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§«“¡ ¡∫Ÿ√≥å §«“¡∂Ÿ°µâÕß ·≈–§«“¡‚ª√àß„ „π°“√√“¬ß“πº≈°“√∑¥≈Õß∑“ß§≈‘π‘°

¡’§«“¡®”‡ªìπ ”À√—∫„ÀâºŸâÕà“πª√–‡¡‘π§«“¡ ¡‡Àµÿ ¡º≈·≈–°“√Õπÿ¡“πº≈°“√»÷°…“ ª√–°Õ∫°—∫§”

·π–π” ”À√—∫ºŸâ‡¢’¬π (instructions for authors) ¢Õß«“√ “√«‘™“°“√µà“ß Ê ¬—ß¡’√“¬≈–‡Õ’¬¥‰¡à‡æ’¬ß

æÕ ”À√—∫°“√‡¢’¬π„Àâ¡’§ÿ≥¿“æÕ¬à“ß ¡∫Ÿ√≥å ∂Ÿ°µâÕß ·≈–‚ª√àß„  ¥—ßπ—Èπ §«“¡®”‡ªìπ¥—ß°≈à“«‰¥â∂Ÿ°

æ—≤π“‡ªìπ¢âÕ§«“¡ —Ëß (statement) ‡æ◊ËÕ‡ªìπ·π«∑“ß ”À√—∫ºŸâ‡¢’¬π„™âª√–°Õ∫„π°“√‡¢’¬πµâπ©∫—∫

¢âÕ§«“¡ —Ëß∑’Ë∂Ÿ°µ’æ‘¡æå‡º¬·æ√à„π “¢“«‘∑¬“»“ µ√å ÿ¢¿“æ ‡ªìπ§√—Èß·√° ‡√’¬°«à“ çConsolidated

Standards of Reporting Trials (CONSORT) Statementé ÷́Ëß¢âÕ§«“¡ —Ëß¥—ß°≈à“«∂Ÿ°‡º¬·æ√à„πªï

§.». 1996 [1] ª√—∫ª√ÿß§√—Èß·√°„πªï §.». 2001 [2] ·≈–ª√—∫ª√ÿß§√—Èß≈à“ ÿ¥„πªï §.». 2010 [3] ‚¥¬

¡’«—µ∂ÿª√– ß§å‡æ◊ËÕ„™â„π°“√√“¬ß“πº≈°“√∑¥≈Õß∑“ß§≈‘π‘°·∫∫ ÿà¡ª√–‡¿∑°≈ÿà¡§Ÿà¢π“π (parallel group

randomized clinical trials) ÷́Ëß‡ªìπ°“√ÕÕ°·∫∫°“√∑¥≈Õß∑’Ë∂◊Õ‡ªìπ¡“µ√∞“πÀ≈—° (gold standard)

 ”À√—∫°“√À“¢π“¥º≈°√–∑∫®“°∑√’µ‡¡πµå (treatment effect) ¢Õß°“√∑¥≈Õß„π¡πÿ…¬å ¢âÕ§«“¡ —Ëß

CONSORT ª√–°Õ∫¥â«¬√“¬°“√∑’ËµâÕßµ√«® Õ∫ (checklist) ∑’ËºŸâ‡¢’¬πµâÕß√“¬ß“π ÷́Ëß¡’®”π«π∑—ÈßÀ¡¥

25 √“¬°“√ §√Õ∫§≈ÿ¡‡π◊ÈÕÀ“∑—Èß„π à«π∫∑§—¥¬àÕ ∫∑π” «‘∏’°“√»÷°…“ º≈°“√»÷°…“ °“√Õ¿‘ª√“¬º≈

·≈–¢âÕ¡Ÿ≈Õ◊Ëπ Ê (¥Ÿ√“¬≈–‡Õ’¬¥∑’Ë http://www.consort-statement.org/) ¢âÕ§«“¡ —Ëß CONSORT

∂Ÿ°√—∫√Õß·≈–π”¡“‡ªìπ¢âÕ°”Àπ¥ ”À√—∫°“√µ’æ‘¡æå°—∫«“√ “√∑“ß°“√·æ∑¬å™—Èππ” ‡™àπ JAMA, BMJ,

New Eng J Med ·≈– Lancet ‡ªìπµâπ ·≈–«“√ “√Õ◊Ëπ Ê Õ’°®”π«π¡“° √«¡∂÷ß«“√ “√∑“ß

 —µ«·æ∑¬»“ µ√å ‡™àπ Equine Vet J ·≈– Vet J ‡ªìπµâπ πÕ°®“°π’È¬—ß‰¥â√—∫°“√√—∫√ÕßÀ√◊Õ ≈—°À≈—ß

(endorse) ®“°°≈ÿà¡∫√√≥“∏‘°“√µà“ß Ê ‰¥â·°à Council of Science Editors,  International Committee

of Medical Journal Editors ·≈– World Association of Medical Editors
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®“°º≈°“√»÷°…“æ∫«à“ À≈—ß®“°¡’°“√„™â¢âÕ§«“¡ CONSORT ∑”„Àâ§ÿ≥¿“æ¢Õß∫∑§«“¡

‡æ‘Ë¡ Ÿß¡“°¢÷Èπ [4-6] „π¢≥–∑’Ë‡¡◊ËÕ„™â‡°≥±å¢Õß COSORT ‰ªª√–‡¡‘π∫∑§«“¡∑’Ëµ’æ‘¡æå„π«“√ “√

∑“ß°“√·æ∑¬å„πª√–‡∑»®’π·≈–≠’ËªÿÉπæ∫«à“‚¥¬∑—Ë«‰ª∫∑§«“¡¬—ß¡’§ÿ≥¿“æµË” [7,8]  à«π„π “¢“

æ¬“∫“≈»“ µ√å æ∫«à“∫∑§«“¡∑’Ë„™â¢âÕ§«“¡ —Ëß CONSORT „π°“√‡¢’¬π¡’§ÿ≥¿“æ¥’°«à“∫∑§«“¡

∑’Ë‰¡à„™â¢âÕ§«“¡¥—ß°≈à“« [9]

¥—ßπ—Èπ ®÷ß¡’°“√¢¬“¬¢âÕ§«“¡ —Ëß CONSORT ‰ª Ÿà°“√√“¬ß“πº≈°“√»÷°…“„π≈—°…≥–Õ◊Ëπ Ê

‡™àπ °“√√“¬ß“πº≈°“√»÷°…“∑’Ë¡’°“√ ÿà¡·∫∫¬°°≈ÿà¡ [10] °“√√“¬ß“πº≈°“√»÷°…“∑’Ë∑√’µ‡¡πµå‰¡à„™à

¬“À√◊Õ “√∑“ß‡¿ —™»“ µ√å [11] °“√√“¬ß“πº≈°“√»÷°…“°“√√—°…“¥â«¬ ¡ÿπ‰æ√ [12,13] „π∑“ß

 —µ«·æ∑¬»“ µ√å OûConnor ·≈–§≥–‰¥â¡’°“√æ—≤π“¢âÕ§«“¡ —Ëß ‡√’¬°«à“ ç¢âÕ§«“¡ —Ëß REFLECTé

À√◊Õ™◊ËÕ‡µÁ¡‡√’¬°«à“ çReporting Guidelines for Randomized Controlled Trials in Livestock and Food

Safety (REFLECT) Statementé ́ ÷Ëß∂◊Õ‡ªìπ¢âÕ§«“¡ —Ëß∑’Ë‡ªìπ à«π¢¬“¬¢Õß¢âÕ§«“¡ —Ëß CONSORT ‚¥¬

¡’°“√¥—¥·ª≈ß¢âÕ§«“¡ —Ëß CONSORT ‡æ’¬ß‡≈Á°πâÕ¬‡æ◊ËÕ„Àâ‡À¡“– ¡ ”À√—∫„™â√“¬ß“π°“√∑¥≈Õß

∑’Ë‡°’Ë¬«°—∫ª»ÿ —µ«å·≈–Õ“À“√ª≈Õ¥¿—¬ ‚¥¬µ’æ‘¡æå¢âÕ§«“¡¥—ß°≈à“«„π«“√ “√¥â“π —µ«·æ∑¬»“ µ√å

‰¥â·°à Prev Vet med [14], J Vet Intern Med [15], J Food Prot [16], Zoonoses Public Health [17]

¢âÕ§«“¡ —Ëß REFLECT ª√–°Õ∫¥â«¬√“¬°“√∑’ËºŸâ‡¢’¬πµâÕßµ√«® Õ∫‡æ◊ËÕ„Àâ·πà„®«à“µâπ©∫—∫

√“¬ß“π∑’Ë®—¥‡µ√’¬¡¢÷Èπ¡’§«“¡ ¡∫Ÿ√≥å ·≈–∂Ÿ°µâÕßµ“¡∑’Ë°”Àπ¥ ‚¥¬√“¬°“√∑’ËµâÕßµ√«® Õ∫¥—ß°≈à“«

¡’®”π«π∑—ÈßÀ¡¥ 22 √“¬°“√ (Table 1) ·∫àß‡ªìπ à«π Ê ¥—ßπ’È   à«π™◊ËÕ‡√◊ËÕß·≈–∫∑§—¥¬àÕ ®”π«π

1 √“¬°“√ à«π∫∑π” ®”π«π 1 √“¬°“√  à«π«‘∏’°“√»÷°…“ ®”π«π10 √“¬°“√  à«πº≈°“√»÷°…“

®”π«π 7 √“¬°“√ ·≈– à«π°“√Õ¿‘ª√“¬º≈ ®”π«π 3 √“¬°“√ ‡¡◊ËÕ¥Ÿ®“°√“¬°“√∑’ËºŸâ‡¢’¬πµâÕß

µ√«® Õ∫ ®–‡ÀÁπ‰¥âÕ¬à“ß™—¥‡®π«à“ ¢âÕ§«“¡ —Ëß REFLECT „Àâ§«“¡ ”§—≠°—∫°“√√“¬ß“π«‘∏’°“√

»÷°…“¡“°∑’Ë ÿ¥ ·≈–µ“¡¥â«¬°“√√“¬ß“πº≈°“√»÷°…“ ∑—Èßπ’È‡æ◊ËÕ„ÀâºŸâÕà“π∑√“∫√“¬≈–‡Õ’¬¥‡°’Ë¬«°—∫«‘∏’

°“√»÷°…“  ”À√—∫„™â‡ªìπ∞“πª√–‡¡‘π§«“¡ ¡‡Àµÿ ¡º≈¢Õßº≈°“√»÷°…“ ·≈–°“√Õπÿ¡“πº≈°“√»÷°…“

(‡Àµÿº≈∑’ËµâÕß√“¬ß“π„π·µà≈–√“¬°“√·≈–µ—«Õ¬à“ß«‘∏’°“√‡¢’¬π√“¬ß“π·µà≈–√“¬°“√Õ¬à“ß≈–‡Õ’¬¥

ºŸâÕà“π “¡“√∂¥Ÿ‰¥â®“° ∫∑§«“¡∑’Ëµ’æ‘¡æå„π«“√ “√ J Food Proct [18] À√◊Õ«“√ “√ Zoonoses Public

Health [19])  ‡æ◊ËÕ§«“¡°√–™—∫ „π∫∑∫√√≥“∏‘°“√π’ÈºŸâ‡¢’¬π¢Õ°≈à“«‚¥¬ √ÿª ‡©æ“–„π à«π¢Õß°“√

√“¬ß“π«‘∏’°“√»÷°…“·≈–º≈°“√»÷°…“‡∑à“π—Èπ

°“√∑¥≈Õß∑“ß§≈‘π‘°„πª»ÿ —µ«å¡—°‡°’Ë¬«¢âÕß°—∫‚§√ß √â“ß¢ÕßÀπà«¬∑¥≈ÕßÀ√◊ÕÀπà«¬»÷°…“

(study unit) ∑’ËÕ“®∂Ÿ°®—¥‡ªìπ≈”¥—∫™—Èπ (organizational structures) ‡™àπ °“√∑¥≈Õßª√– ‘∑∏‘¿“æ

¢Õß¬“™π‘¥Àπ÷Ëß„π ÿ°√¢ÿπ „π∑“ßªØ‘∫—µ‘¬“¥—ß°≈à“«Õ“®∂Ÿ°®—¥ √√‚¥¬«‘∏’°“√ ÿà¡≈ß„π√–¥—∫ø“√å¡

√–¥—∫‚√ß‡√◊Õπ √–¥—∫§Õ° À√◊Õ√–¥—∫µ—« ÿ°√ ´÷Ëß·µà≈–«‘∏’¥—ß°≈à“«∑”„ÀâµâÕß„™â«‘∏’«‘‡§√“–Àå¢âÕ¡Ÿ≈∑“ß

 ∂‘µ‘∑’Ë·µ°µà“ß°—π ¥—ßπ—Èπ ‚§√ß √â“ß°“√®—¥≈”¥—∫™—Èπ¥—ß°≈à“« ®÷ß¡’§«“¡ ”§—≠·≈–∂Ÿ°°≈à“«∂÷ß„π

À≈“¬ Ê √“¬°“√∑’ËµâÕßµ√«® Õ∫∑—Èß„π à«π«‘∏’°“√»÷°…“ ·≈– à«πº≈°“√»÷°…“
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   √“¬°“√∑’ËµâÕßµ√«® Õ∫„π à«π«‘∏’°“√»÷°…“

√“¬°“√∑’Ë 3   ºŸâ‡¢â“√à«¡‚§√ß°“√À√◊ÕÀπà«¬»÷°…“ „π√“¬°“√π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ‡°≥±å

„π°“√§—¥‡≈◊Õ°ºŸâ‡¢â“√à«¡‚§√ß°“√ À√◊Õ°“√§—¥‡≈◊Õ°Àπà«¬∑¥≈Õß „π°“√∑¥≈Õß∑“ß§≈‘π‘°∫“ß§√—Èß

¡’§«“¡®”‡ªìπµâÕß√—∫ ¡—§√‡®â“¢Õßø“√å¡ À√◊Õ‡®â“¢Õß —µ«å∑’Ëπ” —µ«å¡“√—°…“∑’Ë‚√ßæ¬“∫“≈À√◊Õ§≈‘π‘°

„π√“¬°“√π’ÈºŸâ‡¢’¬πµâÕßÕ∏‘∫“¬„Àâ™—¥‡®π«à“„™â‡°≥±åÕ–‰√∫â“ß„π°“√æ‘®“√≥“§—¥‡≈◊Õ°‡®â“¢Õßø“√å¡

À√◊Õ‡®â“¢Õß —µ«å‡¢â“√à«¡‚§√ß°“√∑¥≈Õß¥—ß°≈à“« „π°√≥’∑’Ë™◊ÈÕ —µ«å¡“‡æ◊ËÕ°“√∑¥≈Õß ºŸâ‡¢’¬π°ÁµâÕß

Õ∏‘∫“¬‡™àπ‡¥’¬«°—π«à“„™â‡°≥±åÕ–‰√∫â“ß„π°“√§—¥‡≈◊Õ° ‡Àµÿº≈∑’Ë¢âÕ§«“¡ —Ëß REFLECT °”Àπ¥„Àâ

µâÕß√“¬ß“π„π≈—°…≥–¥—ß°≈à“« ‡æ√“–„π°“√»÷°…“„¥ Ê µâÕß¡’°≈ÿà¡¢Õßª√–™“°√‡ªÑ“À¡“¬ (target

population) ¥—ßπ—Èπ °“√√“¬ß“π‡°≥±å∑’Ë„™â§—¥‡≈◊Õ°µ—«Õ¬à“ß®“°ª√–™“°√‡ªÑ“À¡“¬ ∑”„ÀâºŸâÕà“π

 “¡“√∂ª√–‡¡‘π‰¥â«à“ º≈≈—æ∏å∑’Ë‡°‘¥¢÷Èπ®“°µ—«Õ¬à“ß∑’Ë„™â„π°“√»÷°…“π—Èπ “¡“√∂π”‰ªª√–¬ÿ°µå„™â°—∫

ª√–™“°√‡ªÑ“À¡“¬‰¥âÕ¬à“ß ¡‡Àµÿ ¡º≈À√◊Õ‰¡à (external validity) πÕ°®“°π’È ºŸâ‡¢’¬π¬—ßµâÕß√–∫ÿ

°“√®—¥µ—Èß·≈– ∂“π∑’Ë∑’Ë„™â ”À√—∫°“√∑¥≈ÕßÀ√◊Õ‡°Á∫¢âÕ¡Ÿ≈

√“¬°“√∑’Ë 4  Õ‘π‡∑Õ√å‡«π™—Ëπ (∫“ß§√—ÈßÕ“®‡√’¬°«à“∑√’µ‡¡πµå À¡“¬∂÷ß ‘Ëß„¥ Ê ∑’ËºŸâ∑”°“√

»÷°…“µâÕß°“√∑√“∫º≈°√–∑∫∑’Ë‡°‘¥¢÷Èπ‡¡◊ËÕÀπà«¬∑¥≈Õß‰¥â√—∫ Õ‘π‡∑Õ√å‡«π™—ËπÕ“®‡ªìπ ¬“ «—§´’π

«‘∏’°“√√—°…“  Ÿµ√Õ“À“√ À√◊Õ ‘ËßÕ◊Ëπ Ê) „π√“¬°“√π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ√“¬≈–‡Õ’¬¥¢ÕßÕ‘π‡∑Õ√å

‡«π™—Ëπ∑’Ë„Àâ„π·µà≈–°≈ÿà¡∑¥≈Õß ·≈–√–∫ÿ«à“Õ‘π‡∑Õ√å‡«π™—Ëπ∑’Ë„Àâ∂Ÿ°®—¥ √√≈ß„π√–¥—∫„¥¢Õß‚§√ß √â“ß

≈”¥—∫™—Èπ¢ÕßÀπà«¬»÷°…“ √“¬°“√∑’Ë 5 «—µ∂ÿª√– ß§å∑’Ë‡©æ“–·≈– ¡¡ÿµ‘∞“π „π√“¬°“√π’È µâÕß°“√„Àâ

ºŸâ‡¢’¬π√–∫ÿ∑—Èß«—µ∂ÿª√– ß§åÀ≈—°·≈–«—µ∂ÿª√– ß§å√Õß (∂â“‡ªìπ‰ª‰¥â) √“¬°“√∑’Ë 6 º≈≈—æ∏å „π√“¬°“√

π’È „ÀâºŸâ‡¢’¬π√–∫ÿÕ¬à“ß™—¥‡®π∂÷ß«‘∏’°“√«—¥§à“¢Õß∑—Èßº≈≈—æ∏åÀ≈—°·≈–º≈≈—æ∏å√Õß ·≈–√–¥—∫¢Õß

‚§√ß √â“ß≈”¥—∫™—Èπ¢ÕßÀπà«¬»÷°…“∑’Ë«—¥ ·≈–∂â“‡ªìπ‰ª‰¥âÕ“®√«¡∂÷ß√–∫ÿ«‘∏’µà“ß Ê ∑’Ë„™â‡æ◊ËÕ‡æ‘Ë¡

§ÿ≥¿“æ¢Õß°“√«—¥ ‡™àπ °“√«—¥´È”À≈“¬§√—Èß ·≈–°“√Ωñ°Õ∫√¡°àÕπ°“√«—¥ ‡ªìπµâπ √“¬°“√∑’Ë 7 ¢π“¥

µ—«Õ¬à“ß „π√“¬°“√π’È µâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ«‘∏’°”Àπ¥À√◊Õ§”π«≥¢π“¥µ—«Õ¬à“ß ´÷ËßºŸâ‡¢’¬π§«√√–∫ÿ

¢π“¥µ—«Õ¬à“ß∑’Ë°”Àπ¥„π·µà≈–√–¥—∫¢Õß‚§√ß √â“ß≈”¥—∫™—Èπ¢ÕßÀπà«¬»÷°…“ ·≈–À“°Àπà«¬»÷°…“

‰¡à¡’§«“¡Õ‘ √–µàÕ°—π §«√√–∫ÿ«‘∏’°“√ª√—∫·°â§«“¡‰¡à‡ªìπÕ‘ √–¥—ß°≈à“«

√“¬°“√∑’Ë 8-10 «‘∏’°“√ ÿà¡ (À¡“¬∂÷ß«‘∏’°“√®—¥ √√Àπà«¬∑¥≈Õß ŸàÕ‘π‡∑Õ√å‡«π™—Ëπ À√◊Õ°“√

®—¥ √√Õ‘π‡∑Õ√å‡«π™—Ëπ ŸàÀπà«¬∑¥≈Õß ‚¥¬„™â‡∑§π‘§°“√ ÿà¡) ‡ªìπ«‘∏’ ”§—≠∑’Ë™à«¬¢®—¥§«“¡≈”‡Õ’¬ß

¢Õßº≈≈—æ∏å∑’Ë®–‡°‘¥¢÷Èπ ¥—ßπ—Èπ ¢âÕ§«“¡ —Ëß CONSORT ®÷ß„Àâ√“¬ß“π«‘∏’°“√ ÿà¡¥—ß°≈à“«Õ¬à“ß≈–‡Õ’¬¥

´÷Ëßª√–°Õ∫¥â«¬ 3 ¢—ÈπµÕπ ¥—ßπ’È √“¬°“√∑’Ë 8 «‘∏’°“√ √â“ß≈”¥—∫‡≈¢ ÿà¡ (sequence generation)  „π

√“¬°“√π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ«‘∏’∑’Ë„™â„π°“√ √â“ß≈”¥—∫‡≈¢ ÿà¡ (‡™àπ ‚¥¬°“√„™âµ“√“ß‡≈¢ ÿà¡®“°

Àπ—ß ◊Õ«‘™“ ∂‘µ‘ À√◊Õ„™â‚ª√·°√¡§Õ¡æ‘«‡µÕ√å ‡ªìπµâπ) ·≈–‡ªìπ°“√ √â“ß≈”¥—∫‡≈¢ ÿà¡„Àâ‚§√ß √â“ß

≈”¥—∫™—Èπ¢ÕßÀπà«¬»÷°…“„π√–¥—∫„¥ (‡™àπ √–¥—∫ø“√å¡ √–¥—∫‚√ß‡√◊Õπ √–¥—∫§Õ° À√◊Õ√–¥—∫µ—« —µ«å

‡ªìπµâπ) πÕ°®“°π’È¬—ßµâÕß√–∫ÿ«‘∏’°“√ √â“ß≈”¥—∫‡≈¢ ÿà¡«à“¡’¢âÕ®”°—¥À√◊Õ‰¡àÕ¬à“ß‰√ (‡™àπ °“√ ÿà¡‚¥¬

°“√∫≈ÁÕ° À√◊Õ°“√ ÿà¡‚¥¬°“√®—¥™—Èπ ‡ªìπµâπ) √“¬°“√∑’Ë 9 °“√´àÕπ≈”¥—∫‡≈¢ ÿà¡ „π√“¬°“√π’È
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µâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ«‘∏’°“√®—¥ √√Õ‘π‡∑Õ√å‡«π™—Ëπ ŸàÀπà«¬»÷°…“ À√◊Õ°“√®—¥ √√Àπà«¬»÷°…“ Ÿà

Õ‘π‡∑Õ√å‡«π™—Ëπ ́ ÷Ëß√«¡∂÷ß«‘∏’́ àÕπ≈”¥—∫‡≈¢ ÿà¡À≈—ß®“°∑’Ë¡’°“√ √â“ß≈”¥—∫¥—ß°≈à“«®π°√–∑—Ëß∂÷ß‡«≈“®—¥ √√

(°“√ à́Õπ≈”¥—∫‡≈¢ ÿà¡ ¡’§«“¡ ”§—≠µàÕ°“√≈¥§«“¡≈”‡Õ’¬ß„π°“√®—¥ √√Àπà«¬»÷°…“ ŸàÕ‘π‡∑Õ√å‡«π™—Ëπ

À√◊Õ°“√®—¥Õ‘π‡∑Õ√å‡«π™—Ëπ ŸàÀπà«¬»÷°…“) √“¬°“√∑’Ë 10 «‘∏’¥”‡π‘π°“√ „π√“¬°“√π’ÈµâÕß°“√„Àâ

ºŸâ‡¢’¬π√–∫ÿ«‘∏’¥”‡π‘π°“√∑’Ë‡°‘¥¢÷Èπ®√‘ß„π°“√®—¥ √√Õ‘π‡∑Õ√å‡«π™—Ëπ ŸàÀπà«¬»÷°…“ À√◊Õ°“√®—¥ √√

Àπà«¬»÷°…“ ŸàÕ‘π‡∑Õ√å‡«π™—Ëπ ‚¥¬µâÕß√–∫ÿ«à“ „§√‡ªìπ§π √â“ß≈”¥—∫‡≈¢ ÿà¡ „§√‡ªìπ§π§—¥‡≈◊Õ°

À√◊Õ√—∫ ¡—§√ºŸâ‡¢â“√à«¡‚§√ß°“√À√◊ÕÀπà«¬»÷°…“ „§√‡ªìπ§π®—¥ √√Àπà«¬»÷°…“ Ÿà°≈ÿà¡Õ‘π‡∑Õ√å‡«π™—Ëπ

„π·µà√–¥—∫¢Õß‚§√ß √â“ß≈”¥—∫™—ÈπÀπà«¬»÷°…“

√“¬°“√∑’Ë 11 °“√Õ”æ√“ß (°“√Õ”æ√“ß À√◊Õ blinding ‡ªìπÕ’°«‘∏’∑’Ë™à«¬¢®—¥§«“¡≈”‡Õ’¬ß

¢Õßº≈≈—æ∏å∑’Ë®–‡°‘¥¢÷Èπ) „π√“¬°“√π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ«‘∏’°“√Õ”æ√“ß„π¢—ÈπµÕπµà“ß Ê ¢Õß°“√

»÷°…“ √«¡∂÷ß°“√„Àâ‡Àµÿº≈„π°√≥’∑’Ë‰¡à‰¥â„™â«‘∏’°“√Õ”æ√“ß √“¬°“√∑’Ë 12 «‘∏’°“√∑“ß ∂‘µ‘ „π√“¬°“√

π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ«‘∏’°“√∑“ß ∂‘µ‘∑’Ë„™â ”À√—∫‡ª√’¬∫‡∑’¬∫º≈≈—æ∏å¢Õß°≈ÿà¡∑¥≈Õßµà“ßÊ ‚¥¬µâÕß

√–∫ÿ„Àâ™—¥‡®π«à“‡ªìπ°“√«‘‡§√“–Àå∑“ß ∂‘µ‘„π√–¥—∫„¥¢Õß‚§√ß √â“ß≈”¥—∫™—ÈπÀπà«¬»÷°…“ √«¡∂÷ß«‘∏’∑’Ë

„™â„π°“√ª√—∫·°â‚§√ß √â“ß¥—ß°≈à“«„π¢—ÈπµÕπ°“√«‘‡§√“–Àå¢âÕ¡Ÿ≈ πÕ°®“°π’È¬—ßµâÕß√–∫ÿ«‘∏’°“√

«‘‡§√“–Àå‡æ‘Ë¡‡µ‘¡µà“ß Ê ‡™àπ °“√«‘‡§√“–Àå°≈ÿà¡¬àÕ¬ °“√«‘‡§√“–Àå‡æ◊ËÕª√—∫·°âµà“ß Ê ‡ªìπµâπ

   √“¬°“√∑’ËµâÕßµ√«® Õ∫„π à«πº≈°“√»÷°…“

√“¬°“√∑’Ë 13 ·ºπº—ß¢—ÈπµÕπ¢Õß°“√»÷°…“ „π√“¬°“√π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ°“√‰À≈ (flow)

¢ÕßÀπà«¬»÷°…“ „π·µà≈–¢—ÈπµÕπ ”À√—∫·µà≈–√–¥—∫¢Õß‚§√ß √â“ß≈”¥—∫™—ÈπÀπà«¬»÷°…“ ‚¥¬·π–π”

„Àâ®—¥∑”„π√Ÿª¢Õß·ºπ¿“æ ·¡â¢âÕ§«“¡ —Ëß REFLECT  ‰¡à‰¥â„Àâµ—«Õ¬à“ß·ºπ¿“æ‰«â Õ¬à“ß‰√°Áµ“¡

 “¡“√∂„™â·ºπ¿“æ®“°¢âÕ§«“¡ —Ëß CONSORT ‡ªìπ·π«∑“ß‰¥â (Figure 1) √“¬°“√∑’Ë 14 °“√

 √√À“ºŸâ‡¢â“√à«¡‚§√ß°“√À√◊ÕÀπà«¬»÷°…“ „π√“¬°“√π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ«—π´÷Ëß‡ªìπ™à«ß‡«≈“„π

°“√ √√À“ºŸâ‡¢â“√à«¡‚§√ß°“√À√◊ÕÀπà«¬»÷°…“ √«¡∂÷ß√–¬–‡«≈“∑’Ë„™â„π°“√µ‘¥µ“¡¥â«¬ √“¬°“√∑’Ë 15

¢âÕ¡Ÿ≈∞“π  „π√“¬°“√π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ¢âÕ¡Ÿ≈∞“π∑“ßª√–™“°√»“ µ√å ·≈–≈—°…≥–‡©æ“–∑“ß

§≈‘π‘°¢ÕßÀπà«¬»÷°…“·µà≈–°≈ÿà¡ √“¬°“√∑’Ë 16 ®”π«πÀπà«¬»÷°…“∑’Ë„™â„π°“√«‘‡§√“–Àå„π√“¬°“√π’È

µâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ®”π«πÀπà«¬»÷°…“¢Õß·µà≈–°≈ÿà¡„π·µà≈–§√—Èß¢Õß°“√«‘‡§√“–Àå  ·≈–„Àâ√–∫ÿ

®”π«π —¡∫Ÿ√≥å (‡™àπ „Àâ√–∫ÿ 10/20 ·∑π∑’Ë®–√–∫ÿ 50%) √“¬°“√∑’Ë 17 º≈≈—æ∏å·≈–°“√ª√–¡“≥§à“

„π√“¬°“√π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ°“√ √ÿªº≈≈—æ∏å∑—Èßº≈≈—æ∏åÀ≈—°·≈–º≈≈—æ∏å√Õß ∑’Ë¡’°“√ª√—∫·°â

‚§√ß √â“ß≈”¥—∫™—ÈπÀπà«¬»÷°…“¢Õß√–¥—∫∑’Ë‡°’Ë¬«¢âÕß·≈â« ·≈–„Àâ√–∫ÿ§à“‚¥¬ª√–¡“≥¢Õß¢π“¥º≈°√–∑∫

(effect size) ®“°Õ‘π‡∑Õ√å‡«π™—Ëπ∑’ËÀπà«¬»÷°…“‰¥â√—∫√«¡∂÷ß§«“¡‡∑’Ë¬ß¢Õß§à“¥—ß°≈à“« (‡™àπ ™à«ß

§«“¡‡™◊ËÕ¡—Ëπ∑’Ë 95% ¢Õß§à“¥—ß°≈à“«) √“¬°“√∑’Ë 18 °“√«‘‡§√“–Àå¢âÕ¡Ÿ≈‡ √‘¡ „π√“¬°“√π’ÈµâÕß°“√

„ÀâºŸâ‡¢’¬π√–∫ÿ°“√«‘‡§√“–Àå¢âÕ¡Ÿ≈Õ◊Ëπ Ê πÕ°‡Àπ◊Õ®“°°“√«‘‡§√“–Àå¢âÕ¡Ÿ≈ ”À√—∫º≈≈—æ∏åÀ≈—°

°“√«‘‡§√“–Àå¢âÕ¡Ÿ≈Õ◊Ëπ Ê Õ“®‰¥â·°à °“√«‘‡§√“–Àå¢âÕ¡Ÿ≈„π°≈ÿà¡¬àÕ¬ ·≈–°“√«‘‡§√“–Àå¢âÕ¡Ÿ≈∑’Ë¡’°“√ª√—∫·°â

´÷Ëß°“√«‘‡§√“–Àå¥—ß°≈à“«µâÕß√–∫ÿ¥â«¬«à“¡’°“√√–∫ÿ‰«â≈à«ßÀπâ“·≈â«  À√◊Õ√–∫ÿÀ≈—ß®“°‡ÀÁπ¢âÕ¡Ÿ≈·≈â«
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√“¬°“√∑’Ë 19 ‡Àµÿ°“√≥å¢—¥·¬âßÀ√◊Õº≈¢â“ß‡§’¬ß∑’Ë‡°‘¥¢÷Èπ „π√“¬°“√π’ÈµâÕß°“√„ÀâºŸâ‡¢’¬π√–∫ÿ

‡Àµÿ°“√≥å¢—¥·¬âßÀ√◊Õº≈¢â“ß‡§’¬ß ”§—≠∑’ËÕ“®‡°‘¥®“°Õ‘π‡∑Õ√å‡«π™—Ëπ„π·µà≈–°≈ÿà¡

®“°∑’Ë°≈à“«¡“∑—ÈßÀ¡¥„π¢â“ßµâπ ·¡â®–¬—ß‰¡à¡’¢âÕ°”Àπ¥„ÀâºŸâ‡¢’¬πµâÕß‡µ√’¬¡µâπ©∫—∫µ“¡

·π«∑“ß¢Õß¢âÕ§«“¡ —Ëß REFLECT  ”À√—∫°“√µ’æ‘¡æå„π«“√ “√µà“ß Ê ∑“ß —µ«·æ∑¬»“ µ√å ·µà

°“√‡µ√’¬¡µâπ©∫—∫µ“¡·π«∑“ß¢Õß¢âÕ§«“¡ —Ëß¥—ß°≈à“« ®–™à«¬≈¥§«“¡≈”‡Õ’¬ß®“°°“√µ’æ‘¡æå [20]

∑”„Àâ‰¥âµâπ©∫—∫∑’Ë¡’§«“¡ ¡∫Ÿ√≥å ∂Ÿ°µâÕß ·≈–¡’§«“¡‚ª√àß„ ¡“°¬‘Ëß¢÷Èπ ÷́Ëß®–‡ªìπª√–‚¬™πåµàÕºŸâÕà“π

„π°“√ª√–‡¡‘π§«“¡ ¡‡Àµÿ ¡º≈¢Õßµâπ©∫—∫π—Èπ Ê ·≈–∂â“µâπ©∫—∫·µà≈–µâπ©∫—∫∂Ÿ°‡µ√’¬¡‚¥¬„™â

¢âÕ§«“¡ —Ëß REFLECT ‡À¡◊Õπ°—π ®–™à«¬≈¥§«“¡≈”‡Õ’¬ß ”À√—∫°“√‡ª√’¬∫‡∑’¬∫º≈°“√»÷°…“

√–À«à“ß∫∑§«“¡ ‰¥â·°à °“√ª√‘∑—»πå∫∑§«“¡Õ¬à“ß‡ªìπ√–∫∫·≈–°“√«‘‡§√“–Àå‡¡µ“ (systematic

review and meta-analysis) ´÷Ëß®–∑”„Àâ‰¥âæ¬“πÀ≈—°∞“π∑’Ë¡’§«“¡πà“‡™◊ËÕ∂◊Õ¡“°¬‘Ëß¢÷Èπ

Table 1. Checklist for REFLECT Statement

(http://www.reflect-statement.org/statement/docs/reflectstatementchecklist.pdf)

Checklist for REFLECT statement: Reporting guidelines for randomized control trials in livestock

and food safety.

Bold text are modifications from the CONSORT statement description [2]

Paper section Item Descriptor of REFLECT statement item Reported

and topic on Page

#

Title & Abstract 1 How study units were allocated to interventions (eg, çrandom

allocation,é çrandomized,é or çrandomly assignedé).

Clearly state whether the outcome was the result of natural

exposure or was the result of a deliberate agent challenge.

Introduction 2 Scientific background and explanation of rationale.

Background

Methods 3 Eligibility criteria for owner/managers and study units at

Participants each level of the organizational structure, and the settings

and locations where the data were collected.

Interventions 4 Precise details of the interventions intended for each group,

the level at which the intervention was allocated, and how

and when interventions were actually administered.

4b Precise details of the agent and the challenge model,

if a challenge study design was used.

Objectives 5 Specific objectives and hypotheses. Clearly state primary

and secondary objectives (if applicable).
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Table 1. Continued

Outcomes 6 Clearly defined primary and secondary outcome measures

and the levels at which they were measured, and, when

applicable, any methods used to enhance the quality of

measurements (eg, multiple observations, training of assessors).

Sample size 7 How sample size was determined and, when applicable,

explanation of any interim analyses and stopping rules.

Sample-size considerations should include sample-size

determinations at each level of the organizational

structure and the assumptions used to account for any

non-independence among groups or individuals within a group.

Randomization-- 8 Method used to generate the random allocation sequence

Sequence at the relevant level of the organizational structure, including

generation details of any restrictions (eg, blocking, stratification)

Randomization-- 9 Method used to implement the random allocation sequence

Allocation at the relevant level of the organizational structure, (eg,

concealment numbered containers or central telephone), clarifying

whether the sequence was concealed until interventions

were assigned.

Randomization-- 10 Who generated the allocation sequence, who enrolled study

Implementation units, and who assigned study units to their groups at the

relevant level of the organizational structure.

Blinding 11 Whether or not participants those administering the

(masking) interventions, caregivers and those assessing the outcomes

were blinded to group assignment. If done, how the success

of blinding was evaluated. Provide justification for not using

blinding if it was not used.

Statistical 12 Statistical methods used to compare groups for all

methods outcome(s); Clearly state the level of statistical analysis

and methods used to account for the organizational

structure, where applicable; methods for additional

analyses, such as subgroup analyses and adjusted analyses.

Results 13 Flow of study units through each stage for each level

Study flow of the organization structure of the study (a diagram is

strongly recommended). Specifically, for each group,

report the numbers of study units randomly assigned,

receiving intended treatment, completing the study protocol,

and analyzed for the primary outcome. Describe protocol

deviations from study as planned, together with reasons.
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Table 1. Continued
Recruitment 14 Dates defining the periods of recruitment and follow-up.

Baseline data 15 Baseline demographic and clinical characteristics of each

group, explicitly providing information for each relevant

level of the organizational structure. Data should be

reported in such a way that secondary analysis, such

as risk assessment, is possible.

Numbers 16 Number of study units (denominator) in each group

analyzed included in each analysis and whether the analysis was

by çintention-to-treat.é State the results in absolute

numbers when feasible (eg, 10/20, not 50%).

Outcomes and 17 For each primary and secondary outcome, a summary of

estimation results for each group, accounting for each relevant level of

the organizational structure, and the estimated effect size

and its precision (e.g., 95% confidence interval)

Ancillary 18 Address multiplicity by reporting any other analyses

analyses performed, including subgroup analyses and adjusted

analyses, indicating those pre-specified and those exploratory.

Adverse events 19 All important adverse events or side effects in each

intervention group.

Discussion 20 Interpretation of the results, taking into account study

Interpretation hypotheses, sources of potential bias or imprecision, and

the dangers associated with multiplicity of analyses and

outcomes. Where relevant, a discussion of herd immunity

should be included. If applicable, a discussion of the

relevance of the disease challenge should be included.

Generalizability 21 Generalizability (external validity) of the trial findings.

Overall 22 General interpretation of the results in the context of

evidence current evidence.



8 «“√ “√ —µ«·æ∑¬»“ µ√å ¡¢. ªï∑’Ë 20 ©∫—∫∑’Ë 1  ¡°√“§¡ - ¡‘∂ÿπ“¬π  2553

  Figure 1. CONSORT 2010 Flow Diagram (http://www.consort-statement.org/index.aspx?o=2966)
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