ“∑’Ë

∑∫∑«πæ‘®“√≥“°“√»÷°…“«‘®—¬∑“ß™’«‡«™»“ µ√å (Operational

Guidelines for Ethical Review Committees that Re-

view Biomedical Research) ¢ÕßÕß§å°“√Õπ“¡—¬‚≈°

‰¥â„Àâ§«“¡À¡“¬‰«â«à“ ç°“√»÷°…“«‘®—¬∑“ß™’«‡«™»“ µ√å§√Õ∫-

§≈ÿ¡∂÷ß°“√»÷°…“«‘®—¬‡¿ —™º≈‘µ¿—≥±å, ‡§√◊ËÕß¡◊Õ·æ∑¬å,

√—ß ’«‘∑¬“·≈–°“√∂à“¬¿“æ∑“ß°“√·æ∑¬å.  «‘∏’°“√ºà“µ—¥,

‡«™√–‡∫’¬π ·≈– ‘Ëß àßµ√«®µà“ßÊ √«¡∑—Èß°“√»÷°…“«‘®—¬∑“ß

«‘∑¬“°“√√–∫“¥,  —ß§¡ ·≈–®‘µ«‘∑¬“é(Û).

®–‡ÀÁπ‰¥â«à“§«“¡À¡“¬¢Õß°“√»÷°…“«‘®—¬∑“ß™’«

‡«™»“ µ√å§√Õ∫§≈ÿ¡°«â“ß¢«“ß¡“°.
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ıÒ˘

Ú. °“√»÷°…“«‘®—¬∑’Ë‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å À≈—°‡°≥±å

®√‘¬∏√√¡ “°≈ ”À√—∫°“√«‘®—¬∑“ß™’«‡«™°√√¡∑’Ë‡°’Ë¬«¢âÕß°—∫

¡πÿ…¬å(Ú) „Àâ§«“¡À¡“¬‰«â§√Õ∫§≈ÿ¡∂÷ß°“√»÷°…“«‘®—¬µà“ß Ê

Õ¬à“ß°«â“ß¢«“ß ¥—ßπ’È

- °“√»÷°…“°√–∫«π°“√∑“ß √’√«‘∑¬“, ™’«‡§¡’ À√◊Õæ¬“∏‘

«‘∑¬“ À√◊Õ°“√µÕ∫ πÕßµàÕ°“√®—¥°“√ Õ¬à“ßÀπ÷Ëß

Õ¬à“ß„¥ - ‰¡à«à“®–‡ªìπ∑“ß°“¬¿“æ, ‡§¡’ À√◊Õ∑“ß

®‘µ«‘∑¬“ ∑—Èß„πÕ“ “ ¡—§√ ÿ¢¿“æ¥’ À√◊ÕºŸâªÉ«¬.

- °“√∑¥≈Õß·∫∫¡’°≈ÿà¡§«∫§ÿ¡ °—∫¡“µ√∞“π„π°“√

«‘π‘®©—¬, ªÑÕß°—π À√◊Õ√—°…“„π°≈ÿà¡∫ÿ§§≈®”π«π¡“°

¢÷Èπ ‚¥¬ÕÕ°·∫∫¡“‡æ◊ËÕ· ¥ß„Àâ‡ÀÁπ∂÷ß°“√µÕ∫

 πÕß∑—Ë«‰ª∑’Ë®”‡æ“–µàÕ¡“µ√°“√‡À≈à“π’È ∫πæ◊Èπ∞“π

§«“¡·µ°µà“ß∑“ß™’««‘∑¬“¢Õß·µà≈–∫ÿ§§≈.

- °“√»÷°…“∑’ËÕÕ°·∫∫¢÷Èπ¡“‡æ◊ËÕ¥Ÿº≈µàÕªí®‡®°∫ÿ§§≈

À√◊Õ™ÿ¡™π µàÕ¡“µ√°“√ªÑÕß°—πÀ√◊Õ°“√√—°…“∑’Ë®”‡æ“–.

- °“√»÷°…“∑’Ë‡°’Ë¬«¢âÕß°—∫æƒµ‘°√√¡∑’Ë‡°’Ë¬«¢âÕß°—∫

 ÿ¢¿“æ¢Õß¡πÿ…¬å„π ¿“æ·«¥≈âÕ¡·≈– ‘Ëß·«¥≈âÕ¡

µà“ßÊ °—π.

°“√»÷°…“«‘®—¬∑’Ë‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å Õ“®„™â«‘∏’ —ß‡°µ

À√◊Õ°“√∑¥≈Õß∑“ß°“¬¿“æ, ‡§¡’ À√◊Õ®‘µ«‘∑¬“; Õ“®

 √â“ß∫—π∑÷°¢÷Èπ„À¡àÀ√◊Õ„™â∫—π∑÷°∑’Ë¡’Õ¬Ÿà·≈â« ∑’Ë¡’¢âÕ¡Ÿ≈∑“ß

™’«‡«™°√√¡ À√◊Õ¢âÕ¡Ÿ≈Õ◊Ëπ Ê ∑’Ë‡°’Ë¬«¢âÕß°—∫∫ÿ§§≈. ∑—Èßπ’È

Õ“®‡™◊ËÕ¡‚¬ßÀ√◊Õ„™â‡™◊ËÕ¡‚¬ß∂÷ßµ—«∫ÿ§§≈®“°∫—π∑÷°‡À≈à“

π—Èπ.

°“√»÷°…“«‘®—¬Õ“®‡°’Ë¬«¢âÕß°—∫ ‘Ëß·«¥≈âÕ¡∑“ß —ß§¡

À√◊ÕÕ“®¡’°“√§«∫§ÿ¡ªí®®—¬¢Õß ‘Ëß·«¥≈âÕ¡∑’ËÕ“®¡’º≈µàÕ

∫ÿ§§≈∑’ËÕ¬Ÿà„π ‘Ëß·«¥≈âÕ¡π—Èπ. §”π’È¡’°“√„Àâπ‘¬“¡Õ¬à“ß

°«â“ß‡æ◊ËÕ„Àâ§√Õ∫§≈ÿ¡°“√»÷°…“¿“§ π“¡¢Õß‡™◊ÈÕ°àÕ‚√§

À√◊Õ “√‡§¡’∑’Ë‡ªìπæ‘… ∑’Ë∑”°“√ ◊∫§âπ‡æ◊ËÕ«—µ∂ÿª√– ß§å

‡°’Ë¬«°—∫ ÿ¢¿“æ.

Û. °“√»÷°…“«‘®—¬∑“ß‡«™°√√¡ „™âÀ≈—°‡°≥±å°“√ªØ‘∫—µ‘

°“√«‘®—¬∑“ß‡«™°√√¡∑’Ë¥’¢ÕßÕß§å°“√ “°≈‡æ◊ËÕ°“√∫√√ “π¢âÕ

°”Àπ¥∑“ß‡∑§π‘§‡æ◊ËÕ°“√¢÷Èπ∑–‡∫’¬π‡¿ —™¿—≥±å ”À√—∫¡πÿ…¬å

(International Conference on Harmonization of Tech-

nical Requirements for the Registration of Pharma-

ceutical for Human Use À√◊Õ ICH) ‰¥â„Àâ§”®”°—¥§«“¡‰«â

¥—ßπ’È(Ù)

ç°“√«‘®—¬∑“ß‡«™°√√¡ À¡“¬∂÷ß °“√»÷°…“«‘®—¬„π

¡πÿ…¬å‚¥¬¡’«—µ∂ÿª√– ß§å‡æ◊ËÕ§âπ§«â“À√◊Õ¬◊π¬—πº≈∑“ß

‡«™°√√¡. º≈∑“ß‡¿ —™«‘∑¬“ ·≈–/ À√◊Õ º≈∑“ß‡¿ —™

æ≈»“ µ√å (pharma codynamics) Õ◊Ëπ Ê ¢Õß

º≈‘µ¿—≥±å∑’Ë„™â„π°“√«‘®—¬ ·≈–/À√◊Õ ‡æ◊ËÕ»÷°…“°“√¥Ÿ¥ ÷́¡,

°“√°√–®“¬µ—«, °“√‡ª≈’Ë¬π·ª≈ß (metabolism) ·≈–

°“√¢—∫∂à“¬º≈‘µ¿—≥±å∑’Ë„™â„π°“√«‘®—¬ÕÕ°®“°√à“ß°“¬

‚¥¬¡’«—µ∂ÿª√– ß§å‡æ◊ËÕ§âπÀ“§«“¡ª≈Õ¥¿—¬ ·≈–/À√◊Õ

ª√– ‘∑∏‘º≈ §”«à“ °“√∑¥≈Õß∑“ß‡«™°√√¡ (clinical trial)

·≈–°“√»÷°…“«‘®—¬∑“ß‡«™°√√¡ (clinical study) ¡’

§«“¡À¡“¬‡À¡◊Õπ°—πé.

Ù. °“√»÷°…“«‘®—¬·≈–°“√∑¥≈Õß„π¡πÿ…¬å ·æ∑¬ ¿“

‰¥â„Àâ§”®”°—¥§«“¡‰«â„π¢âÕ∫—ß§—∫·æ∑¬ ¿“«à“¥â«¬°“√√—°…“

®√‘¬∏√√¡·Ààß«‘™“™’æ‡«™°√√¡ À¡«¥«à“¥â«¬°“√»÷°…“«‘®—¬

·≈–°“√∑¥≈Õß„π¡πÿ…¬å ¥—ßπ’È(ı).

ç°“√»÷°…“«‘®—¬·≈–°“√∑¥≈Õß„π¡πÿ…¬å À¡“¬-

§«“¡«à“ °“√»÷°…“«‘®—¬·≈–°“√∑¥≈Õß‡¿ —™º≈‘µ¿—≥±å

‡§√◊ËÕß¡◊Õ·æ∑¬å °“√»÷°…“∏√√¡™“µ‘¢Õß‚√§, °“√«‘π‘®©—¬,

°“√√—°…“, °“√ àß‡ √‘¡ ÿ¢¿“æ·≈–°“√ªÑÕß°—π‚√§ ∑’Ë°√–

∑”µàÕ¡πÿ…¬å √«¡∑—Èß°“√»÷°…“«‘®—¬®“°‡«™√–‡∫’¬π·≈– ‘Ëß

 àßµ√«®µà“ß Ê ®“°√à“ß°“¬¢Õß¡πÿ…¬å¥â«¬é.

°√≥’∑’ËµâÕß‡ πÕ„Àâ§≥–°√√¡°“√®√‘¬∏√√¡°“√«‘®—¬„π

¡πÿ…¬åæ‘®“√≥“

°√≥’∑’ËµâÕß‡ πÕ„Àâ§≥–°√√¡°“√®√‘¬∏√√¡°“√«‘®—¬„π

¡πÿ…¬åæ‘®“√≥“·≈–„Àâ§«“¡‡ÀÁπ™Õ∫ ¡’À≈—°‡°≥±å°“√
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æ‘®“√≥“‰¥â¥—ßπ’È

Ò. ‡ªì π°“√»÷°…“«‘ ®— ¬∑—È ß∑ “ß™’ « ‡ «™»“ µ√å ,

æƒµ‘°√√¡»“ µ√å ·≈– —ß§¡»“ µ√å ‚¥¬Õ“®‡ªìπ‚§√ß°“√

«‘®—¬∑—ÈßÀ¡¥À√◊Õ¡’ à«πÀπ÷Ëß à«π„¥¢Õß‚§√ß°“√‡ªìπ°“√»÷°…“

«‘®—¬, ·≈–

Ú. ‡ªìπ°“√»÷°…“«‘®—¬∑’Ë‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å ‚¥¬Õ“®

‡ªìπ°“√»÷°…“«‘®—¬∑“ß™’«‡«™»“ µ√å, °“√»÷°…“«‘®—¬∑’Ë

‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å, °“√«‘®—¬∑“ß§≈‘π‘° À√◊Õ°“√»÷°…“«‘®—¬

·≈–°“√∑¥≈Õß„π¡πÿ…¬å µ“¡π‘¬“¡∑’Ë°≈à“«·≈â« ‚¥¬

§√Õ∫§≈ÿ¡∑—Èß°“√«‘®—¬·∫∫ —ß‡°µ Observational À√◊Õ·∫∫

∑¥≈Õß Experimental À√◊Õ°÷Ëß∑¥≈Õß guasi-experimen-

tal.

 ”À√—∫·æ∑¬å§«√ªØ‘∫—µ‘µ“¡À≈—°°“√π’È‚¥¬‡§√àß§√—¥

‡æ√“–¡’¢âÕ∫—ß§—∫·æ∑¬ ¿“«à“¥â«¬°“√√—°…“®√‘¬∏√√¡·Ààß

«‘™“™’æ‡«™°√√¡°”Àπ¥‰«âÕ¬à“ß™—¥‡®π«à“ çºŸâª√–°Õ∫«‘™“™’æ

‡«™°√√¡ ºŸâ∑”°“√À√◊Õ√à«¡∑”°“√»÷°…“«‘®—¬À√◊Õ°“√∑¥≈Õß

„π¡πÿ…¬å  “¡“√∂∑”°“√«‘®—¬‰¥â‡©æ“–‡¡◊ËÕ‚§√ß°“√«‘®—¬À√◊Õ

°“√∑¥≈Õß¥—ß°≈à“«‰¥â√—∫°“√æ‘®“√≥“‡ÀÁπ™Õ∫®“°§≥–

°√√¡°“√¥â“π®√‘¬∏√√¡∑’Ë‡°’Ë¬«¢âÕß·≈â« ‡∑à“π—Èπé(ˆ).

§«“¡‡ ’Ë¬ßµàÕÕ“ “ ¡—§√«‘®—¬

µ“¡À≈—°®√‘¬∏√√¡°“√«‘®—¬„π¡πÿ…¬å¢âÕÀπ÷Ëß„π “¡¢âÕ §◊Õ

À≈—°º≈ª√–‚¬™πå ºŸâ«‘®—¬®–µâÕß¡’°“√ª√–‡¡‘π™—ËßπÈ”Àπ—°

√–À«à“ß§«“¡‡ ’Ë¬ß°—∫º≈ª√–‚¬™πå∑’Ë‰¥â√—∫®“°°“√»÷°…“«‘®—¬

(Risk/Benefif Assessment). ‚¥¬§«“¡‡ ’Ë¬ß„π∑’Ëπ’È

§√Õ∫§≈ÿ¡∑—Èß§«“¡‡ ’Ë¬ßµàÕµ—«Õ“ “ ¡—§√‡Õßµ≈Õ¥‰ª®π∂÷ß

§√Õ∫§√—« Àπà«¬ß“π  ∂“∫—π ·≈–™ÿ¡™π∑’ËÕ“ “ ¡—§√‡ªìπ ¡“™‘°

¥â«¬(Ò).

°“√«‘®—¬∑’Ë§«√‰¥â√—∫°“√æ‘®“√≥“¥â“π®√‘¬∏√√¡

°“√«‘®—¬·∫∫‡ΩÑ“ —ß‡°µ, °“√«‘®—¬·∫∫„™â·∫∫ Õ∫∂“¡,

°“√ π∑π“°≈ÿà¡, °“√«‘®—¬∑“ßæƒµ‘°√√¡»“ µ√å·≈– —ß§¡

»“ µ√å §«√‰¥â√—∫°“√æ‘®“√≥“¥â“π®√‘¬∏√√¡‡ ’¬°àÕπ. ∂÷ß·¡â

®–‡ªìπ§«“¡‡ ’Ë¬ß∑“ß¥â“π®√‘¬∏√√¡°“√«‘®—¬πâÕ¬°«à“°“√«‘®—¬

·∫∫∑¥≈ÕßÀ√◊Õ°÷Ëß∑¥≈Õß ·µà°Á¡’§«“¡‡ ’Ë¬ß ·≈–∫“ß°√≥’

‡ªìπ°“√≈–‡¡‘¥®√‘¬∏√√¡°“√«‘®—¬√â“¬·√ß ¥—ß°√≥’µ—«Õ¬à“ßµàÕ

‰ªπ’È

(Ò) °“√«‘®—¬∑— °’®’ (Tuskeegee Study) ‡ªìπ°“√«‘®—¬

·∫∫‡ΩÑ“ —ß‡°µ√–¬–¬“« ‡æ◊ËÕ°“√æ¬“°√≥å‚√§ºŸâªÉ«¬‚√§

´‘øî≈‘ „πÕ“ “ ¡—§√∑’Ë‡ªìπ§πº‘«¥”√“« Ù §π. ªí≠À“°“√

≈–‡¡‘¥®√‘¬∏√√¡°“√«‘®—¬‡°‘¥¢÷Èπ‡¡◊ËÕ¡’°“√§âπæ∫¬“‡æπ‘´‘≈≈‘π

´÷Ëßæ∫«à“ “¡“√∂√—°…“‚√§´‘øî≈‘ ‰¥â π—°«‘®—¬‰¡àµâÕß°“√„Àâ¬“

‡æπ‘´‘≈≈‘π¡’º≈°√–∑∫µàÕº≈°“√»÷°…“«‘®—¬ ®÷ß°’¥°—π¡‘„Àâ

Õ“ “ ¡—§√„π‚§√ß°“√‰¥â√—∫¬“. ‡¡◊ËÕ¡’Õ“ “ ¡—§√∑√“∫¢âÕ¡Ÿ≈

‡√◊ËÕß¬“·≈–‰ª√—∫°“√√—°…“°Á®–∂Ÿ°§—¥ÕÕ°®“°‚§√ß°“√·≈–¡’

°“√§—¥‡≈◊Õ°Õ“ “ ¡—§√‡¢â“¡“∑¥·∑π. µàÕ¡“Àπ—ß ◊Õæ‘¡æå‰¥â

‡ªî¥‚ªß‡√◊ËÕßπ’È®π‡ªìπ¢âÕÕ◊ÈÕ©“«. °√≥’¥—ß°≈à“«°≈“¬‡ªìπ√Õ¬

¥à“ß ”§—≠„πª√–«—µ‘°“√»÷°…“«‘®—¬„π¡πÿ…¬å„π À√—∞œ ‡æ√“–

‡ªìπ°“√≈–‡¡‘¥ ‘∑∏‘∑’Ëæ÷ß‰¥â√—∫¢ÕßÕ“ “ ¡—§√´÷Ëß¡’ª√–‡¥Áπ

ÕàÕπ‰À«Õ¬Ÿà¥â«¬ ‡π◊ËÕß®“°Õ“ “ ¡—§√‡À≈à“π—Èπ‡ªìπ§πº‘«¥”∑—Èß

 ‘Èπ. ∑—ÈßÊ ∑’Ë‚√§π’È‡ªìπ∑—Èß„π§π∑ÿ°™“µ‘æ—π∏ÿå °√≥’¥—ß°≈à“«®÷ß

‡ªìπ°“√≈–‡¡‘¥À≈—°§«“¡¬ÿµ‘∏√√¡„π°“√«‘®—¬¥â«¬(˜).

(Ú) °“√»÷°…“æƒµ‘°√√¡∑“ß‡æ»·≈–°“√„™â¬“‡ æ

µ‘¥„π«—¬√ÿàπ„π‚√ß‡√’¬π·ÀàßÀπ÷Ëß ‡ªìπ°“√»÷°…“„π«‘∑¬“≈—¬

‡∑§π‘§´÷Ëß¡’·Ààß‡¥’¬«„π®—ßÀ«—¥ ‚¥¬‚§√ß°“√«‘®—¬√–∫ÿ™◊ËÕ

®—ßÀ«—¥¥—ß°≈à“«¥â«¬. °“√»÷°…“«‘®—¬π’È‡¡◊ËÕ¡’°“√µ’æ‘¡æå‚¥¬

¡‘‰¥â¡’°“√∑—°∑â«ß„Àâ·°â‰¢®“°§≥–°√√¡°“√®√‘¬∏√√¡°“√

«‘®—¬„π¡πÿ…¬å‡ ’¬°àÕπ ¬àÕ¡‡°‘¥ªí≠À“ °√–∑∫µàÕ™◊ËÕ‡ ’¬ß¢Õß

 ∂“∫—π°“√»÷°…“·Ààßπ—ÈπÕ¬à“ß·πàπÕπ ‡¢â“¢à“¬‡ªìπ°“√≈–‡¡‘¥

À≈—°º≈ª√–‚¬™πå„π°“√»÷°…“«‘®—¬ °≈à“«§◊Õ°àÕ„Àâ‡°‘¥§«“¡

‡ ’¬À“¬µàÕ ∂“∫—π∑’ËÕ“ “ ¡—§√ —ß°—¥.

(Û) °“√»÷°…“π‚¬∫“¬‡√◊ËÕß‰¢âÀ«—¥π° ‡ªìπ°“√

»÷°…“‚¥¬„™â·∫∫ Õ∫∂“¡·≈–°“√ —¡¿“…≥å‡™‘ß≈÷°‚¥¬√–∫ÿ

µ”·Àπàß∑“ß°“√∫√‘À“√¢ÕßÕ“ “ ¡—§√ºŸâ„Àâ¢âÕ¡Ÿ≈ ´÷ËßÀ“°¡’

°“√µ’æ‘¡æå√“¬ß“π°“√«‘®—¬‚¥¬¡‘‰¥â¡’°“√ª√—∫ª√ÿß·°â‰¢‡ ’¬°àÕπ

¬àÕ¡°√–∑∫µàÕµ”·ÀπàßÀπâ“∑’Ë¢ÕßÕ“ “ ¡—§√ºŸâ„Àâ¢âÕ¡Ÿ≈‰¥â

‡π◊ËÕß®“°π‚¬∫“¬‡√◊ËÕß‰¢âÀ«—¥π°‡ªìπª√–‡¥ÁπÕàÕπ‰À« ‡æ√“–

π‚¬∫“¬¢Õß∫“ßÀπà«¬ß“πÕ“®¢—¥µàÕ¢âÕ‡∑Á®®√‘ß∑“ß«‘™“°“√.
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(Ù) °“√»÷°…“‡√◊ËÕß°“√®—¥≈”¥—∫§«“¡ ”§—≠¢Õß

ªí≠À“ ÿ¢¿“æ ‡ªìπ°“√»÷°…“‚¥¬¡’°“√ π∑π“°≈ÿà¡ ·≈–¡’Õ“ “

 ¡—§√ à«πÀπ÷Ëß‡ªìπºŸâµ‘¥‡™◊ÈÕ‡Õ™‰Õ«’ ´÷ËßÕ“®¡’ªí≠À“°“√‡ªî¥

‡º¬§«“¡≈—∫¢ÕßÕ“ “ ¡—§√  ´÷ËßÕ“®¡’º≈°√–∑∫µ“¡¡“¡“°

¡“¬.

‚¥¬∑’Ëπ—°«‘®—¬ à«π¡“° ‰¡à§ÿâπ‡§¬°—∫‡√◊ËÕß®√‘¬∏√√¡°“√

«‘®—¬„π¡πÿ…¬å ∑—Èßπ—°«‘®—¬Õ“™’æ·≈–π—°«‘®—¬Àπâ“„À¡à. ‚¥¬À≈—°

°“√·≈â« °“√«‘®—¬∑’Ë‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å®÷ß§«√‰¥â√—∫°“√

æ‘®“√≥“‡ÀÁπ™Õ∫®“°§≥–°√√¡°“√®√‘¬∏√√¡°“√«‘®—¬°àÕπ

‡ ¡Õ ·¡â‚§√ß°“√¥—ß°≈à“«®–¥Ÿ‡À¡◊Õπ‰¡à¡’§«“¡‡ ’Ë¬ßÀ√◊Õ¡’

§«“¡‡ ’Ë¬ßµË”°Áµ“¡.

°“√≈¥¿“√–ß“π¥â“π®√‘¬∏√√¡

°“√∑∫∑«π¥â“π®√‘¬∏√√¡¢Õß°“√«‘®—¬„π¡πÿ…¬å‡ªìπ

¿“√–∑—ÈßµàÕºŸâ«‘®—¬  ∂“∫—π«‘®—¬ ·≈–§≥–°√√¡°“√®√‘¬∏√√¡

°“√«‘®—¬. °“√¥”‡π‘π°“√„π à«ππ’È®÷ß§«√°√–∑”µ“¡ ¡§«√

·≈–‡À¡“– ¡. À≈—°ªØ‘∫—µ‘∑“ß “°≈„π‡√◊ËÕßπ’È§◊Õ §«√¡’°“√

·¬°·¬–°“√æ‘®“√≥“‚§√ß°“√«‘®—¬∑’Ë¡’§«“¡‡ ’Ë¬ßπâÕ¬ ·≈–„™â

«‘∏’°“√∑∫∑«π·∫∫‡√àß¥à«π.

·π«∑“ß°“√¥”‡π‘π°“√‡√◊ËÕßπ’È ¡’«‘∏’¥”‡π‘π°“√¡“µ√∞“π

(Standard Operating Procedure À√◊Õ SOP) ¢Õß “°≈ ‡™àπ

¢Õß™¡√¡®√‘¬∏√√¡°“√«‘®—¬„π¡πÿ…¬å¿“§æ◊Èπ‡Õ‡™’¬·≈–

·ª´‘øî°µ–«—πµ° (Forum for Ethical Review Commit-

tees in Asia and Western Pacific; FERCAP) °”Àπ¥‰«â

·≈–§≥–°√√¡°“√æ‘®“√≥“°“√»÷°…“«‘®—¬„π§π¥â“π°“√

·æ∑¬å·ºπ‰∑¬·≈–°“√·æ∑¬å∑“ß‡≈◊Õ°‰¥âπ”¡“ª√–¬ÿ°µå„™â(¯).

·π«∑“ß¥—ß°≈à“«·∫àß√–¥—∫§«“¡‡ ’Ë¬ß (risk categories)

‰«â‡ªìπ Û √–¥—∫ ¥—ßπ’È

Ò. §«“¡‡ ’Ë¬ßπâÕ¬ §◊Õ §«“¡‡ ’Ë¬ß∑’Ë‰¡à¡“°‰ª°«à“∑’Ë‡°‘¥

¢÷Èπ„π™’«‘µª√–®”«—π¢ÕßÕ“ “ ¡—§√∑’Ë¡’ ÿ¢¿“æª√°µ‘.

Ú. §«“¡‡ ’Ë¬ß¡“°°«à“§«“¡‡ ’Ë¬ßπâÕ¬ ·µà§“¥«à“®–¡’

ª√–‚¬™πåµàÕÕ“ “ ¡—§√∑’Ë‡¢â“√à«¡„π‚§√ß°“√«‘®—¬.

Û. §«“¡‡ ’Ë¬ß¡“°°«à“§«“¡‡ ’Ë¬ßπâÕ¬ §“¥«à“®–‰¡à¡’

ª√–‚¬™πåµàÕÕ“ “ ¡—§√∑’Ë‡¢â“√à«¡„π‚§√ß°“√«‘®—¬ ·µàÕ“®®–

‡ªìπª√–‚¬™πåµàÕ —ß§¡À√◊Õ à«π√«¡.

 ”À√—∫°“√∑∫∑«π‚§√ß√à“ß°“√«‘®—¬·∫∫‡√àß√—¥ (expe-

dited review) ¡’√“¬≈–‡Õ’¬¥«‘∏’æ‘®“√≥“·≈–«‘∏’ªØ‘∫—µ‘¥—ßπ’È

Ò. °“√√—∫‚§√ß√à“ß°“√«‘®—¬

● °√√¡°“√·≈–‡≈¢“πÿ°“√√—∫‚§√ß√à“ß°“√«‘®—¬®“°ºŸâ

«‘®—¬ æ√âÕ¡∑—Èßµ√«® Õ∫§«“¡§√∫∂â«π¢Õß‚§√ß√à“ß°“√«‘®—¬.

● ≈ß∫—π∑÷°«—π∑’Ë ∑’Ë‰¥â√—∫‚§√ß√à“ß°“√«‘®—¬·≈–®¥À¡“¬

π” àß „π ¡ÿ¥√—∫‚§√ß√à“ß°“√«‘®—¬‡æ◊ËÕæ‘®“√≥“§√—Èß·√°·≈–„π

√–∫∫∞“π¢âÕ¡Ÿ≈§Õ¡æ‘«‡µÕ√å.

Ú. °“√§—¥‡≈◊Õ°‚§√ß√à“ß°“√«‘®—¬∑’Ë®–æ‘®“√≥“·∫∫‡√àß√—¥

°√√¡°“√·≈–‡≈¢“πÿ°“√ §—¥‡≈◊Õ°‚§√ß√à“ß°“√«‘®—¬

‡æ◊ËÕæ‘®“√≥“·∫∫‡√àß√—¥ ‚¥¬¡’À≈—°‡°≥±å ¥—ßπ’È

● ‚§√ß√à“ß°“√«‘®—¬∑’Ë‡ªìπ·∫∫ Õ∫∂“¡ ·≈–‰¡à¡’§«“¡

‡ ’Ë¬ßÀ√◊Õ¡’§«“¡‡ ’Ë¬ßπâÕ¬µàÕÕ“ “ ¡—§√∑’Ë‡¢â“√à«¡„π‚§√ß°“√

«‘®—¬ √«¡∑—Èß‰¥âºà“π°“√Õπÿ¡—µ‘®“° ∂“∫—πµâπ —ß°—¥·≈â«.

● °“√¢Õª√—∫·°â‚§√ß√à“ß°“√«‘®—¬∑’Ëºà“π°“√Õπÿ¡—µ‘·≈â«

‡æ’¬ß‡≈Á°πâÕ¬.

● °“√¢Õª√—∫·°â„∫¬‘π¬Õ¡¢Õß‚§√ß√à“ß°“√«‘®—¬‡¥‘¡

∑’Ëºà“π°“√Õπÿ¡—µ‘·≈â«.

Û. ¢—ÈπµÕπ°“√æ‘®“√≥“‚§√ß√à“ß°“√«‘®—¬·∫∫‡√àß√—¥

● °√√¡°“√∑’Ë‰¥â√—∫°“√¡Õ∫À¡“¬®“°ª√–∏“π

°√√¡°“√ ®”π«π Ú-Û §π ∑∫∑«π‚§√ß√à“ß°“√«‘®—¬µ“¡

·π«∑“ß°“√æ‘®“√≥“‚§√ß√à“ß°“√«‘®—¬∑’Ë àß‡¢â“æ‘®“√≥“§√—Èß·√°.

● °√√¡°“√ Ú-Û §π æ‘®“√≥“µ—¥ ‘π.

● °√–∫«π°“√æ‘®“√≥“‚§√ß√à“ß°“√«‘®—¬·∫∫‡√àß√—¥

§«√„™â‡«≈“æ‘®“√≥“ Ò-Ú  —ª¥“Àå ·≈–‰¡à§«√π“π‡°‘π°«à“ Û

 —ª¥“Àå ¿“¬À≈—ß®“°‰¥â√—∫‚§√ß√à“ß°“√«‘®—¬.

Ù. °“√µ—¥ ‘π

● „π°√≥’æ‘®“√≥“Õπÿ¡—µ‘‚§√ß√à“ß°“√«‘®—¬ °√√¡°“√

∑’Ë∑∫∑«π π”‡ πÕª√–∏“π°√√¡°“√‡æ◊ËÕæ‘®“√≥“.

ı. °“√·®âßº≈°“√æ‘®“√≥“·°àºŸâ«‘®—¬

● °√√¡°“√·≈–‡≈¢“πÿ°“√ àß®¥À¡“¬·®âßº≈°“√

æ‘®“√≥“·°àºŸâ«‘®—¬ ‚¥¬¡’ª√–∏“π°√√¡°“√≈ßπ“¡„π®¥À¡“¬.

°“√µ—¥ ‘πÕ“®‰¥âº≈‡ªìπ°“√Õπÿ¡—µ‘„Àâ¥”‡π‘π‰¥â‡≈¬ °“√¢Õ



«“√ “√«‘®—¬√–∫∫ “∏“√≥ ÿ¢ ªï∑’Ë Ú ©∫—∫∑’Ë Ù µ§.-∏§. ÚııÒ

522

¢âÕ¡Ÿ≈‡æ‘Ë¡‡µ‘¡À√◊Õ¢Õ„Àâ¡“™’È·®ß‡æ‘Ë¡‡µ‘¡À√◊Õ‰¡àÕπÿ¡—µ‘µ“¡∑’Ë¢Õ.

ˆ. π”‡ πÕ„π∑’Ëª√–™ÿ¡§≥–°√√¡°“√œ

● ª√–∏“π°√√¡°“√ π”‚§√ß√à“ß°“√«‘®—¬∑’Ë‰¥â√—∫Õπÿ¡—µ‘

®“°°“√æ‘®“√≥“·∫∫‡√àß√—¥·®âßµàÕ∑’Ëª√–™ÿ¡§≥–°√√¡°“√œ.

®“°ª√– ∫°“√≥åºŸâ«‘®—¬„πª√–‡∑»‰∑¬ à«π¡“°‰¡à§ÿâπ

‡§¬°—∫‡√◊ËÕß®√‘¬∏√√¡°“√«‘®—¬„π¡πÿ…¬å ‡æ◊ËÕ§«“¡ª≈Õ¥¿—¬

µàÕÕ“ “ ¡—§√À√◊ÕºŸâ‡¢â“√à«¡«‘®—¬ ‚§√ß°“√„¥∑’Ë‡¢â“¢à“¬‡ªìπ

‚§√ß°“√«‘®—¬∑’Ë‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å §«√ àß„Àâ§≥–°√√¡°“√

®√‘¬∏√√¡°“√«‘®—¬„π¡πÿ…¬åæ‘®“√≥“∑∫∑«π‡ ’¬°àÕπ‡ ¡Õ.

 √ÿª

„π°“√æ—≤π“¥â“π®√‘¬∏√√¡„π°“√»÷°…“«‘®—¬‡æ◊ËÕæ—≤π“

ß“πª√–®” ‡∫◊ÈÕß·√°§«√·¬°·¬–√–À«à“ß°“√ªØ‘∫—µ‘°—∫°“√

«‘®—¬„Àâ‰¥â. ß“π„¥∑’Ë‡ªìπ°“√»÷°…“«‘®—¬∑’Ë‡°’Ë¬«¢âÕß°—∫¡πÿ…¬å

®”‡ªìπ·≈– ¡§«√‡ πÕ„Àâ§≥–°√√¡°“√®√‘¬∏√√¡°“√«‘®—¬„π

¡πÿ…¬åæ‘®“√≥“„Àâ§«“¡‡ÀÁπ™Õ∫‡ ’¬°àÕπ ‡æ◊ËÕ„Àâ¡—Ëπ„®«à“Õ“ “

 ¡—§√∑’Ë‡°’Ë¬«¢âÕß°—∫°“√«‘®—¬®–‰¥â√—∫°“√§ÿâ¡§√Õß∑—Èß»—°¥‘Ï»√’,

 ‘∑∏‘ §«“¡ª≈Õ¥¿—¬ ·≈– ÿ¢¿“«–µ“¡À≈—°®√‘¬∏√√¡ “°≈

‡°’Ë¬«°—∫°“√«‘®—¬„π¡πÿ…¬å. ·µà‡æ◊ËÕ¡‘„Àâ‡°‘¥¿“√–„π°“√

∑∫∑«π¥â“π®√‘¬∏√√¡‡°‘π ¡§«√·≈–‡°‘π§«“¡®”‡ªìπ §«√¡’

°“√æ‘®“√≥“√–¥—∫§«“¡‡ ’Ë¬ßµàÕÕ“ “ ¡—§√„π‚§√ß°“√«‘®—¬

·≈–æ‘®“√≥“„™â°“√∑∫∑«π·∫∫‡√àß¥à«πÕ¬à“ß‡À¡“– ¡.
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