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∫∑§—¥¬àÕ ª√–‡∑»‰∑¬¬—ß¡’§«“¡®”°—¥¢Õß°“√ π—∫ πÿπ°“√«‘®—¬ ‚¥¬‡©æ“–Õ¬à“ß¬‘Ëßß“π¥â“π°“√

∫√‘°“√√—°…“æ¬“∫“≈À√◊Õ¥â“π§≈‘π‘° „π¢≥–∑’ËµâÕß„™âß∫ª√–¡“≥¥â“π√—°…“æ¬“∫“≈¢Õß

ª√–‡∑»„π·µà≈–ªï‡ªìπ®”π«π¡“°  ¥—ßπ—Èπ ‡æ◊ËÕ≈¥§à“„™â®à“¬ ‡æ‘Ë¡ª√– ‘∑∏‘¿“æ°“√√—°…“æ¬“∫“≈

·≈–æ—≤π“»—°¬¿“æ¥â“π°“√«‘®—¬∑“ß§≈‘π‘°„Àâæ÷Ëßµπ‡Õß¥â“π°“√·æ∑¬å„πª√–‡∑»‰¥â ®÷ß‰¥â

‡°‘¥‡§√◊Õ¢à“¬«‘®—¬§≈‘π‘° À ∂“∫—π ‚¥¬§«“¡√à«¡¡◊Õ√–À«à“ß°≈ÿà¡ ∂“∫—π·æ∑¬»“ µ√å·Ààß

ª√–‡∑»‰∑¬·≈– ∂“∫—π«‘®—¬√–∫∫ “∏“√≥ ÿ¢ ‡æ◊ËÕ‡Õ◊ÈÕÕ”π«¬°“√«‘®—¬∑“ß§≈‘π‘° §◊Õ ∑”„Àâ

‡°‘¥°“√√à«¡∑ÿπ π—∫ πÿπß“π«‘®—¬ ¡’«—≤π∏√√¡°“√∑”ß“π«‘®—¬√à«¡°—πÕ¬à“ß√“∫√◊Ëπ ¿“¬„µâ

°√Õ∫¢âÕµ°≈ß·≈–°µ‘°“°“√∑”ß“π√à«¡°—π °”Àπ¥Àπâ“∑’Ë§«“¡√—∫º‘¥™Õ∫ ¡’π‚¬∫“¬°“√µ’

æ‘¡æåÀ√◊Õ ‘∑∏‘¥â“π∑√—æ¬å ‘π∑“ßªí≠≠“ ‚¥¬∑’¡·æ∑¬åºŸâ‡™’Ë¬«™“≠‡©æ“–∑“ß°”Àπ¥À—«¢âÕ

«‘®—¬®“°ªí≠À“«‘°ƒµ¥â“π°“√√—°…“æ¬“∫“≈ ·≈â«„™âß“π‚§√ß°“√«‘®—¬·∫∫ À ∂“∫—π„π°“√

µÕ∫ªí≠À“‡æ◊ËÕπ”‰ª„™âª√–‚¬™πå ‚¥¬„™â√Ÿª·∫∫ß“π«‘®—¬∑’Ë‰¡à´—∫ ấÕπ ‡™àπ °“√∑”

‚§√ß°“√∑–‡∫’¬π‚√§ æ√âÕ¡∑—Èß„™â‚§√ß°“√‡ªìπ‡ß◊ËÕπ‰¢„π°“√ √â“ß§«“¡ —¡æ—π∏å¢Õß°≈ÿà¡

π—°«‘®—¬·≈–æ—≤π“√–∫∫°“√ª√–°—π§ÿ≥¿“æ¢âÕ¡Ÿ≈‚§√ß°“√«‘®—¬µàÕ‡π◊ËÕß πÕ°®“°π’È¬—ß

‡ªìπ°“√æ—≤π“»—°¬¿“æ¥â“π°“√∫√‘À“√®—¥°“√ß“π«‘®—¬¢Õß‡§√◊Õ¢à“¬«‘®—¬‡©æ“–‚√§ ‡™àπ ‡°‘¥

∑’¡ºŸâ∫√‘À“√ß“π«‘®—¬ ‡°‘¥°“√®—¥°“√„Àâ¡’Àπà«¬∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈∑’Ë¡’°“√æ—≤π“‡æ√“–¡’

‚§√ß°“√«‘®—¬∑’ËµàÕ‡π◊ËÕß ‡æ◊ËÕ√Õß√—∫ß“π¥â“π¢âÕ¡Ÿ≈·≈–°“√«‘‡§√“–Àå∑“ß ∂‘µ‘ «“ß‡ªÑ“À¡“¬

„π°“√æ—≤π“√–∫∫°“√∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈·≈– π—∫ πÿπ¥â“π ∂‘µ‘·°à∑’¡π—°«‘®—¬ ¥â«¬°“√

 √â“ß‡§√◊Õ¢à“¬π—°∫√‘À“√®—¥°“√·≈–«‘‡§√“–Àå¢âÕ¡Ÿ≈ß“π«‘®—¬ ∑—Èßπ’È‰¥â∑”¢âÕµ°≈ß§«“¡‡¢â“„®

√à«¡°—π°—∫ ∂“∫—π∑’Ë¡’ª√– ∫°“√≥å„π¥â“ππ’È„πµà“ßª√–‡∑»‡æ◊ËÕ àßºŸâ‡™’Ë¬«™“≠¡“√à«¡®—¥

°‘®°√√¡∑“ß«‘™“°“√‡ªìπª√–®” πÕ°®“°π’È‡§√◊Õ¢à“¬œ ¬—ß‰¥âæ—≤π“√–∫∫∑’Ë√—∫ª√–°—π

§ÿ≥¿“æ¢Õß¢âÕ¡Ÿ≈µ“¡·π«∑“ß∑’Ë‡ªìπ “°≈ ∫∑‡√’¬π®“°ª√– ∫°“√≥åµà“ß Ê ‡À≈à“π’È‰¥â

°≈“¬‡ªìπæ◊Èπ∞“π ”§—≠ ”À√—∫°“√«‘®—¬·∫∫ À ∂“∫—πµàÕ¬Õ¥∑’Ë´—∫´âÕπ„π√Ÿª·∫∫·≈–°“√

∫√‘À“√®—¥°“√‡æ◊ËÕπ”‰ª Ÿà°“√«‘®—¬·∫∫°“√∑¥≈Õß∑“ß§≈‘π‘° ”À√—∫°“√»÷°…“¥â“π‡«™¿—≥±å
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Abstract National Multicenter Clinical Research System : Experience from Clinical
Research Collaboration Network - CRCN (Part I)
Piyatat Tasanavivat*, Ram Rangsin*, Suthee Ratanamongkolkul*, Aroon
Chirawatkul*, Lily Ingsrisawang*
*Clinical Research Collaboration Network (CRCN)

Thailand has been facing a crucial situation of insufficient support on re-
search work especially those for health care services or clinics.  This results in the
high expenditure of the nation on curing and nursing with significant incremen-
tal rate year on year.  In order to maximize the effectiveness of health care with
less spending and improve the capability of clinical research leading to the self
reliance on the national medical system, Clinical Research Collaboration Net-
work (CRCN) or the research network of the Consortium of Thai Medical Schools
and Health System Research Institute - HSRI, was established. With the objec-
tive to facilitate the multicenter clinical research projects, the network has been
promoting the joint venture in research investment and encouraging healthy re-
lationship among investigators by having pre-agreements on governance, data
ownership and authorship issues, and the scope of responsibility and authority
of each member of the team.

The research topics are primarily driven by clinical experts’ main interest
which is based on direct working experiences. In order to lessen the collabora-
tive burden and difficulties, CRCN encourages investigators to conduct a simple
design study, for example, Disease Registry, and focuses substantially on the
data quality assurance and team building.  As a result, the team spirit of the team
members is also enriched and strengthened, in addition to the improvement of
data quality control.

Moreover, the collaborative research management capacities are also en-
hanced as more research management team is built; data management unit is
constantly improved in data management and statistical analysis skills, working
through on-going projects.  Networking of data management and statistical analy-
sis was established, a memorandum of understanding was signed with the Uni-
versity of North Carolina. Subsequently, data management experts have regular
communication with Thai counterparts and visited the sites of the CRCN projects
annually to help in the areas of local data management and capacity develop-
ment on statistics.  This also led to quality assurance of multicenter clinical re-
search conducted locally.

The CRCN experiences, will serve as the convincing examples and foun-
dation for the more sophisticated new or extended multicenter clinical research
projects, especially the clinical trials on new local medical products and search-
ing for new clinical investigative tools to improve health under the local Thai
context in the future.

∫∑π”

“√∫√‘°“√∑“ß°“√·æ∑¬å‡ªìπµâπ∑ÿπ∑’Ë ”§—≠„π√–∫∫ “∏“√≥ ÿ¢¢Õßª√–‡∑» ®“°°“√„™â‡∑§‚π‚≈¬’°“√«‘π‘®©—¬

 ·≈–°“√√—°…“ ß∫ª√–¡“≥‡æ◊ËÕ°“√∫√‘°“√∑“ß°“√·æ∑¬å·≈– “∏“√≥ ÿ¢¢Õßª√–™“°√ §“¥«à“∑—Èß®“°∑“ß

µ√ß·≈–∑“ßÕâÕ¡‰¡àµË”°«à“ 200,000 ≈â“π∫“∑µàÕªï„πªí®®ÿ∫—π §‘¥‡ªìπª√–¡“≥√âÕ¬≈– 3 ¢Õßº≈‘µ¿—≥±å¡«≈

√«¡ª√–™“™“µ‘¢Õß‰∑¬„πªï 2546 ∑’Ëª√–¡“≥ 6.5 ≈â“π≈â“π∫“∑ ‚¥¬¡’·π«‚πâ¡ Ÿß¢÷Èπ∑ÿ°ªï„π™à«ß 5 ªï∑’Ëºà“π¡“

¡’°“√π”¬“‡¢â“ª√–‡∑»‡æ‘Ë¡¡“°¢÷Èπª√–¡“≥ 2 ‡∑à“ ·≈–¡’¡Ÿ≈§à“¡“°°«à“ªï≈– 30,000 ≈â“π∫“∑(1) °“√≈ß∑ÿπ„Àâ

√–∫∫«‘®—¬∑“ß¥â“π°“√·æ∑¬å‡æ◊ËÕ‡æ‘Ë¡ª√– ‘∑∏‘¿“æ ª√– ‘∑∏‘º≈À√◊Õ§ÿ≥¿“æ°“√∫√‘°“√∑“ß§≈‘π‘°  √â“ß§«“¡

§ÿâ¡§à“¥â“π —ß§¡·≈–‡»√…∞°‘® ·≈– √â“ß§«“¡√Ÿâ∑“ß§≈‘π‘°∑’Ë‡À¡“– ¡°—∫∫√‘∫∑¢Õßª√–‡∑» ®÷ß‡ªìπ§«“¡®”‡ªìπ

°
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Õ¬à“ßÀπ÷Ëß

ªí®®ÿ∫—π°“√«‘®—¬∑“ß§≈‘π‘°∑’Ë‡ªìπ·∫∫ À ∂“∫—ππ—Èπ‡ªìπ§«“¡®”‡ªìπ ¢âÕ¡Ÿ≈®“°°“√»÷°…“ “¡“√∂π”

‰ª„™â‰¥â„π«ß°«â“ß·≈–∑—π ¡—¬ ‡π◊ËÕß®“°„™â¢π“¥µ—«Õ¬à“ß®”π«π¡“°·≈–¥”‡π‘π°“√‰¥â ”‡√Á®„π‡«≈“∑’Ë —Èπ≈ß

‡¡◊ËÕ‡ª√’¬∫‡∑’¬∫°—∫°“√»÷°…“∑’Ë¥”‡π‘π°“√‚¥¬ ∂“∫—π‡¥’¬« πÕ°®“°π—Èπ¬—ß™à«¬„Àâ “¡“√∂π”‡ πÕ¢âÕ¡Ÿ≈∑’Ë

À≈“°À≈“¬  àßº≈„Àâ‰¥â¢âÕ¡Ÿ≈∑’Ë‡ªìπµ—«·∑π¢Õßª√–™“°√‰¥â ·≈–¬—ß· ¥ß∂÷ß§«“¡‡À¡◊ÕπÀ√◊Õ§«“¡·µ°µà“ß

¢Õß¢âÕ¡Ÿ≈√–À«à“ß ∂“∫—π ´÷Ëß®–™à«¬ √â“ß·π«§«“¡§‘¥∑ƒ…Æ’„π°“√Õ∏‘∫“¬ª√“°Ø°“√≥åµà“ß Ê ‰¥âßà“¬¢÷Èπ

°“√«‘®—¬∑“ß§≈‘π‘°∑’Ë‡ªìπ·∫∫ À ∂“∫—π‡ªìπß“π«‘®—¬µâÕß°“√°“√∫√‘À“√®—¥°“√‡©æ“–µ—«·≈–¡’

°√–∫«π°“√¥”‡π‘π°“√‡ªìπ “°≈∑’Ëæ—≤π“µ≈Õ¥‡«≈“ °“√¥”‡π‘π‚§√ß°“√µâÕß‡ªìπ‰ªµ“¡·π«∑“ß°“√ªØ‘∫—µ‘

∑“ß§≈‘π‘°∑’Ë¥’ (WHO-GCP À√◊Õ ICH-GCP)(2) ·π«‚πâ¡¢Õß‚≈°ªí®®ÿ∫—π ·¡â„πª√–‡∑»∑’Ë¡’§«“¡‡¢â¡·¢Áß·≈–

æ√âÕ¡∑“ß¥â“π«‘®—¬ Ÿß ‡™àπ  À√—∞Õ‡¡√‘°“∂÷ß·¡â¡’ß“π«‘®—¬¥â“π«‘∑¬“»“ µ√å°“√·æ∑¬å‡°‘¥¢÷Èπ¡“°¡“¬ °Á¬—ß‡ÀÁπ

§«“¡®”‡ªìπ∑’Ë®–µâÕßÀ“«‘∏’°“√‡æ‘Ë¡ª√–‚¬™πå®“°°“√«‘®—¬∑“ß§≈‘π‘°¢Õßª√–‡∑»‡ªìπ‡∑à“∑«’§Ÿ≥ ‡æ◊ËÕ„Àâ‡°‘¥

§«“¡ª≈Õ¥¿—¬µàÕ ÿ¢¿“æ¢Õß “∏“√≥™π ·≈–¡’°“√∫√‘À“√®—¥°“√Õ¬à“ß¡’ª√– ‘∑∏‘¿“æ·≈–ª√– ‘∑∏‘º≈ ‚¥¬¡’

ºŸâ‡ πÕ„Àâ¡’°“√®—¥«“ß√–∫∫‡™‘ß∏ÿ√°‘®√à«¡√–À«à“ßÕß§å°√ “∏“√≥–·≈–Õß§å°√‡Õ°™π (National Clinical Re-

search Enterprise, NCRE)(3) À≈“¬ª√–‡∑»„Àâ§«“¡ ”§—≠°—∫°“√ √â“ß»—°¬¿“æ¥â“ππ’È ‡æ◊ËÕ ÿ¢¿“æ¢Õß

ª√–™“™π ·≈–§«“¡¡—Ëß§—Ëß¢Õßª√–‡∑» ‡™àπ National Institute of Health ¢Õß À√—∞Õ‡¡√‘°“(4), UK Clinical

Research Collaboration (CRC)(5) ¢Õß À√“™Õ“≥“®—°√  πÕ°®“°π’È¬—ß¡’°“√ √â“ß§«“¡√à«¡¡◊Õ„π√Ÿª‡§√◊Õ-

¢à“¬«‘®—¬¡“°¡“¬ ∑—Èßªí≠À“‚√§∑’Ëæ∫∫àÕ¬À√◊Õ‚√§∑’ËÀ“¬“°

„πª√–‡∑»‰∑¬π—Èπ¡’°“√»÷°…“∂÷ß√–∫∫°“√«‘®—¬√–∫∫ ÿ¢¿“æ„π¿“æ√«¡„π°“√»÷°…“«‘®—¬ ç√Ÿª·∫∫

·≈–°≈‰°°“√®—¥°“√¢Õß√–∫∫«‘®—¬ ÿ¢¿“æ∑’Ëæ÷ßª√– ß§å¢Õßª√–‡∑»‰∑¬é ‚¥¬ ®‘√ÿµ¡å »√’√—µπ∫—≈≈å ·≈–

¿“«‘°“ ªî¬¡“æ√™—¬(6) ´÷Ëßæ∫Õß§åª√–°Õ∫µà“ß Ê ¢Õß°“√«‘®—¬∑’Ë‡™◊ËÕ¡‚¬ß°—π ‰¥â·°à °“√®—¥°“√§«“¡µâÕß°“√

°“√«“ß·ºπ °“√Õ”π«¬°“√ °“√®—¥‚§√ß √â“ß·≈–√–∫∫ß“π °“√ √â“ß¢’¥§«“¡ “¡“√∂·≈– π—∫ πÿπ °“√

ª√–¬ÿ°µå·≈–„™âª√–‚¬™πå ·≈–°“√ª√–‡¡‘πº≈·≈–°”°—∫¥Ÿ·≈ ´÷Ëß√–∫∫°“√«‘®—¬§≈‘π‘° À ∂“∫—π°Á§ß®–µâÕß

¬÷¥°√Õ∫π’È„π°“√æ‘®“√≥“‡∫◊ÈÕßµâπ‡æ◊ËÕæ—≤π“ß“π«‘®—¬§≈‘π‘°·∫∫ À ∂“∫—π‡æ◊ËÕ √â“ß√–∫∫¢Õßª√–‡∑»‰∑¬

ç‡§√◊Õ¢à“¬«‘®—¬§≈‘π‘° À ∂“∫—πé ®—¥µ—Èß¢÷Èπ„π≈—°…≥–¢Õß‚§√ß°“√«‘®—¬‡æ◊ËÕ»÷°…“·≈–æ—≤π“√–∫∫

°“√«‘®—¬·∫∫ À ∂“∫—π ‚¥¬‡√‘Ë¡µâπ®“°°“√‡ªìπ‚§√ß°“√∑’Ë‰¥â√—∫∑ÿπ π—∫ πÿπ„π≈—°…≥–‡ªìπ√“ß«—≈ International

Health Research Awards ®“°¡Ÿ≈π‘∏‘√ÁÕ§°’È‡ø≈‡≈Õ√å „πªï 2543 ´÷Ëß„πªïµàÕ¡“®—¥µ—Èß¢÷Èπ‡ªìπ‡§√◊Õ¢à“¬„π™◊ËÕ

ç‡§√◊Õ¢à“¬ª√– “πß“π«‘®—¬§≈‘π‘° À ∂“∫—πé (Collaborative Research Coordination Network) ¿“¬„µâ

°“√ π—∫ πÿπ‡∫◊ÈÕßµâπ®“°°≈ÿà¡ ∂“∫—π·æ∑¬»“ µ√å·Ààßª√–‡∑»‰∑¬·≈– ∂“∫—π«‘®—¬√–∫∫ “∏“√≥ ÿ¢

‡π◊ËÕß®“°ß“π«‘®—¬¢Õß‡§√◊Õ¢à“¬œ ‡ªìπß“π«‘®—¬„π‚√ßæ¬“∫“≈ ®÷ß‰¥â‡ª≈’Ë¬π™◊ËÕ‡æ◊ËÕ§«“¡‡À¡“– ¡‡ªìπ ç‡§√◊Õ

¢à“¬«‘®—¬§≈‘π‘° À ∂“∫—πé (Clinical Research Collaboration Network: CRCN) µàÕ¡“ ”π—°ß“π§≥–

°√√¡°“√«‘®—¬·Ààß™“µ‘‰¥â π—∫ πÿπ ‚¥¬¡’‡ªÑ“À¡“¬„Àâ®—¥°“√‡§√◊Õ¢à“¬‡æ◊ËÕ √â“ß§«“¡√Ÿâ∑“ß¥â“π§≈‘π‘°‡æ◊ËÕ„Àâ

¥Ÿ·≈ºŸâªÉ«¬Õ¬à“ß¡’§ÿ≥¿“æ·≈–æ—≤π“¢’¥§«“¡ “¡“√∂„π°“√®—¥°“√¢âÕ¡Ÿ≈°“√«‘®—¬ °“√¥”‡π‘πß“π¢Õß‡§√◊Õ-

¢à“¬¡’§≥–∑”ß“π à«π°≈“ß‡ªìπºŸâª√– “πß“π·≈–∑’¡π—°«‘®—¬®“°Õß§å°√«‘™“™’æ·æ∑¬å√à«¡‡ªìπ ¡“™‘° ¢≥–π’È

ª√–°Õ∫¥â«¬ ¡“™‘°π—°«‘®—¬∑’Ë‡ªìπ·æ∑¬å·≈– “¢“°“√·æ∑¬åÕ◊Ëπ Ê ∑’Ë√«¡°—π‡ªìπ ‡§√◊Õ¢à“¬«‘®—¬§≈‘π‘° (Clini-
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cal Research Network) ®”π«π 14 ‡§√◊Õ¢à“¬ ¡’‚§√ß°“√«‘®—¬∑—Èß∑’Ë¥”‡π‘π°“√·≈â«·≈–°”≈—ß¥”‡π‘π°“√∑—Èß ‘Èπ

30 ‚§√ß°“√ ª√–°Õ∫¥â«¬π—°«‘®—¬®”π«π 212 §π ®“° 57 Àπà«¬«‘®—¬∑“ß§≈‘π‘°·≈–∑’¡ºŸâª√– “πß“π

‚§√ß°“√·≈–ºŸâ™à«¬π—°«‘®—¬Õ’°°«à“√âÕ¬§π°√–®“¬µ“¡‚√ßæ¬“∫“≈µà“ß Ê ∑ÿ°√–¥—∫„πª√–‡∑»

√“¬ß“ππ’È‰¥â°≈à“«∂÷ßª√– ∫°“√≥å¢Õß°“√¥”‡π‘πß“π‡§√◊Õ¢à“¬ CRCN µ—Èß·µà°“√®—¥À“∑ÿπ«‘®—¬‰ª

®π∂÷ß°“√µ‘¥µ“¡·≈–ª√–‡¡‘πº≈‚§√ß°“√

1. √–∫∫°“√„Àâ∑ÿπ·≈–°“√®—¥≈”¥—∫§«“¡ ”§—≠¢Õß‚§√ß°“√

1.1  ¿“æ√–∫∫°“√„Àâ∑ÿπ°“√«‘®—¬§≈‘π‘°„πªí®®ÿ∫—π

‚¥¬∑—Ë«‰ª·≈â«ª√–‡∑»∑’Ë°”≈—ßæ—≤π“ ‡™àπ ª√–‡∑»‰∑¬ µâÕß≈ß∑ÿπ¥â“π°“√«‘®—¬„πªí≠À“¢Õßª√–‡∑»

‡ªìπ à«π„À≠à‡Õß ·¡âß∫ª√–¡“≥¥â“π°“√«‘®—¬¢Õßª√–‡∑»‡À≈à“π’È¡’πâÕ¬ ·µà°“√„™â‡ß‘π°Á¡—°®–‰¡à¡’ª√– ‘∑∏‘¿“æ

‡π◊ËÕß®“°°“√≈ß∑ÿπ¥â“π°“√«‘®—¬¡—°®–‰¡à —¡æ—π∏å°—∫§«“¡µâÕß°“√¢Õßª√–‡∑» „π¢≥–∑’Ë·À≈àß∑ÿπµà“ßª√–‡∑»

¡’§«“¡ π„®„πªí≠À“ ÿ¢¿“æ„À≠à‰¡à°’Ëªí≠À“  ·µà·À≈àß∑ÿπ‡À≈à“π’È°≈—∫¡’Õ‘∑∏‘æ≈µàÕ∑‘»∑“ß¢Õßß“π«‘®—¬¢Õß

π—°«‘®—¬„πª√–‡∑»‡À≈à“π’È¡“°  ´÷Ëß¬—ßº≈„Àâ‡°‘¥°“√‡∫’Ë¬ß‡∫π§«“¡ π„®¢Õßπ—°«‘®—¬ ·≈–∑‘»∑“ß°“√«‘®—¬¢Õß

ª√–‡∑» §◊Õ‰¡à πÕßµàÕªí≠À“ ÿ¢¿“æ∑’Ë ”§—≠·≈–‡√àß¥à«π(7) „πª√–‡∑»‰∑¬¡’·À≈àß∑ÿπ π—∫ πÿπß“π«‘®—¬ ÿ¢¿“æ

À≈“¬·Ààß ·µà¡’‡ªÑ“À¡“¬¢ÕßÕß§å°√·µ°µà“ß°—π·¡â®–Õ¬Ÿà¿“¬„π°√Õ∫·ºπæ—≤π“‡»√…∞°‘®·≈– —ß§¡·Ààß™“µ‘

∑’Ë¡ÿàßæ—≤π“·≈– √â“ß§«“¡¬—Ëß¬◊π¥â“π§«“¡ “¡“√∂∑“ß‡∑§‚π‚≈¬’„π°“√·°âªí≠À“§«“¡¬“°®π °“√‡æ‘Ë¡

§ÿ≥¿“æ™’«‘µ·≈– ‘Ëß·«¥≈âÕ¡ °“√æ—≤π“°”≈—ß§π·≈–∑√—æ¬“°√°“√«‘®—¬ „π¿“æ√«¡Õ—µ√“ à«π∑ÿπ π—∫ πÿπ

¥â“π«‘®—¬·≈–æ—≤π“‡ªìπ‡æ’¬ß√âÕ¬≈– 0.57 ¢Õßß∫ª√–¡“≥√“¬®à“¬¢Õß¿“§√—∞ „π®”π«ππ’È‡æ’¬ß√âÕ¬≈– 10.20

‡ªìπß∫ª√–¡“≥«‘®—¬¥â“π ÿ¢¿“æ ·≈–ª√–¡“≥§√÷ËßÀπ÷Ëß  ”À√—∫ π—∫ πÿπß“π«‘®—¬¥â“π«‘∑¬“»“ µ√å°“√

·æ∑¬å(8) §ß‡À≈◊Õ‡ªìπ à«ππâÕ¬ ”À√—∫ß“π«‘®—¬∑“ß§≈‘π‘° „π¿“æ√«¡·≈â«ª√–¡“≥ Õß„π “¡¢Õßß∫ª√–¡“≥

ß“π«‘®—¬∑“ß ÿ¢¿“æ‰¥â®“° ”π—°ß“π§≥–°√√¡°“√«‘®—¬·Ààß™“µ‘  ”π—°ß“π°Õß∑ÿπ π—∫ πÿπ«‘®—¬ ( °«.)

 ∂“∫—π«‘®—¬√–∫∫ “∏“√≥ ÿ¢ ( «√ .) ·≈–°√–∑√«ß “∏“√≥ ÿ¢√«¡°—π ∑’Ë‡À≈◊Õ‰¥â®“° ∂“∫—π°“√»÷°…“µà“ß Ê

(9%) √—∞«‘ “À°‘® (9%) Õß§å°√‡Õ°™π (10%) ·≈–Õß§å°√·À≈àß∑ÿπµà“ßª√–‡∑» (7%)(7)

1.2 °“√¥”‡π‘πß“π¥â“π√–∫∫°“√„Àâ∑ÿπ

‡§√◊Õ¢à“¬«‘®—¬§≈‘π‘° À ∂“∫—π ®÷ß‰¥â«“ß√–∫∫°“√ π—∫ πÿπ°“√«‘®—¬§≈‘π‘° À ∂“∫—π∑’ËµâÕß°“√

µ“¡¢—ÈπµÕπ¥—ßπ’È

1.2.1  √â“ß‡§√◊Õ¢à“¬µ—«·∑π¢Õß∑’¡π—°«‘®—¬∑’Ë‡ªìπ ¡“™‘°¢Õß√“™«‘∑¬“≈—¬  ¡“§¡ ™¡√¡

«‘™“™’æ·æ∑¬åºŸâ‡™’Ë¬«™“≠‡©æ“–∑“ß ‡æ◊ËÕ„Àâ‡ªìπ∑’Ë¬Õ¡√—∫·≈– àß‡ √‘¡„Àâ‡§√◊Õ¢à“¬«‘®—¬¢ÕßÕß§å°√«‘™“™’æ‡™◊ËÕ¡-

‚¬ß°—∫«ß°“√«‘®—¬√–¥—∫π“π“™“µ‘

1.2.2 °”Àπ¥‡ªÑ“À¡“¬‚§√ß°“√«‘®—¬√à«¡°—∫∑’¡·æ∑¬å‡™’Ë¬«™“≠‡©æ“–∑“ß ‚¥¬√–∫ÿªí≠À“

 ”§—≠∑’Ë§«√»÷°…“«‘®—¬ ‡æ◊ËÕÀ“∑“ß∫√√‡∑“ªí≠À“¢ÕßºŸâªÉ«¬

1.2.3 ·ºπ°“√À“∑ÿπ „π√–¬–·√°¡ÿàß∑’Ë·À≈àß∑ÿπ„πª√–‡∑» ·≈–„™â√–∫∫°“√√à«¡∑ÿπ π—∫ πÿπ

√–À«à“ß·À≈àß∑ÿπ∑’Ë®–‰¥âª√–‚¬™πå®“°º≈ß“π«‘®—¬ „π‚§√ß°“√ 4 ªï∑’Ë‡§√◊Õ¢à“¬‡ πÕ¢Õ√—∫°“√ π—∫ πÿππ—Èπ
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ª√–°Õ∫¥â«¬À≈“¬‚§√ß°“√¬àÕ¬∑’Ë§√Õ∫§≈ÿ¡¥â“πµà“ßÊ ¢Õß∑—Èß√–∫∫°“√«‘®—¬§≈‘π‘° À ∂“∫—π §◊Õ ¥â“π

‚§√ß°“√«‘®—¬§≈‘π‘° À ∂“∫—π¢Õß·µà≈–∑’¡ °“√®—¥√–∫∫°“√∫√‘À“√®—¥°“√ß“π«‘®—¬„π‡§√◊Õ¢à“¬œ °“√∫√‘À“√

®—¥°“√§ÿ≥¿“æ¢Õß¢âÕ¡Ÿ≈ °“√ √â“ß√–∫∫√Õß√—∫°“√∑”«‘®—¬§≈‘π‘° À ∂“∫—π·∫∫∑¥≈Õß (clinical trial) °“√

æ—≤π“§«“¡‡¢â¡·¢Áß¢Õß√–∫∫°“√µ‘¥µ“¡ª√–‡¡‘π‡æ◊ËÕæ—≤π“§ÿ≥¿“æß“π«‘®—¬ ‡¡◊ËÕ‡§√◊Õ¢à“¬œ ·≈– ¡“™‘°¡’

º≈ß“π·≈â« ®– “¡“√∂π”‰ª Ÿà°“√∑”‚§√ß°“√«‘®—¬√à«¡°—∫·À≈àß∑ÿπ·≈–π—°«‘®—¬„πµà“ßª√–‡∑»µàÕ‰ª

1.2.4 „π°“√¥”‡π‘π°“√‡æ◊ËÕ‡æ‘Ë¡§ÿ≥§à“¢Õßß“π«‘®—¬ ‡§√◊Õ¢à“¬œ ‰¥â°”Àπ¥°√–∫«π°“√æ—≤π“

‡æ‘Ë¡‡µ‘¡¥—ßπ’È °“√∫√‘À“√®—¥°“√ß∫ª√–¡“≥ à«π°≈“ß‡æ◊ËÕ √â“ß§«“¡‡¢â¡·¢Áß·≈–∫√‘À“√ß∫ª√–¡“≥Õ¬à“ß¡’

ª√– ‘∑∏‘¿“æ¢Õß‡§√◊Õ¢à“¬œ ‚¥¬‡©æ“–„π°‘®°√√¡√à«¡ ‡™àπ ¥â“π°“√∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈ °“√ª√–™ÿ¡√à«¡¢Õß

‚§√ß°“√«‘®—¬¬àÕ¬ ·≈–‰¥â π—∫ πÿπ„Àâ∑’¡«‘®—¬¥â“π‡»√…∞»“ µ√å§≈‘π‘° ·≈–π—°«‘®—¬¥â“π§ÿ≥¿“æ™’«‘µ‡¢â“√à«¡

∑’¡«‘®—¬ ‡æ◊ËÕ„Àâß“π«‘®—¬§√Õ∫§≈ÿ¡ª√–‡¥Áπ¥â“π§«“¡§ÿâ¡§à“ §«“¡ Ÿ≠‡ ’¬∑“ß‡»√…∞°‘®·≈– —ß§¡ µ“¡§«“¡

µâÕß°“√¢Õß·À≈àß∑ÿπ·≈–°“√ π—∫ πÿπ∑’ËµàÕ‡π◊ËÕß

1.3 º≈°“√¥”‡π‘πß“π„π¥â“π°“√ª√– “π·À≈àß∑ÿπ

„π™à«ßÀπ÷Ëßªï¢Õß°“√æ—≤π“√–∫∫«‘®—¬§≈‘π‘° À ∂“∫—π ‰¥â‡°‘¥°“√æ—≤π“¢’¥§«“¡ “¡“√∂¢Õß

√–∫∫°“√«‘®—¬§≈‘π‘° À ∂“∫—π„πª√–‡∑»¡“°¢÷Èπ ¥—ßµàÕ‰ªπ’È

1.3.1 ª√– “πß“π°—∫π—°«‘®—¬µà“ßª√–‡∑»∑’Ë¡’‚§√ß°“√«‘®—¬§≈â“¬°—∫‚§√ß°“√¢Õß∑’¡π—°«‘®—¬

¢Õß‡§√◊Õ¢à“¬œ ‚¥¬µâÕß°“√„Àâ‡°‘¥°“√√à«¡‚§√ß°“√«‘®—¬∑—Èß„πªí®®ÿ∫—π·≈–Õπ“§µ ¡’°“√√à«¡≈ß∑ÿπ ·≈°-

‡ª≈’Ë¬πª√– ∫°“√≥å¥â“π°“√«‘®—¬ °“√æ—≤π“∫ÿ§≈“°√¥â“π«‘®—¬ ‚¥¬¢≥–π’È¡’°“√ª√– “πß“π§«“¡√à«¡¡◊Õ¥â“π

°“√«‘®—¬°—∫ Population Health Research Institution, McMaster University, Hamilton, Canada Õ¬Ÿà

2 ‚§√ß°“√

1.3.2 ∑”¢âÕµ°≈ß∫—π∑÷°§«“¡®”‡ªìπ¥â“π§«“¡√à«¡¡◊Õ°—∫µà“ßª√–‡∑» „π°“√∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈

°“√√à«¡«‘®—¬ °“√¡’π—°»÷°…“ª√‘≠≠“‡Õ°‡¢â“√à«¡√—∫º‘¥™Õ∫„π¥â“π¢âÕ¡Ÿ≈ ·≈–°“√∫√‘À“√®—¥°“√‚§√ß°“√«‘®—¬

§≈‘π‘° À ∂“∫—π ‚¥¬¢≥–π’È‰¥â¡’°“√≈ßπ“¡„π¢âÕµ°≈ß√–À«à“ß‡§√◊Õ¢à“¬«‘®—¬§≈‘π‘° À ∂“∫—π °—∫ University

of North Carolina ·≈â«‡¡◊ËÕª≈“¬‡¥◊Õπ∏—π«“§¡ 2549

1.3.3 ‰¥âª√– “π¢Õ√—∫°“√ π—∫ πÿπ®“° Thailand Center of Excellence in Life Sciences

(TCELS) ‡æ◊ËÕ„Àâπ—°«‘®—¬√–¥—∫ postdoctoral fellow ‰¥âΩñ°ß“π°—∫‡§√◊Õ¢à“¬œ ‡ªìπ‡«≈“Àπ÷Ëßªï (æ.». 2550)

‡ªìπ°“√æ—≤π“∫ÿ§§≈“°√„Àâæ√âÕ¡ √â“ß√–∫∫°“√∫√‘À“√®—¥°“√ß“π«‘®—¬§≈‘π‘°‡¢â“ Ÿà√–¥—∫¡“µ√∞“π “°≈

1.3.4 ‡§√◊Õ¢à“¬œ ‰¥âª√– “π°—∫»Ÿπ¬å§«“¡‡ªìπ‡≈‘»¥â“π™’««‘∑¬“»“µ√å¢Õßª√–‡∑»‰∑¬  (TCELS)

§≥–·æ∑¬»“ µ√å ·≈– ∂“∫—π«‘®—¬«‘∑¬“»“ µ√å°“√·æ∑¬å ¡À“«‘∑¬“≈—¬‡™’¬ß„À¡à ∑”‚§√ß°“√√à«¡‡æ◊ËÕ®—¥µ—Èß

contract research organization ∑’Ë “¡“√∂æ—≤π“‡ªìπÀπà«¬∏ÿ√°‘® (business unit) ¢Õßß“π«‘®—¬§≈‘π‘°

·∫∫∑¥≈Õß‡æ◊ËÕµàÕ¬Õ¥º≈º≈‘µ¢Õßß“π«‘®—¬∑“ß¥â“π™’«‚¡‡≈°ÿ≈·≈–ß“π«‘®—¬§≈‘π‘°·∫∫∑¥≈Õßµ“¡§«“¡

µâÕß°“√¢Õßª√–‡∑»

1.3.5 „π∞“π–‡§√◊Õ¢à“¬µ—«·∑π¢Õß°≈ÿà¡ ∂“∫—π·æ∑¬»“ µ√å·Ààßª√–‡∑»‰∑¬‰¥â√à«¡°—∫

Õß§å°√µà“ßÊ ™¡√¡®√‘¬∏√√¡°“√«‘®—¬„π§π„πª√–‡∑»‰∑¬ (Forum for Ethical Review Committees in
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Thailand, FERCIT) °√–∑√«ß “∏“√≥ ÿ¢ Õß§å°“√Õ“À“√·≈–¬“ TCELS ·≈–Àπà«¬«‘®—¬§≈‘π‘°‚√ß-

æ¬“∫“≈∫”√ÿß√“…Ø√å º≈—°¥—π„Àâ‡°‘¥°≈‰°°“√æ‘®“√≥“√—∫√Õß¥â“π®√‘¬∏√√¡°“√«‘®—¬∑’Ë à«π°≈“ß ‚¥¬¡’§≥–

°√√¡°“√·≈– ”π—°ß“πÕ¬à“ß‡ªìπ√Ÿª∏√√¡„ππ“¡ Joint Research Ethics Committee (JREC) ´÷Ëß‡√‘Ë¡‡ªìπ

∑“ß°“√‡¡◊ËÕ‡¥◊Õπµÿ≈“§¡ 2549

1.3.6 æ—≤π“√–∫∫°“√∫√‘À“√®—¥°“√ß“π«‘®—¬§≈‘π‘° À ∂“∫—πÕ¬à“ß‡µÁ¡√Ÿª·∫∫ „π‡§√◊Õ¢à“¬œ

‡æ◊ËÕ√Õß√—∫‚§√ß°“√«‘®—¬§≈‘π‘° À ∂“∫—π

1.4 ∫∑‡√’¬π®“°°“√¥”‡π‘π°“√

„π√–À«à“ß¥”‡π‘π°“√‰¥â¡’∫∑‡√’¬π·≈–Õÿª √√§µà“ß Ê ´÷ËßÕ“®ª√–¡«≈‰¥â§◊Õ

1.4.1 ß∫ª√–¡“≥®“° ”π—°ß“π§≥–°√√¡°“√«‘®—¬·Ààß™“µ‘∑’Ë¡’‡ß◊ËÕπ‰¢µâÕß¥”‡π‘π‚§√ß°“√„Àâ ‘Èπ

 ÿ¥„πÀπ÷Ëßªï ·≈–¡’°“√ª√–‡¡‘πº≈≈—æ∏å¢Õß∑—Èß™ÿ¥‚§√ß°“√·≈–‚§√ß°“√¬àÕ¬°àÕπ∑’Ë®–¡’°“√æ‘®“√≥“‚§√ß°“√

µàÕ‡π◊ËÕß„πªïµàÕ‰ª

1.4.2 ¡’√–¬–‡«≈“„π°“√ª√—∫·°â‚§√ß°“√ —Èπ ‡π◊ËÕß®“°‚§√ß°“√«‘®—¬§≈‘π‘° À ∂“∫—π·µà≈–

‚§√ß°“√¡’ºŸâ‡¢â“√à«¡®“°À≈“¬ ∂“∫—π ª√–°Õ∫°—∫·æ∑¬å∑’Ë‡¢â“√à«¡‚§√ß°“√«‘®—¬¡’¿“√–Àπâ“∑’ËÀ≈“¬¥â“π ®÷ß‡°‘¥

§«“¡≈à“™â“ ´÷Ëß‰¥â·°â‰¢‚¥¬°“√ √â“ß√–∫∫°“√ª√– “πß“π ·≈–°“√æ—≤π“ºŸâ™à«¬«‘®—¬

1.4.3 §«“¡≈à“™â“„π°√–∫«π°“√æ‘®“√≥“√—∫√Õß¥â“π®√‘¬∏√√¡°“√«‘®—¬„π§π∑’ËµâÕßºà“π°“√

æ‘®“√≥“√—∫√Õß®“°∑ÿ° ∂“∫—π°àÕπ°“√«‘®—¬

1.4.4 ªí≠À“°“√®—¥≈”¥—∫§«“¡ ”§—≠¢Õßª√–‡¥Áπ°“√«‘®—¬§≈‘π‘° ‡π◊ËÕß®“°∑’¡«‘®—¬∑’ËµâÕß°“√

√à«¡„π‚§√ß°“√«‘®—¬§≈‘π‘° À ∂“∫—ππ—Èπ¡’®”π«ππâÕ¬¡“° ‡¡◊ËÕ‡ª√’¬∫‡∑’¬∫°—∫§«“¡µâÕß°“√«‘®—¬∑“ß§≈‘π‘°

¢Õßª√–‡∑» ®÷ß‰¥â‡ªî¥‚Õ°“ „Àâ∑’¡ºŸâ‡™’Ë¬«™“≠‡©æ“–∑“ß‡ªìπºŸâ‡ πÕª√–‡¥Áπ«‘®—¬‡Õß ‡æ◊ËÕ„Àâ‡°‘¥∑’¡«‘®—¬ßà“¬¢÷Èπ

2. √–∫∫°“√æ—≤π“‚§√ß°“√«‘®—¬

°“√æ—≤π“√–∫∫°“√«‘®—¬§≈‘π‘°∑’Ë‰¥â¥”‡π‘π°“√·≈â« §◊Õ √–∫∫°“√æ—≤π“§«“¡ “¡“√∂„π°“√«‘®—¬§≈‘π‘°

 À ∂“∫—π °“√®—¥°“√„Àâ¡’°“√∑”π‚¬∫“¬°“√µ’æ‘¡æå °“√®—¥„Àâ¡’Àπà«¬∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈‡æ◊ËÕ√Õß√—∫ß“π

¥â“π¢âÕ¡Ÿ≈·≈–°“√«‘‡§√“–Àå∑“ß ∂‘µ‘ °“√æ—≤π“√–∫∫°“√∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈·≈– π—∫ πÿπ¥â“π ∂‘µ‘ °“√‡™‘≠

ºŸâ‡™’Ë¬«™“≠µà“ßª√–‡∑»¡“√à«¡®—¥°‘®°√√¡∑“ß«‘™“°“√ (µ“√“ß∑’Ë 1)

3. √–∫∫°“√æ—≤π“§ÿ≥¿“æ‚§√ß°“√«‘®—¬

§«√æ—≤π“§ÿ≥¿“æ¢Õß‚§√ß°“√«‘®—¬‚¥¬°“√µ‘¥µ“¡·≈–ª√–‡¡‘πº≈ ´÷Ëß·∫àß‡ªìπ 2 ≈—°…≥– §◊Õ

°“√µ‘¥µ“¡ (monitor) ·≈–°“√ª√–‡¡‘πº≈√—∫√Õß (audit)

°“√µ‘¥µ“¡‡ªìπ°“√ —ß‡°µ·≈–µ‘¥µ“¡Õ¬à“ßµàÕ‡π◊ËÕß ¡’°“√√«∫√«¡¢âÕ¡Ÿ≈ «‘‡§√“–Àå¢âÕ¡Ÿ≈ À√◊Õ„™â

°“√ —ß‡°µ®“°°‘®°√√¡ ‡ª√’¬∫‡∑’¬∫°—∫·ºπ°‘®°√√¡∑’Ë‰¥â°”Àπ¥‰«â ‡ªìπ°“√µ√«® Õ∫§«“¡‡∫’Ë¬ß‡∫π¢Õß

°‘®°√√¡∑’ËµâÕß¡’°“√ª√—∫ª√ÿß·°â‰¢„Àâ¥’¢÷Èπ

°“√ª√–‡¡‘πº≈√—∫√Õß ‡ªìπ°“√ª√–‡¡‘π„π·ßà¢Õß°“√µ—¥ ‘π§ÿ≥§à“À√◊Õµ—¥ ‘π„π‡™‘ß§ÿ≥¿“æ ´÷Ëß®–



«“√ “√«‘®—¬√–∫∫ “∏“√≥ ÿ¢ ªï∑’Ë 1 ©∫—∫∑’Ë 2 °.§. - °.¬. 2550

162

µ“√“ß∑’Ë 1 √–∫∫°“√æ—≤π“‚§√ß°“√

√–∫∫°“√æ—≤π“ «—µ∂ÿª√– ß§å °‘®°√√¡ º≈°“√¥”‡π‘πß“π ∫∑‡√’¬π

„Àâπ—°«‘®—¬‰¥â‡√’¬π√Ÿâ

· ≈– ‡°‘ ¥ª√– ∫-

°“√≥åµ√ß„π°“√®—¥

∑”‚§√ß°“√«‘®—¬æ◊ÈπÊ

· ∫ ∫  À  ∂ “ ∫— π

°àÕπ°“√æ—≤π“‰ª Ÿà

°“√∑”«‘®—¬∑’Ë¬“°¢÷Èπ

‡™àπ clinical trial

‡æ◊ËÕ„Àâ‚§√ß°“√¡’

·π«∑“ß√à«¡°—π„π

°“√°”Àπ¥«‘∏’°“√

·∫àß¿“√–ß“π §«“¡

√—∫º‘¥™Õ∫ ·≈–º≈

ß“π«‘®—¬‡æ◊ËÕ≈¥¢âÕ

¢—¥·¬âß∑’Ë‡°‘¥¢÷Èπ

‡æ◊ËÕ„Àâπ—°«‘®—¬ “¡“√∂

∑”«‘®—¬‰¥â‚¥¬ –¥«°

·≈–≈¥¿“√–°“√

®—¥°“√¢âÕ¡Ÿ≈‚¥¬

Õ “»— ¬ ºŸâ ‡ ™’Ë ¬ «™ “≠

¥â“π°“√®—¥°“√¢âÕ¡Ÿ≈

·≈– ∂‘µ‘‡¢â“√à«¡∑’¡

°“√«‘®—¬

§«“¡ “¡“√∂

„π°“√«‘®—¬§≈‘-

π‘° À ∂“∫—π

°“√®—¥°“√„Àâ

¡’°“√∑”π‚¬-

∫“¬°“√µ’æ‘¡æå

° “ √ ®— ¥ „Àâ ¡’

Àπà«¬∫√‘À“√

®—¥°“√¢âÕ¡Ÿ≈

‡ æ◊Ë Õ √ Õ ß √— ∫

ß“π¥â“π¢âÕ-

¡Ÿ ≈ · ≈ –° “ √

«‘‡§√“–Àå∑“ß

 ∂‘µ‘

¡’ ° “√¥” ‡π‘πß“πæ—≤π“

‚§√ß°“√‚¥¬π—°«‘®—¬∑’¡

„À¡àÊ ªï≈– 3-4 ‚§√ß°“√

¥â«¬°“√®—¥ √√ß∫ª√–¡“≥

„ÀâÕ¬à“ßæÕª√–¡“≥ „™â

°“√∑”∑–‡∫’¬π‚√§‡ªìπ®ÿ¥

‡√‘Ë¡µâπ ¡’°“√®—¥Õ∫√¡

·π«∑“ß ICH-GCP ‡æ◊ËÕ

„Àâ∑√“∫«‘∏’°“√¡“µ√∞“π

¢Õß°“√«‘®—¬§≈‘π‘° °“√

ª√–™ÿ¡√à«¡°—π‡æ◊ËÕ √ÿª

‚§√ß√à“ß°“√«‘®—¬·≈–·∫∫

‡°Á∫¢âÕ¡Ÿ≈ °“√µ√«®‡¬’Ë¬¡

‚§√ß°“√‡æ◊ËÕ°“√µ‘¥µ“¡

§«∫§ÿ¡§ÿ≥¿“æ (moni-

toring)

¡’°“√°”Àπ¥π‚¬∫“¬µ’æ‘¡æå

‡æ◊ËÕ„™â‡ªìπ·π«∑“ß„π°“√

®—¥°“√°“√‡º¬·æ√àº≈ß“π

«‘®—¬

®—¥„Àâ·µà≈–‚§√ß°“√¡’Àπà«¬

∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈√—∫

ß“π°“√®—¥°“√¢âÕ¡Ÿ≈

∑”„Àâπ—°«‘®—¬∑√“∫·≈–§ÿâπ

‡§¬°—∫·π«∑“ß°“√«‘®—¬∑’Ëπ—°

«‘®—¬‡ªìπºŸâ¥”‡π‘π°“√‡Õß‚¥¬¡’

‡§√◊Õ¢à“¬ CRCN ‡ªìπºŸâ -

 π—∫ πÿπ ∫“ß‚§√ß°“√¡’

°“√æ—≤π“ß“π«‘®—¬µàÕ¬Õ¥

§«“¡√Ÿâ®“°‚§√ß°“√‡¥‘¡ ·≈–

°“√π”§«“¡√Ÿâ®—¥∑”‡ªìπµ—«™’È-

«—¥∑“ß§≈‘π‘° (clinical indica-

tor)  ‡æ◊ËÕ»÷°…“√–∫∫°“√

ªÑÕß°—π·≈–·°â‰¢¿“«–·∑√°-

´âÕπµàÕ„πªï∑’Ë 3 ¢Õß‚§√ß°“√

∑ÿ°‚§√ß°“√‰¥â®—¥∑”π‚¬∫“¬

µ’æ‘¡æå·≈–®—¥µ—Èß§≥–°√√¡°“√

µ’æ‘¡æå

π—°«‘®— ¬„π‚§√ß°“√¡’°“√

∑”ß“π ·≈–‡√’¬π√Ÿâß“π√à«¡

°—∫π—°™’« ∂‘µ‘  ÷́Ëß¢≥–

‡¥’¬«°—π‡ªìπ°“√‡æ‘Ë¡æŸπ§«“¡

‡¢â¡·¢Áß„Àâ°—∫Àπà«¬∫√‘À“√

®—¥°“√¢âÕ¡Ÿ≈¥â«¬

πÕ°®“°π—°«‘®—¬‰¥â‡¢â“„®°√–∫«π°“√«‘®—¬·∫∫ À-

 ∂“∫—π¡“°¢÷Èπ·≈â« ¬—ß∑”„Àâ∑√“∫«à“°“√«‘®—¬√–¬–‡√‘Ë¡

µâπ®”‡ªìπµâÕßÕ“»—¬‚®∑¬å«‘®—¬ ·≈–°√–∫«π°“√∑’Ë‰¡à´—∫

´âÕπ ‡æ◊ËÕæ—≤π“°“√∑”ß“π‡ªìπ∑’¡ ·≈–§ÿ≥¿“æ¢Õß°“√

‡°Á∫·≈–∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈ ‡¡◊ËÕ∑’¡¡’§«“¡‡™’Ë¬«™“≠

¡“°¢÷Èπ®– “¡“√∂®—¥°“√°—∫‚®∑¬å«‘®—¬∑’Ë́ —∫´âÕπ¡“°¢÷Èπ‰¥â

°“√‡°‘¥∑’¡«‘®—¬∑’Ë√«¡µ—«°—π‡Õß„π ¡“™‘°¢ÕßÕß§å°√∑“ß

«‘™“™’æ ‡™àπ  ¡“§¡·æ∑¬å À√◊Õ∫“ß∑’¡¡’°“√√«¡µ—«°—π

√–À«à“ß ¡“§¡ ®–ª√– ∫§«“¡ ”‡√Á®¡“°°«à“°“√

µ‘¥µàÕºà“π ∂“∫—π«‘™“°“√·Ààß‡¥’¬« ‡π◊ËÕß®“°‡ªìπ°≈ÿà¡

π—°«‘®—¬∑’Ë‡ªìπºŸâ‡™’Ë¬«™“≠„π “¢“«‘™“·≈–‡ªÑ“À¡“¬‡¥’¬«°—π

¢âÕ¥’Õ’°Õ¬à“ß§◊Õ√“™«‘∑¬“≈—¬À√◊Õ ¡“§¡·æ∑¬å‡ªìπºŸâ„™â

Õß§å§«“¡√Ÿâ∑’Ë‡°‘¥¢÷Èπ ·≈–π”‰ª‡™◊ËÕ¡‚¬ß°—∫°“√‡√’¬π°“√

°“√ Õπ·≈–Ωñ°Õ∫√¡∫ÿ§≈“°√‚¥¬ ¡“™‘°¢ÕßÕß§å°√¥â«¬

¬—ß¡’π—°«‘®—¬À≈“¬∑’¡∑’Ë¬—ß‰¡à¥”‡π‘π°“√„Àâ¡’°“√µ’æ‘¡æåº≈

ß“π∑—ÈßÊ ∑’Ë¥”‡π‘π‚§√ß°“√ ”‡√Á®·≈â« ®÷ß‰¥â°”Àπ¥

·π«∑“ß°“√ àß¡Õ∫º≈ß“πæ√âÕ¡ß“πµ’æ‘¡æå πÕ°®“°π’È

π—°«‘®—¬‰¥âª√—∫ —¥ à«π°“√¡’ à«π√à«¡„π¿“√–ß“π ‚¥¬

§”π÷ß∂÷ß√–‡∫’¬∫¢Õß°“√¢Õµ”·Àπàß«‘™“°“√¢Õß

 ”π—°ß“π°“√Õÿ¥¡»÷°…“ ÷́Ëß√–‡∫’¬∫π’È‰¡à‡Õ◊ÈÕµàÕ°“√«‘®—¬

·∫∫ À ∂“∫—π ®÷ß®”‡ªìπ∑’Ë®–µâÕß¡’°“√ª√—∫ª√ÿß

√–‡∫’¬∫‚¥¬„ÀâπÈ”Àπ—°‚§√ß°“√®—¥∑”«‘®—¬ À ∂“∫—π

¡“°¢÷Èπ

„π°“√®—¥°“√¢âÕ¡Ÿ≈µ“¡¡“µ√∞“π®–‡ ’¬§à“„™â®à“¬®”π«π

¡“° ®÷ß®”‡ªìπ∑’Ë®–µâÕß √â“ß§«“¡‡¢â“„®„πª√–‡¥Áπ‡À≈à“

π’È·°à·À≈àß∑ÿπ·≈–π—°«‘®—¬„π‚§√ß°“√ πÕ°®“°π’È„π°“√

æ—≤π“Àπà«¬∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈®”‡ªìπµâÕßÕ¬Ÿà∫πæ◊Èπ

∞“π¢Õß°“√‡√’¬π®“°°“√ªØ‘∫—µ‘®√‘ß §«√®—¥„Àâ¡’Àπà«¬

∫√‘À“√®—¥°“√¢âÕ¡Ÿ≈‡¢â“√à«¡„π‚§√ß°“√«‘®—¬Õ¬à“ßªìπ√Ÿª-

∏√√¡ ·≈–‡æ◊ËÕ √â“ß§«“¡‡¢â“„®∑’Ëµ√ß°—π·≈–„Àâ‰¥âº≈

ß“π«‘®—¬∑’Ëπà“‡™◊ËÕ∂◊Õ §«√®—¥∑”·π«ªØ‘∫—µ‘∑’Ë™—¥‡®π„π

°“√ª√– “πß“π√–À«à“ßπ—°«‘®—¬·≈–Àπà«¬∫√‘À“√

®—¥°“√¢âÕ¡Ÿ≈
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- π—°«‘®—¬µâÕß°“√π—°™’« ∂‘µ‘‰«â·°âªí≠À“∑“ß ∂‘µ‘∑’Ëµ—«-

‡Õß·°â‰¢‰¡à‰¥â  ¿“æ°“√„™â ∂‘µ‘«‘‡§√“–Àå¢âÕ¡Ÿ≈ß“π

«‘®—¬„πªí®®ÿ∫—π ¬—ß‡ªìπ°“√„™â ∂‘µ‘æ◊Èπ∞“π∑’Ë‡ªìπ‰ª

µ“¡‡ß◊ËÕπ‰¢∑“ß ∂‘µ‘‚¥¬‰¡àµâÕß®—¥°“√Õ–‰√‡æ‘Ë¡ À√◊Õ

π—°«‘®—¬¬—ß‰¡àµ√–Àπ—°«à“°“√«‘‡§√“–Àå‡ªìπ‰ªµ“¡ guide-

line ICH/GCP ¡“°πâÕ¬‡∑à“„¥ °“√æ—≤π“ß“π¥â“ππ’È

®”‡ªìπ®–µâÕß √â“ß§«“¡‡¢â“„®√à«¡°—∫·æ∑¬å ·≈–π—°-

«‘®—¬„Àâ¡’ à«π√à«¡ √â“ßπ—°™’« ∂‘µ‘∑’Ë¡’§«“¡‡¢â“„®

≈—°…≥–¢âÕ¡Ÿ≈∑“ß¥â“π§≈‘π‘°„Àâ‡æ‘Ë¡¢÷Èπ ∑—π°—∫ß“π

«‘®—¬∑“ß§≈‘π‘°∑’Ë‡æ‘Ë¡¢÷Èπ

-  ”À√—∫°“√®—¥ª√–™ÿ¡‡™‘ßªØ‘∫—µ‘°“√∑“ß ∂‘µ‘¬—ß¡’

ªí≠À“„π°“√¥”‡π‘π°“√∫â“ß ‡π◊ËÕß®“°„π°“√ª√–™ÿ¡

«‘™“°“√ à«π„À≠à‡ªìπ°“√π”‡ πÕº≈ß“π«‘®—¬ ‰¡à„™à

«‘∏’°“√∑”«‘®—¬ ∑”„Àâ°“√®—¥‡«≈“„Àâ°“√∫√√¬“¬‡ªìπ

‡√◊ËÕß≈”∫“°

- „π¥â“π°“√∑”«“√ “√„À¡à∑“ß«‘™“°“√∑’Ë‡ªìπ§«“¡√Ÿâ

‡©æ“–°≈ÿà¡ ªí≠À“À≈—° §◊Õ‡√◊ËÕß∑’Ë®–≈ß ‡æ√“–π—°«‘™“-

°“√∑’Ë¡’§«“¡ “¡“√∂¡’‡«≈“πâÕ¬ ®÷ßÀ“∫∑§«“¡‰¥â¬“°

°“√·°â‰¢‚¥¬„Àâ ∂“∫—π∑’Ë¡’°“√ Õππ—°»÷°…“™’« ∂‘µ‘

√–¥—∫ª√‘≠≠“‚∑°√–µÿâπ„Àâπ—°»÷°…“·≈–Õ“®“√¬åπ”

‡Õ“§«“¡√Ÿâ∑’Ë§âπ§«â“‰¥â®“°°“√‡√’¬π·≈–«‘∑¬“π‘æπ∏å¡“

‡¢’¬π‡ªìπ∫∑§«“¡«‘™“°“√‚¥¬¡’°√√¡°“√‰ª™à«¬‡™‘≠

™«π„Àâπ—° ∂‘µ‘‡¢’¬π∫∑§«“¡¡“≈ß ÷́Ëß°Á¬—ß‰¥âº≈πâÕ¬

ª√–°Õ∫°—∫ºŸâ∑√ß§ÿ≥«ÿ≤‘™à«¬∑∫∑«π∫∑§«“¡¡’®”π«π

πâÕ¬·≈–‰¡à‰¥â§à“µÕ∫·∑π

°“√ √â“ßº≈ß“πÕ¬à“ßµàÕ‡π◊ËÕß®π∑”„Àâ‡ÀÁπº≈≈—æ∏å ∑”„Àâ

‡°‘¥§«“¡‡™◊ËÕ¡—Ëπ®“°µà“ßª√–‡∑» ·≈–‡ªìπ®ÿ¥‡™◊ËÕ¡‚¬ß

‰ª Ÿà°“√ √â“ß§«“¡√à«¡¡◊Õ°—∫ºŸâ‡™’Ë¬«™“≠ “¢“Õ◊Ëπ Ê µàÕ‰ª

√«¡∂÷ß∂à“¬∑Õ¥‡∑§‚π‚≈¬’®“°µà“ßª√–‡∑»

„π°“√®—¥ª√–™ÿ¡‡™‘ßªØ‘∫—µ‘

°“√¡’ºŸâ‡¢â“√à«¡ª√–™ÿ¡‡°‘π‡ªÑ“

À¡“¬¡’¿“§‡Õ°™π‡¢â“√à«¡¡“°

¢÷Èπ ·≈–¡’°“√®—¥À¡ÿπ‡«’¬π‰ª

µ“¡ ∂“∫—πµà“ß Ê ¡“°¢÷Èπ

‚ ¥ ¬ æ ¬ “ ¬ “ ¡   Õ ¥ · ∑ √ °

ª√– ‡ ¥Á π∑ “ ß¥â “π™’ « ∂‘ µ‘

‡¢â“‰ª°“√ª√–™ÿ¡«‘™“°“√∑’Ë

‡°’Ë¬«¢âÕß°—∫ Clinical Research

‡æ◊ËÕ √â“ßºŸâ π„®ß“π¥â“ππ’È

¡“°¢÷Èπ ®π¡’ª√‘¡“≥¡“°‡æ’¬ß

æÕ „π° “ √ ¢— ∫ ‡ § ≈◊Ë Õ π ‡ ™‘ ß

π‚¬∫“¬·≈–°“√ªØ‘∫—µ‘ (criti-

cal mass) ¡’°“√∑” DMBN

e-Journal ‡ªìπ ◊ËÕ∑’Ë¡’µâπ∑ÿπ

„π°“√∑”µË” ·≈–°√–®“¬‰¥â

°«â“ß¢«“ß ‚¥¬„π√–¬–·√°

‡ªìπ«“√ “√∑’Ë·®°®à“¬‚¥¬‰¡à

µâÕß‡ ’¬‡ß‘π§à“ ¡“™‘°

¡’º≈ ◊∫‡π◊ËÕßπ”‰ª Ÿà°“√≈ß

π“¡§«“¡√à«¡¡◊Õ√–À«à“ß Uni-

versity of North Carolina °—∫

CRCN  ”À√—∫°“√Õ∫√¡«‘™“-

°“√ æ∫«à“ºŸâ ‡¢â “√à«¡°“√

ª√–™ÿ¡¡’§«“¡®”°—¥‡√◊ËÕß¿“…“

Õ—ß°ƒ… ∑”„Àâ¡’¢âÕ®”°—¥„π

°“√‡√’¬π√Ÿâ∫â“ß

¡’°“√√«∫√«¡π—° ∂‘µ‘

·≈–π—°∫√‘À“√®—¥°“√

¢âÕ¡Ÿ≈·≈–®—¥µ—Èß‡ªìπ

‡§√◊Õ¢à“¬ Data Man-

agement and Biosta-

tistics Network (DM-

BN) ‡æ◊ËÕ √â“ß·≈–

æ—≤π“√–∫∫∫√‘À“√

®—¥°“√¢âÕ¡Ÿ≈ °“√

 π—∫ πÿπ¥â“π™’« ∂‘µ‘

‚¥¬¡’ ‡ªÑ“À¡“¬·≈–

°≈¬ÿ∑∏å°“√¥”‡π‘πß“π

§◊Õ ®—¥°‘®°√√¡∑“ß

«‘™“°“√‡æ◊ËÕ„Àâπ—°«‘®—¬

„Àâ§«“¡ ”§—≠°—∫ß“π

¥â“π™’« ∂‘µ‘ ·≈–°“√

®—¥°“√¢âÕ¡Ÿ≈ æ√âÕ¡

∑—È ß ‡ªî¥∫√‘°“√„Àâ§”

ª√÷°…“¥â“π™’« ∂‘µ‘

·≈–°“√®—¥°“√¢âÕ¡Ÿ≈

∑’Ë®–π”‰ª Ÿà°“√ √â“ß

°≈‰°°“√‡™◊ËÕ¡‚¬ß

 ¡“™‘° DMBN ·≈–

‡ √‘¡§«“¡√Ÿâ∑“ß¥â“π

™’ «   ∂‘ µ‘ √à « ¡ °— ∫ ºŸâ

‡™’Ë¬«™“≠µà“ßª√–‡∑»

·≈–°“√ª√–‡¡‘πß“π

∑“ß‡§√◊Õ¢à“¬ DMBN

¡’ºŸâ‡™’Ë¬«™“≠ (Prof.

Shrikant Bangdiwala)

∑’Ë ¡’ ª √ –   ∫ ° “ √ ≥å

∑”ß “π°—∫ª√– ‡∑»

°”≈—ßæ—≤π“ ¡“™à«¬

„π°“√„Àâ¢âÕ‡ πÕ·π–

·≈–®—¥°“√ª√–™ÿ¡‡™‘ß

ªØ‘∫—µ‘°“√

‡æ◊ËÕ √â“ß·≈–æ—≤π“

ß“π°“√®—¥°“√¢âÕ¡Ÿ≈

·≈–°“√«‘ ‡ §√“–Àå

¢âÕ¡Ÿ≈«‘®—¬§≈‘π‘°„Àâ¡’

¡“µ√∞“π “°≈ ‡ªìπ

»Ÿπ¬åª√– “πß“π„Àâ

§”·π–π”¥â “π°“√

®—¥°“√¢âÕ¡Ÿ≈ ·≈–

°“√„™â ∂‘µ‘ ‡º¬·æ√à

§«“¡√Ÿâ¥â“π«‘™“°“√

®—¥ª√–™ÿ¡«‘™“°“√

·≈–‡ªìπ»Ÿπ¬å°≈“ß

°“√·≈°‡ª≈’Ë¬π§«“¡-

√Ÿâ∑“ß¥â“π°“√®—¥°“√

‡æ◊ËÕ„Àâ “¡“√∂æ—≤π“

ß“π«‘®—¬§≈‘π‘°¢Õß

ª√–‡∑»„Àâ¡’¡“µ√-

∞“π√–¥—∫π“π“™“µ‘

‡π◊ËÕß®“°ª√–‡∑»‰∑¬

¬— ß¡’ ºŸâ ∑’Ë ¡’ ª√– ∫-

°“√≥å¥â“ππ’È®”π«π

®”°—¥ ®÷ßµâÕß°“√ºŸâ-

‡ ™’Ë ¬ « ™ “≠¡ “ √à « ¡

æ—≤π“ß“π¥â“ππ’È

°“√∫√‘À“√®—¥°“√

¢âÕ¡Ÿ≈·≈– π—∫-

 πÿπ¥â“π ∂‘µ‘

°“√‡™‘≠ºŸâ‡™’Ë¬«™“≠

µà “ ßª √ – ‡ ∑»¡ “

√à «¡®—¥°‘ ®°√√¡

∑“ß«‘™“°“√ ·≈–

ª√–‡¡‘πß“π

µ“√“ß∑’Ë 1 (µàÕ) √–∫∫°“√æ—≤π“‚§√ß°“√

√–∫∫°“√æ—≤π“ «—µ∂ÿª√– ß§å °‘®°√√¡ º≈°“√¥”‡π‘πß“π ∫∑‡√’¬π
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‡ªìπ¢âÕ¡Ÿ≈∑’Ë ”§—≠¡“°°—∫°“√«“ß·ºπß“π ™à«ß‡«≈“∑’Ëª√–‡¡‘πº≈√—∫√Õß §◊Õ Õ“®°àÕπÀ√◊ÕÀ≈—ß‚§√ß°“√«‘®—¬

 ‘Èπ ÿ¥≈ß·≈â«

3.1 °“√µ‘¥µ“¡‚§√ß°“√«‘®—¬

3.1.1 «—µ∂ÿª√– ß§å¢Õß°“√µ‘¥µ“¡‚§√ß°“√«‘®—¬

‡æ◊ËÕæ‘∑—°…å ‘∑∏‘ ·≈–°“√¥”√ß‰«â´÷Ëß§ÿ≥§à“¢Õß§«“¡‡ªìπ¡πÿ…¬å¢ÕßºŸâ∑’Ë‡¢â“√à«¡„π‚§√ß°“√

«‘®—¬ ‡æ◊ËÕ„Àâ¢âÕ¡Ÿ≈·≈–º≈ß“π¡’§«“¡∂Ÿ°µâÕß  ¡∫Ÿ√≥å ·≈– “¡“√∂µ√«® Õ∫‰¥â®“°·À≈àß∑’Ë¡“¢Õß°“√‡°Á∫¢âÕ¡Ÿ≈

√«¡∑—Èß°“√¥”‡π‘πß“π«‘®—¬‡ªìπ‰ªµ“¡·∫∫·ºπ∑’Ë‰¥â√—∫°“√Õπÿ¡—µ‘‰«â ·≈–‡ªìπ‰ªµ“¡À≈—°°“√¢Õß Good Clini-

cal Practice (GCP) Õ¬à“ß‡§√àß§√—¥

3.1.2 °“√‡≈◊Õ°ºŸâµ‘¥µ“¡‚§√ß°“√ ·≈–§ÿ≥ ¡∫—µ‘ºŸâµ‘¥µ“¡‚§√ß°“√ §«√‰¥â√—∫‡≈◊Õ°®“°

ºŸâ π—∫ πÿπ°“√«‘®—¬ (sponsor) ‚¥¬‡ªìπºŸâ∑’Ëºà“π°“√Ωñ°Õ∫√¡ ·≈–¡’æ◊Èπ∞“π§«“¡√Ÿâ∑“ß¥â“π«‘∑¬“»“ µ√å·≈–

°“√·æ∑¬å∑’Ë®”‡ªìπ„π°“√µ‘¥µ“¡‚§√ß°“√ §ÿ≥ ¡∫—µ‘¢ÕßºŸâµ‘¥µ“¡‚§√ß°“√π’È®–µâÕß√“¬ß“π‡ªìπ‡Õ° “√∑’Ë™—¥

·®âß‡°Á∫‰«â‡ªìπÀ≈—°∞“π ºŸâµ‘¥µ“¡‚§√ß°“√§«√∑’Ë®–¡’§«“¡§ÿâπ‡§¬Õ¬à“ß¥’¬‘Ëß°—∫≈—°…≥–¢Õß°“√«‘®—¬∑’Ë®–µ‘¥µ“¡

‚§√ß√à“ß°“√«‘®—¬ ‡Õ° “√¬‘π¬Õ¡‡¢â“√à«¡‚§√ß°“√ ·≈–‡Õ° “√Õ◊Ëπ Ê ∑’Ë®–µâÕß‡ πÕµàÕºŸâ‡¢â“√à«¡‚§√ß°“√ Õ’°

∑—ÈßµâÕß¡’§«“¡§ÿâπ‡§¬°—∫ Standard Operating Procedure (SOP) ¢ÕßºŸâ„Àâ°“√ π—∫ πÿπ°“√«‘®—¬ GCP

·≈–¢âÕ°”Àπ¥¡“µ√∞“πµà“ß Ê ∑’Ë®”‡ªìπ

3.1.3 ¢Õ∫‡¢µ·≈–≈—°…≥–¢Õß°“√µ‘¥µ“¡‚§√ß°“√ CRCN „π∞“π–‡ªìπºŸâ π—∫ πÿπ‚§√ß°“√

«‘®—¬„π∫“ß à«πÀ√◊Õ∑—ÈßÀ¡¥®–µâÕß√—∫ª√–°—π«à“‰¥âµ‘¥µ“¡°“√»÷°…“«‘®—¬∑’Ë‰¥â π—∫ πÿπÕ¬Ÿàπ—ÈπÕ¬à“ß„°≈â™‘¥ ‚¥¬

¡’°“√°”Àπ¥¢Õ∫‡¢µ·≈–≈—°…≥–¢Õß°“√µ‘¥µ“¡‚§√ß°“√  ´÷ËßÕ“®·µ°µà“ß‰ª„π·µà≈–‚§√ß°“√«‘®—¬ ∑—Èßπ’È

®–æ‘®“√≥“µ“¡«—µ∂ÿª√– ß§å ‡ªÑ“À¡“¬ ·∫∫·ºπ°“√«‘®—¬ §«“¡´—∫´âÕπ¢Õß‚§√ß°“√ °“√ªî¥∫—ß¢âÕ¡Ÿ≈

(blinding) ¢π“¥¢Õß‚§√ß°“√ ·≈–®ÿ¥«—¥º≈ ÿ¥∑â“¬¢Õß·µà≈–‚§√ß°“√ ‚¥¬∑—Ë«‰ª·≈â«¡’§«“¡®”‡ªìπ∑’Ë®–µâÕß

¡’°“√µ‘¥µ“¡‰ª∑’Ë ∂“∫—π∑’Ë‡¢â“√à«¡‚§√ß°“√µà“ß Ê ™à«ß°àÕπ √–À«à“ß·≈–¿“¬À≈—ß°“√¥”‡π‘π°“√«‘®—¬ Õ¬à“ß‰√°Á

µ“¡Õ“®¡’°“√¬°‡«âπ‚¥¬¡’°“√µ‘¥µ“¡‡©æ“–∑’Ë»Ÿπ¬å°“√¥”‡π‘π°“√«‘®—¬°≈“ß¢Õß°“√¥”‡π‘π°“√«‘®—¬ „π°√≥’∑’Ë

‡ÀÁπ«à“°“√µ‘¥µ“¡‡©æ“–∑’Ë»Ÿπ¬å°“√¥”‡π‘π°“√«‘®—¬°≈“ß√à«¡°—∫°≈«‘∏’ ‡™àπ °“√Ωñ°Õ∫√¡ºŸâ¥”‡π‘π°“√«‘®—¬·≈–

°“√ª√–™ÿ¡µà“ßÊ √à«¡°—∫°“√√à“ß °“√®—¥‡°Á∫ ·≈–°“√√“¬ß“π‡Õ° “√∑’Ë§√∫∂â«π ®– “¡“√∂ª√–°—π„Àâ‡ÀÁπ∂÷ß

§ÿ≥¿“æ°“√«‘®—¬„Àâ‡ªìπ‰ªµ“¡ GCP ‰¥â °“√µ‘¥µ“¡∑“ß¥â“π ∂‘µ‘‚¥¬°“√ ÿà¡µ—«Õ¬à“ß¡“µ√«® Õ∫Õ“®‡ªìπ«‘∏’

∑’Ë‰¥â√—∫°“√¬Õ¡√—∫Õ¬à“ßÀπ÷Ëß ”À√—∫°“√µ√«® Õ∫¢âÕ¡Ÿ≈¢Õß°“√«‘®—¬

3.1.4 §«“¡√—∫º‘¥™Õ∫¢ÕßºŸâµ‘¥µ“¡‚§√ß°“√ ºŸâµ‘¥µ“¡‚§√ß°“√ ÷́Ëß‰¥â√—∫¡Õ∫À¡“¬®“° CRCN

®–µâÕß¬◊π¬—π§ÿ≥¿“æ¢Õß°“√¥”‡π‘π°“√«‘®—¬ ·≈–°“√®—¥‡°Á∫‡Õ° “√∑’Ë‡À¡“– ¡

3.1.5 °“√¥”‡π‘π°“√µ‘¥µ“¡‚§√ß°“√ ºŸâµ‘¥µ“¡‚§√ß°“√§«√ªØ‘∫—µ‘µ“¡ ‘Ëß∑’Ë‰¥â√–∫ÿ‰«âÕ¬à“ß

‡ªìπ≈“¬≈—°…≥åÕ—°…√ ·≈–¢—ÈπµÕπµà“ß Ê ∑’Ë‰¥â√–∫ÿ‰«â‚¥¬ºŸâ π—∫ πÿπ‚§√ß°“√«‘®—¬ ·≈– CRCN

3.1.6 √“¬ß“π°“√µ‘¥µ“¡‚§√ß°“√ ºŸâµ‘¥µ“¡‚§√ß°“√§«√ àß√“¬ß“π°“√µ‘¥µ“¡‚§√ß°“√∑’Ë≈ß«—π∑’Ë

 ∂“π∑’Ë ™◊ËÕºŸâµ‘¥µ“¡‚§√ß°“√ ·≈–™◊ËÕºŸâ¥”‡π‘π°“√«‘®—¬ „π√“¬ß“πÕ¬à“ß‡ªìπ≈“¬≈—°…≥åÕ—°…√·°àºŸâ π—∫ πÿπ

‚§√ß°“√«‘®—¬ ·≈– CRCN À≈—ß®“°°“√µ√«®‡¬’Ë¬¡ À√◊Õ°“√µ‘¥µàÕ ◊ËÕ “√°—∫‚§√ß°“√«‘®—¬„π·µà≈–§√—Èß ‚¥¬

„π√“¬ß“π§«√√«¡∂÷ß∫∑ √ÿª§«“¡ ”§—≠¢Õß ‘Ëß∑’Ë —ß‡°µæ∫ ¢âÕ‡∑Á®®√‘ß °“√‡∫’Ë¬ß‡∫π °“√∫°æ√àÕß ∫∑ √ÿª
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·≈–°“√ªØ‘∫—µ‘∑’Ë‰¥â¥”‡π‘π°“√ À√◊Õ§”·π–π”∑’Ë§«√¥”‡π‘π°“√µàÕ‰ª ·≈–°“√∑∫∑«π√“¬ß“π°“√µ‘¥µ“¡‚§√ß°“√

§«√¡’°“√∫—π∑÷°Õ¬à“ß‡ªìπ≈“¬≈—°…≥åÕ—°…√‚¥¬µ—«·∑π∑’Ë‰¥â√—∫¡Õ∫Õ”π“®®“°ºŸâ π—∫ πÿπ°“√«‘®—¬ ·≈– CRCN

3.2 °“√ª√–‡¡‘π‚§√ß°“√«‘®—¬ (audit)

3.2.1 «—µ∂ÿª√– ß§å¢Õß°“√ª√–‡¡‘π‚§√ß°“√«‘®—¬ ‡ªìπ°√–∫«π°“√Õ‘ √– ·≈–·¬°ÕÕ°®“°°“√

µ‘¥µ“¡‚§√ß°“√À√◊Õ°“√§«∫§ÿ¡§ÿ≥¿“æ¢Õß°“√«‘®—¬Õ¬à“ß ‘Èπ‡™‘ß ¡’¢÷Èπ‡æ◊ËÕª√–‡¡‘π‚§√ß°“√«‘®—¬·≈–°“√

ªØ‘∫—µ‘µ“¡‚§√ß√à“ß°“√«‘®—¬ GCP ·≈–°ÆÀ¡“¬∑’Ë‡°’Ë¬«¢âÕß

3.2.2 °“√‡≈◊Õ°·≈–§ÿ≥ ¡∫—µ‘¢ÕßºŸâª√–‡¡‘π‚§√ß°“√«‘®—¬ ‡ªìπÀπâ“∑’Ë¢ÕßºŸâ π—∫ πÿπ‚§√ß°“√«‘®—¬

·≈– CRCN ‚¥¬¡Õ∫À¡“¬∫ÿ§§≈∑’Ë‡ªìπÕ‘ √–®“°°“√«‘®—¬ √«¡∂÷ß°“√‡°Á∫¢âÕ¡Ÿ≈«‘®—¬¢Õß‚§√ß°“√π—Èπ Ê ¡“

‡ªìπºŸâª√–‡¡‘π ·≈–§«√√—∫ª√–°—π«à“ºŸâª√–‡¡‘π‚§√ß°“√«‘®—¬‰¥â√—∫°“√Ωñ°·≈–¡’ª√– ∫°“√≥å∑’Ë®–¥”‡π‘π°“√

µ√«® Õ∫‚§√ß°“√«‘®—¬‰¥âÕ¬à“ß¡’ª√– ‘∑∏‘¿“æ §«√¡’°“√∫—π∑÷°§ÿ≥ ¡∫—µ‘¢ÕßºŸâª√–‡¡‘π‚§√ß°“√‰«â‡ªìπ

≈“¬≈—°…≥åÕ—°…√

3.2.3 °“√¥”‡π‘π°“√ª√–‡¡‘π‚§√ß°“√«‘®—¬ ºŸâ π—∫ πÿπ‚§√ß°“√«‘®—¬·≈– CRCN §«√ª√–°—π

«à“°“√ª√–‡¡‘π‚§√ß°“√«‘®—¬¡’·ºπ·≈–¢—ÈπµÕπ°“√ª√–‡¡‘π °√–∑”µ“¡¢—ÈπµÕπ∑’Ë‰¥â∫—π∑÷°‰«âÕ¬à“ß‡ªìπ≈“¬-

≈—°…≥åÕ—°…√Õ¬à“ß‡§√àß§√—¥ «à“®–ª√–‡¡‘πÕ–‰√ §«“¡∂’Ë·≈–√–¬–‡«≈“„π°“√ª√–‡¡‘π √«¡∂÷ß√Ÿª·∫∫·≈–

¢âÕ§«“¡¢Õß√“¬ß“π°“√ª√–‡¡‘π∑’Ë®–‡°‘¥¢÷Èπ ¡’°“√∫—π∑÷° °“√ —ß‡°µ·≈–°“√æ∫‡ÀÁπ ‘Ëßµà“ß Ê ®“°°“√

ª√–‡¡‘π‚§√ß°“√ æ√âÕ¡∑’Ë®–· ¥ß„∫Õπÿ¡—µ‘°“√ºà“π°“√µ√«® Õ∫ª√–‡¡‘π¢Õß·µà≈–‚§√ß°“√‡¡◊ËÕ¡’°“√√âÕß¢Õ

®“°ºŸâ§«∫§ÿ¡¢Õß∑“ß√—∞∫“≈ ºŸâ π—∫ πÿπ‚§√ß°“√«‘®—¬·≈– CRCN

3.3 ∫∑‡√’¬π®“°°“√¥”‡π‘π°“√

‡π◊ËÕß®“°‚§√ß°“√∑’Ë CRCN „Àâ°“√ π—∫ πÿπ∑’Ëºà“π¡“π—Èπ∑—ÈßÀ¡¥‡ªìπ‚§√ß°“√«‘®—¬‡™‘ß —ß‡°µ ¬—ß

‰¡à‰¥â°â“«‰ª Ÿà‚§√ß°“√„π√–¥—∫¢Õß°“√«‘®—¬·∫∫∑¥≈Õß·µàÕ¬à“ß„¥ √–∫∫°“√µ‘¥µ“¡·≈–µ√«® Õ∫∑’Ëºà“π¡“

®÷ß‡πâπ‰ª∑’Ë°“√¡’ à«π√à«¡¢ÕßºŸâ√à«¡«‘®—¬„π·µà≈–‚§√ß°“√ ‚¥¬ CRCN ‰¥â‡™‘≠π—°«‘®—¬¢Õß‚§√ß°“√µà“ßÊ ‡¢â“

¡“‡ªìπºŸâµ‘¥µ“¡‚§√ß°“√„π‚§√ß°“√Õ◊Ëπ Ê √à«¡°—∫‡®â“Àπâ“∑’Ë¢Õß CRCN ·∑π∑’Ë®–‡ªìπ‡®â“Àπâ“∑’Ë¢Õß CRCN

·µà‡æ’¬ßΩÉ“¬‡¥’¬« °“√¥”‡π‘π°“√·∫∫¡’ à«π√à«¡¥—ß°≈à“«°àÕ„Àâ‡°‘¥º≈‡™‘ß∫«°À≈“¬ª√–°“√ ª√–°“√·√° §◊Õ

ºŸâµ‘¥µ“¡‚§√ß°“√π—Èπ‡°‘¥°“√µ√–Àπ—°√Ÿâ¥â«¬µπ‡Õß∂÷ß§«“¡ ”§—≠·≈–¢âÕ∑’Ë§«√ª√—∫ª√ÿß®“°‚§√ß°“√®“°∑’Ë‰ª

µ√«®‡¬’Ë¬¡ ·≈–π”‰ªª√—∫„™â°—∫‚§√ß°“√¢Õßµπ‚¥¬∑—π∑’ Õ’°ª√–°“√Àπ÷Ëß§◊ÕºŸâµ‘¥µ“¡‚§√ß°“√´÷Ëß°Á‡ªìππ—°-

«‘®—¬„π‚§√ß°“√Õ◊Ëπ Ê  à«π„À≠à®–¡’≈—°…≥–°“√‡°Á∫¢âÕ¡Ÿ≈∑’Ë§≈â“¬§≈÷ß°—π  ®÷ß “¡“√∂·≈°‡ª≈’Ë¬πª√– ∫°“√≥å

·≈–„Àâ§”·π–π”‰¥â‡ªìπÕ¬à“ß¥’

°≈‰°°“√µ‘¥µ“¡‚§√ß°“√«‘®—¬‡ªìπ‡§√◊ËÕß¡◊Õ„π°“√»÷°…“√Ÿª·∫∫°“√«‘®—¬·∫∫ À ∂“∫—π„π

ª√–‡∑»‰∑¬ ´÷Ëß„πªï·√°‡ªìπ‡æ’¬ß°“√ π—∫ πÿπ·≈–‡ΩÑ“ —ß‡°µ°“√≥å  ‡æ◊ËÕ»÷°…“∏√√¡™“µ‘°“√¥”‡π‘π°“√·∫∫

 À ∂“∫—π ·≈–ª√–‡¡‘πº≈√Ÿª·∫∫°“√«‘®—¬∑“ß§≈‘π‘°·∫∫ À ∂“∫—π

°“√µ‘¥µ“¡‚§√ß°“√«‘®—¬¡’À≈“¬·π«∑“ß„π°“√ªØ‘∫—µ‘∑’Ë®–‰¥â¡“´÷Ëß¢âÕ¡Ÿ≈‡æ◊ËÕæ—≤π“ «‘∏’Àπ÷Ëß

∑’Ë∑“ß‡§√◊Õ¢à“¬«‘®—¬§≈‘π‘° À ∂“∫—π„™â§◊Õ ç°“√‡¬’Ë¬¡ ”√«®‚§√ß°“√é ¥â«¬‡Àµÿº≈¢Õß§«“¡‡ªìπ À ∂“∫—π
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