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∫∑π”

ªí®®ÿ∫—π‡ªìπ∑’Ë∑√“∫°—π¥’Õ¬Ÿà·≈â««à“ „π°√–∫«π°“√¢Õß
°“√æ—≤π“¬“¢÷Èπ¡“„™â„À¡àπ—Èπ ¡’§«“¡¬ÿàß¬“°·≈–´—∫´âÕπ
À≈“¬¢—ÈπµÕπ ´÷Ëß·¡â«à“„π°√–∫«π°“√‡À≈à“π’È®–¬“«π“π
·≈–§”π÷ß∂÷ß§«“¡ª≈Õ¥¿—¬¡“°æÕ ¡§«√ ‚¥¬°”Àπ¥„Àâ„π
phase III ‡ªìπ√–¬–∑’Ë®–µâÕßÀ“Õÿ∫—µ‘°“√≥å¢Õß°“√‡°‘¥Õ“°“√
‰¡àæ÷ßª√– ß§å®“°¬“‡Õ“‰«â¥â«¬·≈â«°Áµ“¡ ·µàº≈°“√»÷°…“
„π¢—Èπ pre-marketing trial π—Èπ°Á¬—ß§ß‰¡à‡æ’¬ßæÕ∑’Ë®– √ÿª‡ªìπ
¢âÕ¡Ÿ≈Õÿ∫—µ‘°“√≥å¢ÕßÕ“°“√‰¡àæ÷ßª√– ß§å®“°¬“‰¥â∑—ÈßÀ¡¥
‡π◊ËÕß®“°‚¥¬∑—Ë«‰ª®–∑”°“√»÷°…“„πºŸâªÉ«¬®”π«ππâÕ¬√“¬
·≈–¡—°®–‰¡à√«¡ª√–™“°√°≈ÿà¡∑“√° ‡¥Á°  µ√’µ—Èß§√√¿å·≈–
§π™√“‡¢â“¡“„π°≈ÿà¡µ—«Õ¬à“ß‡æ◊ËÕ»÷°…“¥â«¬ Õ’°∑—Èß®–„™â‡«≈“
„π°“√»÷°…“‡æ’¬ßª√–¡“≥ 3 ªï   ¥—ßπ—Èπ„π°√≥’∑’ËÕÿ∫—µ‘°“√≥å
¢Õß°“√‡°‘¥Õ“°“√‰¡àæ÷ßª√– ß§å¡’§à“µË”À√◊ÕÀ“°µâÕß„™â‡ªìπ
√–¬–‡«≈“π“πÊ ®÷ß®–‡°‘¥Õ“°“√‰¡àæ÷ßª√– ß§å¥—ß°≈à“« ®÷ß
‡ªìπ‰ª‰¥â∑’Ë®–‰¡àæ∫Õ“°“√· ¥ß∑’Ë‰¡àæ÷ßª√– ß§åπ—Èπ„π™à«ß
pre-marketing trial 1

®“°‡Àµÿº≈∑’Ë°≈à“«¡“¢â“ßµâπ ®÷ß¬—ß¡’§«“¡®”‡ªìπ∑’Ë®–µâÕß
¡’°“√»÷°…“·≈–‡ΩÑ“√–«—ßµ‘¥µ“¡°“√„™â¬“À≈—ß®“°¬“ÕÕ°«“ß
®”Àπà“¬„π∑âÕßµ≈“¥·≈â« (post marketing surveillance, PMS)
‚¥¬¡’√Ÿª·∫∫°“√µ‘¥µ“¡∑’ËÀ≈“°À≈“¬«‘∏’ Õ“∑‘ spontaneous
case reporting ́ ÷Ëß°“√»÷°…“¥â«¬«‘∏’π’È ∂÷ß·¡â®–‰¡à “¡“√∂∫Õ°
∂÷ßÕÿ∫—µ‘°“√≥å¢Õß°“√‡°‘¥‰¥â  ·µà°Á¡’¢âÕ¥’§◊Õ “¡“√∂°√–∑”
‰¥â„π«ß°«â“ß∑—Ë«ª√–‡∑»   “¡“√∂°√–∑”æ√âÕ¡°—π§√—Èß‡¥’¬«

°—∫¬“À≈“¬Ê µ—«‡ªî¥°«â“ß„Àâ∑ÿ°§π∑’Ëæ∫‰¥â√“¬ß“π ‚¥¬‰¡à
®”°—¥«à“µâÕß‡ªìπ·æ∑¬å‡∑à“π—Èπ √«¡∑—Èß “¡“√∂À“Õ“°“√‰¡à
æ÷ßª√– ß§å∑’Ëæ∫¬“° (rare ADRs) ‰¥âÕ’°¥â«¬  πÕ°®“°√Ÿª·∫∫
case reporting ´÷Ëß‡ªìπ°“√»÷°…“„π‡™‘ßæ√√≥π“ (descriptive
study) ·≈â«¬—ßÕ“®∑”°“√»÷°…“„π‡™‘ß«‘‡§√“–Àå (analytical
study) ‡æ◊ËÕÀ“§«“¡ —¡æ—π∏å√–À«à“ß “‡Àµÿ§◊Õ°“√‰¥â√—∫¬“
°—∫º≈§◊Õ°“√· ¥ßÕÕ°¢ÕßÕ“°“√‰¡àæ÷ßª√– ß§å  ‚¥¬«‘∏’
°“√∑’Ë∑”°—πÕ¬à“ß·æ√àÀ≈“¬„πªí®®ÿ∫—π¡’∑—Èß°“√»÷°…“·∫∫‰ª
¢â“ßÀπâ“∑’Ë‡√’¬°«à“ cohort study À√◊Õ»÷°…“·∫∫¬âÕπÀ≈—ß case
control study ´÷Ëß∑—Èß Õß√Ÿª·∫∫≈â«π¡’¢âÕ¥’·≈–¢âÕ®”°—¥·µ°
µà“ß°—πÕÕ°‰ª2

      ªí®®ÿ∫—π°“√∑” PMS „πÀ≈“¬Ê ª√–‡∑»π‘¬¡„™â«‘∏’ spon-
taneous case reporting ¡“°∑’Ë ÿ¥ ·µà‡π◊ËÕß®“°«‘∏’π’È¡’Õ—µ√“
°“√√“¬ß“ππâÕ¬°«à“§«“¡‡ªìπ®√‘ß (underreporting) ¥â«¬
‡Àµÿº≈À≈“°À≈“¬ª√–°“√ Õ“∑‘ ·æ∑¬å¡’¿“√–ß“π¡“° ‰¡à
µ√–Àπ—°∂÷ß§«“¡ ”§—≠ ¢“¥∑—°…–„π°“√«‘π‘®©—¬Õ“°“√‰¡à
æ÷ßª√– ß§å∑’Ë ”§—≠ À√◊Õ¡’Õ§µ‘‡æ√“–‰¥â√—∫°“√ π—∫ πÿπ
®“°∫√‘…—∑¬“3  ¥â«¬‡Àµÿπ’È‡Õß®÷ß∑”„Àâ∫“ßª√–‡∑»æ¬“¬“¡
æ—≤π“√Ÿª·∫∫ PMS „À¡àÊ ¢÷Èπ ‡™àπ „πª√–‡∑» À√“™
Õ“≥“®—°√ ¡’∑—Èß°“√„™â GPRD ( General Practice Research
Database) ·≈–  Medicines Monitoring Unit (MEMO) ´÷Ëß‡ªìπ
«‘∏’∑’Ë„™âª√–‚¬™πå®“°∞“π¢âÕ¡Ÿ≈„π§Õ¡æ‘«‡µÕ√å π”¡“
«‘‡§√“–ÀåÀ“§«“¡ —¡æ—π∏å√–À«à“ß°“√‡°‘¥Õ“°“√‰¡àæ÷ß
ª√– ß§å·≈–°“√„™â¬“ À√◊ÕÕ’°«‘∏’Àπ÷Ëß ‡√’¬°«à“ Prescription-
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event monitoring (PEM) ´÷Ëß‡ªìπ«‘∏’°“√µ‘¥µ“¡«‘∏’‡¥’¬«∑’Ë∂Ÿ°
√—∫√Õß„Àâ∑”§«∫§Ÿà°—∫ spontaneous case reporting „π°“√∑”
PMS ¿“¬„πª√–‡∑» À√“™Õ“≥“®—°√

Prescription-event monitoring (PEM)
PEM ‡ªìπ√Ÿª·∫∫Àπ÷Ëß¢Õß post marketing surveillance

¡’≈—°…≥–°“√»÷°…“‡ªìπ·∫∫ —ß‡°µ°“√≥å·≈–»÷°…“‰ª¢â“ß
Àπâ“ (noninterventional observation cohort study) ∑’Ë∂Ÿ°
æ—≤π“¢÷Èπ„™â§√—Èß·√°‡¡◊ËÕªï §.».1986 „πª√–‡∑» À√“™
Õ“≥“®—°√‚¥¬ Dr. William Inman ºŸâÕ”π«¬°“√Àπà«¬«‘®—¬
§«“¡ª≈Õ¥¿—¬¥â“π¬“ À√◊Õ Drug Safety Research Unit (DSRU)
·Ààß¡À“«‘∑¬“≈—¬ Southampton ‚¥¬°àÕπÀπâ“∑’Ë®–¡’√–∫∫
PEM π’È„πª√–‡∑» À√“™Õ“≥“®—°√¡’√–∫∫‡ΩÑ“√–«—ß·≈–
µ‘¥µ“¡¬“∑’Ë‡√’¬°«à“ Yellow Card Scheme À√◊Õ√–∫∫
spontaneous reporting Õ¬Ÿà·≈â« ´÷Ëß√–∫∫¥—ß°≈à“«∂Ÿ°æ—≤π“
¢÷Èπ‚¥¬ Committee on Safety of Drugs (µàÕ¡“‡ª≈’Ë¬π‡ªìπ
Committee on Safety of Medicines: CSM) ‡æ◊ËÕ„™â„π°“√
µ‘¥µ“¡Õ“°“√‰¡àæ÷ßª√– ß§å¢Õß¬“„À¡à  À√◊Õ¬“∑’Ëµ‘¥
‡§√◊ËÕßÀ¡“¬ “¡‡À≈’Ë¬¡ ’¥” (black triangle) ·µà‡æ√“–¢âÕ
®”°—¥¢Õß Yellow Card Scheme §◊Õ¡’Õ—µ√“°“√√“¬ß“π∑’ËµË”
¡“° (underreporting) §◊Õª√–¡“≥ 10% ¢ÕßÕ“°“√‰¡àæ÷ß
ª√– ß§å∑’Ë‡°‘¥¢÷Èπ∑—ÈßÀ¡¥‡∑à“π—Èπ √«¡∑—Èßæ∫ªí≠À“Õ§µ‘ (biases)
¢Õß·æ∑¬åºŸâ√“¬ß“π‰¥â§àÕπ¢â“ß∫àÕ¬ ¥â«¬‡Àµÿπ’È‡ÕßÀπà«¬ß“π
∑’Ë‡°’Ë¬«¢âÕß®÷ß‰¥â¡’§«“¡æ¬“¬“¡æ—≤π“§‘¥§âπ√–∫∫°“√
µ‘¥µ“¡·∫∫„À¡àÊ ¢÷Èπ¡“„™â§«∫§Ÿà°—πÕ’°∑“ßÀπ÷Ëß ́ ÷Ëß°Á§◊Õ√–∫∫
PEM π—Ëπ‡Õß

«‘∏’¥”‡π‘π°“√µ‘¥µ“¡·≈–‡ΩÑ“√–«—ß·∫∫ PEM
„πª√–‡∑» À√“™Õ“≥“®—°√ ºŸâªÉ«¬∑ÿ°√“¬®–µâÕß®¥

∑–‡∫’¬π°—∫Àπà«¬ National Health Service (NHS) ‡¡◊ËÕ·æ∑¬å
ºŸâ∑”°“√√—°…“ (General Practitioners: GP)  —Ëß„™â¬“„Àâ°—∫ºŸâªÉ«¬
·µà≈–√“¬ ºŸâªÉ«¬®–µâÕßπ”„∫ —Ëß¬“‡À≈à“π—Èπµ‘¥µàÕ‡æ◊ËÕ¢Õ√—∫
¬“®“°‡¿ —™°√ ́ ÷Ëß®–¡’Àπâ“∑’Ë®à“¬¬“µ“¡∑’Ë·æ∑¬å —Ëß À≈—ß®“°
π—Èπ„∫ —Ëß¬“®÷ß®–∂Ÿ° àß‰ª¬—ßÀπà«¬ß“π∑’Ë‡√’¬°«à“ Prescription
Pricing Authority À√◊Õ PPA ´÷Ëß®–¡’Àπâ“∑’Ë®à“¬‡ß‘π∑¥·∑π
§à“¬“§◊π„Àâ°—∫‡¿ —™°√„π¿“¬À≈—ß DSRU ®–‡ªìπºŸâª√– “π
ß“π°—∫ PPA ‡æ◊ËÕ ”‡π“¢âÕ¡Ÿ≈„∫ —Ëß¬“ (electronic copies)
∑—ÈßÀ¡¥∑—Ë«ª√–‡∑»∑’Ë¡’°“√ —Ëß®à“¬¬“∑’Ë∑“ß DSRU °”≈—ß π„®
·≈–µ‘¥µ“¡Õ¬Ÿà„π¢≥–π—Èπ4, 5  ”À√—∫¬“∑’Ë∑“ß DSRU ¡ÿàß
‡πâπ»÷°…“·∫∫ PEM §◊Õ¬“„À¡à∑’Ë‡æ‘ËßÕÕ°«“ß®”Àπà“¬„π
ª√–‡∑»‡ªìπ§√—Èß·√° ´÷ËßµâÕß¡’°“√„™â°—πÕ¬à“ß°«â“ß¢«“ßÀ√◊Õ
µâÕß„™â‡ªìπ√–¬–‡«≈“π“πÊ ‚¥¬∑’Ëºà“π¡“¬“∑’Ë»÷°…“¡—°®–
‡ªìπ¬“∑’Ë¡’°“√„™â‡¥’Ë¬«Ê (monotherapy) ¡“°°«à“¬“∑’Ë¡’¢âÕ∫àß
„™â√à«¡°—∫¬“µ—«Õ◊ËπÊ (add-on therapy)

À≈—ß®“°¬“„À¡à∑’Ë π„®ÕÕ°«“ß®”Àπà“¬„π∑âÕßµ≈“¥
·≈–¡’°“√ —Ëß„™â¬“„Àâ°—∫ºŸâªÉ«¬§√—Èß·√°‰¥âπ“π 3-12 ‡¥◊Õπ (‚¥¬
ª°µ‘ 6 ‡¥◊Õπ) DSRU ´÷Ëß‡°Á∫¢âÕ¡Ÿ≈„∫ —Ëß¬“∑’ËµâÕß°“√‰¥â
®”π«πÀπ÷Ëß·≈â« ®– àß·∫∫øÕ√å¡§”∂“¡‡√’¬°«à“ green forms
‰ª¬—ß·æ∑¬åºŸâ —Ëß„™â¬“ ‡æ◊ËÕ§âπÀ“‡Àµÿ°“√≥å (events) ∑’ËÕ“®
‡°‘¥¢÷Èπ„π√–À«à“ß∑’ËºŸâªÉ«¬„™â¬“Õ¬ŸàÀ√◊Õ·¡â°√–∑—ËßºŸâªÉ«¬À¬ÿ¥
„™â¬“‡À≈à“π—Èπ‰ª·≈â«°Áµ“¡  ‚¥¬§”∂“¡„π green forms ®–
ª√–°Õ∫‰ª¥â«¬Õ“¬ÿ¢ÕßºŸâªÉ«¬ ¢âÕ∫àß„™â¢Õß¬“ «—π‡√‘Ë¡µâπ
·≈–À¬ÿ¥¬“  ¢π“¥∑’Ë„™â„π°“√√—°…“  ·≈–‡Àµÿ°“√≥åµà“ßÊ
∑’Ë‡°‘¥√–À«à“ß∑”°“√√—°…“·≈–À“°¡’°“√À¬ÿ¥„™â¬“‰ª°àÕπ
µâÕß√–∫ÿ‡Àµÿº≈∑’ËµâÕßÀ¬ÿ¥‡Õ“‰«â¥â«¬  ”À√—∫§”∂“¡Õ“®
‡ª≈’Ë¬π·ª≈ß·≈–ª√—∫„Àâ‡À¡“– ¡°—∫¬“∑’Ëµ‘¥µ“¡„π·µà≈–
§√—Èß¢Õß°“√»÷°…“ PEM ‰¥â  √“¬≈–‡Õ’¬¥ à«πÀπ÷Ëß∑’Ë¡’§«“¡
 ”§—≠¡“°·≈–µâÕß√–∫ÿ≈ß„π green forms ∑ÿ°Ê ©∫—∫°Á§◊Õ
§”®”°—¥§«“¡¢Õß‡Àµÿ°“√≥å (events) ´÷Ëß„π∑’Ëπ’ÈÀ¡“¬∂÷ß
ç«‘π‘®©—¬‚√§∑’Ë‡°‘¥¢÷Èπ„À¡à ‡Àµÿ°“√≥å∑’ËµâÕß àßµàÕºŸâªÉ«¬‰ª
ª√÷°…“À√◊Õ‡¢â“√—∫°“√√—°…“¿“¬„π‚√ßæ¬“∫“≈ ‡Àµÿ°“√≥å„¥Ê
∑’Ë‡°‘¥¢÷Èπ‚¥¬‰¡à§“¥À¡“¬¡“°àÕπ√à«¡°—∫‚√§∑’ËºŸâªÉ«¬‡ªìπÕ¬Ÿà
„πªí®®ÿ∫—π‰¡à«à“®–∑”„ÀâÕ“°“√¢Õß‚√§¥’¢÷ÈπÀ√◊Õ·¬à≈ß Õ“°“√
‰¡àæ÷ßª√– ß§å®“°°“√„™â¬“∑’Ë ß —¬ √«¡∑—Èß°“√‡ª≈’Ë¬π·ª≈ß
∑’Ë ”§—≠Õ◊ËπÊ Õ“∑‘ §à“∑“ßÀâÕßªØ‘∫—µ‘°“√À√◊ÕÕ“°“√∑’ËºŸâªÉ«¬
∫Õ°·°à·æ∑¬åé ‡¡◊ËÕ·æ∑¬åµÕ∫§”∂“¡„π green forms §√∫
∂â«π·≈â« ®– “¡“√∂ àß°≈—∫·∫∫øÕ√å¡¥—ß°≈à“«‰ª¬—ß DSRU
‰¥â‚¥¬‰¡à‡ ’¬§à“„™â®à“¬„¥Ê ∑—Èß ‘Èπ  „π°√≥’∑’Ë‡°‘¥‡Àµÿ°“√≥å
 ”§—≠ Õ“∑‘ ‡°‘¥Õ“°“√‰¡àæ÷ßª√– ß§å∑’Ë√â“¬·√ß ºŸâªÉ«¬‡ ’¬
™’«‘µ„π√–À«à“ß°“√„™â¬“ √«¡∑—ÈßÀ“°ºŸâªÉ«¬‡°‘¥°“√µ—Èß§√√¿å
√–À«à“ß√—∫°“√√—°…“ ∑“ß DSRU  “¡“√∂µ‘¥µ“¡¢Õ¢âÕ¡Ÿ≈Õ◊ËπÊ
‡æ‘Ë¡‡µ‘¡®“°·æ∑¬å‰¥â„π¿“¬À≈—ßÕ’°¥â«¬
      °“√»÷°…“ PEM π’ÈµâÕß‰¥â√—∫°“√¬‘π¬Õ¡·≈–‡ÀÁπ™Õ∫®“°
the International Ethical Guidelines for Biomedical Research
‚¥¬¢âÕ¡Ÿ≈¢ÕßºŸâªÉ«¬·µà≈–√“¬®–∂Ÿ°‡°Á∫‡ªìπ§«“¡≈—∫  ·≈–„π
¢—ÈπµÕπ¢Õß°“√‡°Á∫·≈–«‘‡§√“–Àå¢âÕ¡Ÿ≈®–„™âÀ¡“¬‡≈¢Õâ“ßÕ‘ß
(Reference number) ∑’Ë√–∫ÿ„π green forms ‡ªìπÀ¡“¬‡≈¢„π
°“√®”·π°ºŸâªÉ«¬·µà≈–√“¬

°“√ª√–‡¡‘π·≈–«‘‡§√“–Àå¢âÕ¡Ÿ≈ PEM
π—∫®“°Õ¥’µ®π∂÷ßªí®®ÿ∫—π¡’°“√»÷°…“ PEM ∑’Ë‡ √Á®

 ¡∫Ÿ√≥å‰ª·≈â«∑—Èß ‘Èπ 65 §√—Èß ·≈–Õ¬Ÿà„π√–À«à“ß°“√¥”‡π‘π°“√
Õ’°°«à“ 12 °“√»÷°…“6  ®“°¢âÕ¡Ÿ≈∑’Ëºà“π¡“∑—Èß 65 §√—Èßæ∫«à“
¡’Õ—µ√“°“√√“¬ß“π§‘¥‡ªìπ‡ªÕ√å‡´Áπµå°“√ àß°≈—∫§◊π¡“¢Õß
green forms ‡©≈’Ë¬ 57.94 + 7.95%  ¡’®”π«πºŸâªÉ«¬‡©≈’Ë¬ 10,979
§π„π°“√»÷°…“·µà≈–§√—Èß  ”À√—∫√–¬–‡«≈“„π°“√»÷°…“Õ“®
·µ°µà“ß°—πÕÕ°‰ª  ¢÷Èπ°—∫™π‘¥¢Õß¬“∑’Ëµ‘¥µ“¡  ‡©≈’Ë¬„™â
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•

Not serious
Labelled
Unlabelled

µ“√“ß∑’Ë 1  Suspected adverse drug reactions ∑’Ë√“¬ß“πºà“π Prescription-event monitoring √–À«à“ßªï 1997-2000
‡ª√’¬∫‡∑’¬∫°—∫°“√√“¬ß“πºà“π∑“ß  CSM  À√◊Õ Yellow card scheme

§—¥≈Õ°®“°  Heeley E, Riley J, Layton D, Wilton LV, Shakir SAW. Prescription-event monitoring and reporting of adverse drug
reactions. Lancet 2001; 358: 1872-3.

Type of adverse

reaction

Adverse drug reactions

stated on green form

Adverse drug reactions

also reported to CSM

Risk ratio (95% CI)

3110 (74 %)
1432 (34 %)
1678 (40 %)

326  (11 %)
125 (9 %)
201 (12 %)

Reference
1.4 (1.1-1.7)

Serious
Labelled
Unlabelled

51 (1 %)
12 (0.3 %)
39 (1 %)

27 (53 %)
7 (58 %)
20 (51%)

6.1 (4.5-8.3)
6.7 (4.0-11.1)
5.9 (4.1-8.3)

Total not serious
and serious

3161 (75 %) 353 (11%)

Not categorised 1050 (25 %) 23 (2 %)

Total 4211 (100 %) 376 (9 %)

‡«≈“ª√–¡“≥ 16.28 ‡¥◊Õπ (median 14; interquartile range
10-23)  à«π„À≠à√–¬–‡«≈“∑’Ë„™â„π°“√‡°Á∫¢âÕ¡Ÿ≈ (collection
periods) ¡—°®–Õâ“ßÕ‘ß‚¥¬„™â√–¬–‡«≈“∑’Ë DSRU  “¡“√∂‡°Á∫
¢âÕ¡Ÿ≈„∫ —Ëß¬“‰¥â∑—Èß ‘Èπª√–¡“≥ 10,000 „∫ √–¬–‡«≈“∑’Ë„™â
Õ“® —Èπ‡æ’¬ß 4 ‡¥◊Õπ („∫ —Ëß¬“®”π«π 19,087) ‡™àπ„π°“√
»÷°…“ PEM ¢Õß¬“  meloxicam À√◊Õ¬“«π“π∂÷ß 43 ‡¥◊Õπ „π
°√≥’¢Õß¬“ perindopril („∫ —Ëß¬“®”π«π 9,089 „∫) ·µà
Õ¬à“ß‰√°Áµ“¡∑’Ëºà“π¡“√–¬–‡«≈“∑’Ë —Èπ∑’Ë ÿ¥∑’Ë„™â„π°“√»÷°…“
PEM §◊Õ 3 ‡¥◊Õπ ´÷Ëß‡ªìπ°“√µ‘¥µ“¡¬“ troglitazone7 ∑’Ë¡’°“√
«“ß®”Àπà“¬„πª√–‡∑» À√“™Õ“≥“®—°√µ—Èß·µà‡¥◊Õπµÿ≈“§¡
ªï 1997 ®π∂÷ß‡¥◊Õπ∏—π«“§¡ ªï 1997 À≈—ß®“°π—Èπ°Á∂Ÿ°∂Õπ
ÕÕ°®“°∑âÕßµ≈“¥‡π◊ËÕß®“°æ∫Õÿ∫—µ‘°“√≥å°“√‡°‘¥æ‘…µàÕ
µ—∫∂÷ß 1,101 √“¬ ®“°ºŸâªÉ«¬®”π«π∑—Èß ‘Èπ 1,344 √“¬∑’Ë‰¥â√—∫
°“√√—°…“¥â«¬¬“ troglitazone

≈—°…≥–¢ÕßÕ“°“√‰¡àæ÷ßª√– ß§å (Suspected adverse
drug reactions) ∑’Ë√“¬ß“πºà“π PEM  ´÷Ëß‡¡◊ËÕ®”·π°µ“¡™π‘¥
¢ÕßÕ“°“√‰¡àæ÷ßª√– ß§å (Type of adverse reaction) ∑’Ë
∫√‘…—∑ºŸâº≈‘µ√–∫ÿ‡Õ“‰«â∫π©≈“°¬“ (labelled) ·≈–™π‘¥∑’Ë‰¡à
‡§¬√–∫ÿ‰«â∫π©≈“°¬“¡“°àÕπ (unlabelled)  ¡—°‡ªìπ™π‘¥∑’Ë‰¡à
√ÿπ·√ß (not serious)  à«π™π‘¥∑’Ë√ÿπ·√ß (serious) Õ“∑‘ ∑”„Àâ
‡ ’¬™’«‘µ, æ‘°“√, §ÿ°§“¡™’«‘µ À√◊ÕµâÕß‡¢â“√—∫°“√√—°…“„π
‚√ßæ¬“∫“≈æ∫„π‡ªÕ√å‡´πµå∑’ËπâÕ¬°«à“8 ¥—ß√“¬≈–‡Õ’¬¥∑’Ë
· ¥ß„πµ“√“ß∑’Ë 1

 ”À√—∫¢—ÈπµÕπ°“√«‘‡§√“–Àå¢âÕ¡Ÿ≈„π°“√»÷°…“ PEM π—Èπ
®–ª√–°Õ∫¥â«¬°“√«‘‡§√“–Àå¢âÕ¡Ÿ≈‡∫◊ÈÕßµâπ¢ÕßºŸâªÉ«¬  (demo-
graphic datas) Õ“∑‘ ‡æ», Õ“¬ÿ √«¡∑—Èß¢âÕ∫àß„™â„π°“√„™â¬“,
°“√§”π«≥Õ—µ√“°“√√“¬ß“π‡Àµÿ°“√≥åµà“ßÊ ‚¥¬‡ª√’¬∫
‡∑’¬∫Õ—µ√“ à«π√–À«à“ß®”π«π green forms ∑’Ë∂Ÿ° àß°≈—∫
§◊π¡“ °—∫®”π«π green forms ∑—ÈßÀ¡¥∑’Ë àß‰ªÀ“·æ∑¬å,
°“√∫—π∑÷°°“√‡°‘¥·µà≈–‡Àµÿ°“√≥å∑’Ë‡°‘¥¢÷Èπ∑—ÈßÀ¡¥„π·µà≈–
‡¥◊Õπµ—Èß·µà¬“ÕÕ°«“ß®”Àπà“¬„π∑âÕßµ≈“¥·≈–¡’°“√ —Ëß®à“¬
„Àâ°—∫ºŸâªÉ«¬√“¬·√°  √«¡∑—Èß°“√§”π«≥§«“¡∂’Ë¢Õß°“√
√“¬ß“π·µà≈–‡Àµÿ°“√≥å (Incidence density: ID) πÕ°®“°π—Èπ
„π°√–∫«π°“√∑” PEM ¬—ß¡’°“√§”π«≥À“§à“ crude event
rate  ·≈– adjusted rate (§à“∑’Ë∂Ÿ°ª√—∫‡æ◊ËÕ≈¥ªí®®—¬°«π„π
‡√◊ËÕßÕ“¬ÿ·≈–‡æ») ́ ÷Ëß§à“∑—Èß Õßπ’È∑’Ë‰¥â®“°°“√»÷°…“ PEM ¢Õß
µ—«¬“™π‘¥Àπ÷Ëß “¡“√∂π”‰ª‡ª√’¬∫‡∑’¬∫°—∫§à“∑’Ë‰¥â®“°°“√
»÷°…“µ—«¬“Õ◊Ëπ∑’ËÕ¬Ÿà„π°≈ÿà¡‡¥’¬«°—πÀ√◊Õµ—«‡ª√’¬∫‡∑’¬∫Õ◊ËπÊ
(comparators) ‚¥¬„™â ∂‘µ‘∑’Ë‡À¡“– ¡ ∑”„Àâ‰¥â¢âÕ¡Ÿ≈· ¥ß
§«“¡‡ ’Ë¬ß —¡æ—∑∏å∑’Ë‡√’¬°«à“ crude event rate ratio (RR) ·≈–
adjusted RR

®–‡ÀÁπ‰¥â«à“°“√»÷°…“ PEM ¢Õß¬“Àπ÷Ëß™π‘¥ “¡“√∂
„Àâ¢âÕ¡Ÿ≈∑’Ë ”§—≠À≈“°À≈“¬ ‚¥¬‡©æ“–Õ¬à“ß¬‘Ëß §à“ incidence
density  §à“ crude event RR ·≈–§à“ adjusted RR ∑’Ë “¡“√∂
∫àß∫Õ°∂÷ß —≠≠“≥À√◊Õ signal ®“°°“√„™â¬“„À¡à™π‘¥π—ÈπÊ
´÷Ëß®–π”‰ª Ÿà°“√»÷°…“∑’Ë®”‡æ“–¡“°¢÷Èπ‡æ◊ËÕ¬◊π¬—πº≈µàÕ‰ª
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„πÕπ“§µ  µ—«Õ¬à“ß°√≥’»÷°…“¥—ß°≈à“« Õ“∑‘ °“√»÷°…“
√–¬–¬“«‡æ◊ËÕµ‘¥µ“¡ºŸâªÉ«¬∑’Ë„™â¬“ vigabatrin °—∫°“√‡°‘¥
visual field defect 9 ´÷Ëß°“√»÷°…“¥—ß°≈à“«‡ªìπº≈ ◊∫‡π◊ËÕß
®“°º≈°“√»÷°…“ PEM  ¢Õß¬“ vigabatrin  „π√–¬–·√°π—Èπ
æ∫ºŸâªÉ«¬∑’Ë¡’ªí≠À“ visual field defect ∑—Èß ‘Èπ 4 √“¬ ®“°
®”π«πºŸâªÉ«¬∑—Èß ‘Èπ 17, 307 √“¬∑’Ë„™â¬“À√◊Õ§‘¥‡ªìπ‡æ’¬ß√âÕ¬≈–
0.04 ´÷Ëß∂÷ß·¡â«à“®–¡’®”π«π∑’ËπâÕ¬·µà‡Àµÿ°“√≥å¥—ß°≈à“«°Á
®—¥«à“¡’§«“¡ ”§—≠¡“°  ‡π◊ËÕß®“°‡ªìπ‡Àµÿ°“√≥å∑’Ë‰¡à‡§¬
∂Ÿ°√“¬ß“π¡“°àÕπ‡≈¬„π™à«ß pre-marketing trial  ”À√—∫
º≈°“√»÷°…“„π√–¬–¬“«· ¥ß„Àâ‡ÀÁπ«à“°“√‡°‘¥ visual field
defect „πºŸâªÉ«¬®”π«π 30 √“¬®“°∑—Èß ‘Èπ 36 √“¬À√◊Õ√âÕ¬≈–
83 Õ“®®–‡ªìπº≈®“°°“√„™â¬“ vigabatrin ®√‘ß ¥—ß· ¥ß„π
µ“√“ß∑’Ë 2

 ”À√—∫°“√»÷°…“Õ◊ËπÊ „π≈—°…≥–‡¥’¬«°—ππ’È ‡™àπ
°“√µ‘¥µ“¡ cardiovascular events ®“°°“√„™â¬“ sildenafil
‡ªìπµâπ10

µ“√“ß∑’Ë 2  Cases of visual field defect attributed to treatment vigabatrin in prescription event monitoring study 1991-4 and
long term follow up study 1998-9

No (%) cases

Prescription event monitoring study
Questionnaires sent 17 307 (100)
Questionnaires returned 11 769 (68)
Questionnaires with clinical data 10 178 (59)
Questionnaires with clinical data, for living patients 10 033 (58)
In these 10 003  living patients:-
Patients with objective evidence of visual field defect 4 (0.04)
Long term follow up study
Questionnaires sent for patients taking vigabatrin at end of 7 228 (100)
prescription event monitoring study
Questionnaires returned 6 809 (94)
Questionnaires with clinical data* 5 074 (70)
Questionnaires with clinical data, for living patients 4 741 (66)
In these 4741 living patients:
Objective evidence of visual field defect 36 (0.8)
Visual field defect çprobablyé associated with vigabatrin 14 (0.3)
Visual field defect çpossiblyé associated with vigabatrin** 16 (0.3)

* patients no longer registered with general practitioner=1136; blank questionnaires or duplicate patients=599.
**includes one case from the prescription event monitoring study.
§—¥≈Õ°®“°  Wilton LV, Stephens MDB, Mann RD. Visual field defect associated with vigabatrin: observational cohort study.
BMJ 1999; 319: 1165-6.

¢âÕ¥’·≈–¢âÕ¥âÕ¬¢Õß√–∫∫°“√µ‘¥µ“¡·≈–‡ΩÑ“√–«—ß·∫∫
PEM
     ‡π◊ËÕß®“° PEM ‡ªìπ°“√»÷°…“·∫∫ noninterventional
·æ∑¬å®–¡’Õ‘ √–„π°“√ —Ëß„™â¬“‡æ◊ËÕ„™â„π°“√√—°…“‚¥¬‰¡à∂Ÿ°
√∫°«π®“°§≥–∑”ß“π„¥Ê °“√‡°Á∫¢âÕ¡Ÿ≈®–‡√‘Ë¡µâπ¢÷Èπ‡¡◊ËÕ
·æ∑¬å —Ëß„™â¬“π—ÈπÊ „Àâ°—∫ºŸâªÉ«¬·≈â«‡∑à“π—Èπ ́ ’Ëß«‘∏’°“√¥—ß°≈à“«
π’È “¡“√∂™à«¬≈¥ªí≠À“‡√◊ËÕßÕ§µ‘ (biases) ‰¥â‡ªìπÕ¬à“ß¥’
πÕ°®“°π’È„π°“√µ‘¥µ“¡ºŸâªÉ«¬¬—ß‰¡à‰¥â‡≈◊Õ°«à“®–»÷°…“·∫∫
®”‡æ“–‡®“–®ß„πºŸâªÉ«¬°≈ÿà¡Àπ÷Ëß°≈ÿà¡„¥‡ªìπæ‘‡»…  ·µà»÷°…“
ºŸâªÉ«¬∑ÿ°√“¬∑’Ë„™â¬“Õ¬Ÿà®√‘ß∑—ÈßÀ¡¥  ¥—ßπ—Èπ®÷ß∂◊Õ‰¥â«à“√–∫∫
PEM ‡ªìπ°“√»÷°…“§«“¡ª≈Õ¥¿—¬®“°°“√„™â¬“∑’Ë‡ªìπ
∏√√¡™“µ‘·≈–Õ¬Ÿà„π ∂“π°“√≥å®√‘ß (real-world) ¡“°∑’Ë ÿ¥
·≈–‡π◊ËÕß®“° PEM ∑”°“√»÷°…“‚¥¬„™â¢âÕ¡Ÿ≈®“°„∫ —Ëß¬“ ́ ÷Ëß
„π·µà≈–§√—ÈßÕ“®¡’ºŸâªÉ«¬∑’Ë‰¥â√—∫°“√ —Ëß®à“¬¬“∑’Ëµ‘¥µ“¡Õ¬Ÿàπ—∫
10,000 §π∑—Ë«ª√–‡∑»  ¥—ßπ—Èπ®÷ßÕ“®°≈à“«‰¥â«à“ º≈®“°°“√
µ‘¥µ“¡·≈–‡ΩÑ“√–«—ß·∫∫ PEM ‡ªìπ¢âÕ¡Ÿ≈√–¥—∫ª√–‡∑»
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•

¢Õß À√“™Õ“≥“®—°√  ´÷Ëßπ—∫«à“‡ªìπª√–‚¬™πåÕ¬à“ß¡“°
 ”À√—∫ª√–‡∑»Õ◊ËπÊ ∑’Ë‡√‘Ë¡®–¡’°“√„™â¬“¥—ß°≈à“«‡æ√“–
 “¡“√∂π”‰ª„™â„π°“√‡ΩÑ“√–«—ß¿“¬„πª√–‡∑»¢Õßµπ‰¥â
¢âÕ¥’Õ’°ª√–°“√Àπ÷Ëß¢Õß°“√µ‘¥µ“¡·∫∫ PEM §◊Õ„π°√≥’∑’Ë
DSRU ¡’§«“¡ π„®‡Àµÿ°“√≥å„¥‡Àµÿ°“√≥åÀπ÷Ëß‡ªìπæ‘‡»… °Á
 “¡“√∂®–µ‘¥µ“¡ ◊∫ «π,  Õ∫ «πÀ√◊Õ¢Õ¢âÕ¡Ÿ≈‡æ‘Ë¡‡µ‘¡
®“°·æ∑¬åºŸâ àß°≈—∫ green forms ©∫—∫π—ÈπÊ ≠“µ‘À√◊Õ·¡â
°√–∑—Ëßµ—«ºŸâªÉ«¬‡Õß‰¥âÕ’°¥â«¬ ‚¥¬„™âÀ¡“¬‡≈¢Õâ“ßÕ‘ß∑’Ë
ª√“°ØÕ¬Ÿà„π green forms ·µà≈–©∫—∫‡æ◊ËÕ„™â®”·π°ºŸâªÉ«¬
·µà≈–√“¬π—Ëπ‡Õß ´÷Ëß®–·µ°µà“ß®“°°“√√“¬ß“π·∫∫ yellow
card ∑’Ë‰¡àÕ“®∑”‡™àππ’È‰¥â‡æ√“–·∫∫øÕ√å¡∑’Ë√“¬ß“π‰¡à‰¥â
√–∫ÿ√“¬≈–‡Õ’¬¥À√◊Õ¢âÕ¡Ÿ≈„¥Ê „Àâ “¡“√∂µ‘¥µ“¡°≈—∫‰ª‰¥â

Õ¬à“ß‰√°Áµ“¡∂÷ß·¡â°“√»÷°…“·∫∫ PEM ®–¡’¢âÕ¥’À≈“¬
ª√–°“√ ·µàÕ—µ√“°“√√“¬ß“π´÷Ëß«—¥®“°®”π«π green forms
∑’Ë∂Ÿ° àß°≈—∫§◊π¡“∑’Ë DSRU „πªí®®ÿ∫—π°Á¡’‡æ’¬ß 50-70% ‡∑à“π—Èπ
´÷Ëß·¡â®–‡ªìπÕ—µ√“∑’Ë¥’¡“°·≈â«‡¡◊ËÕ‡∑’¬∫°—∫°“√»÷°…“„π
√Ÿª·∫∫‡¥’¬«°—π°Áµ“¡11  °Á¬—ß∂◊Õ‡ªìπ¢âÕ¥âÕ¬ª√–°“√ ”§—≠¢Õß
PEM  ´÷ËßµâÕßæ¬“¬“¡À“ “‡Àµÿ·≈–·°â‰¢µàÕ‰ª  ”À√—∫¢âÕ¥’
·≈–¢âÕ¥âÕ¬¢Õß√–∫∫ PEM  “¡“√∂ √ÿª‰¥â¥—ßµ“√“ß∑’Ë 3

°“√»÷°…“ PEM „πª√–‡∑»≠’ËªÿÉπ (Prescription-Event
Monitoring in Japan; J-PEM)

≠’ËªÿÉπ‡ªìπª√–‡∑»„π·∂∫‡Õ‡™’¬‡æ’¬ßª√–‡∑»‡¥’¬«∑’Ë¡’
§«“¡ π„®·≈–æ¬“¬“¡®–æ—≤π“√–∫∫°“√µ‘¥µ“¡·≈–‡ΩÑ“
√–«—ß·∫∫ PEM ¢Õßª√–‡∑» À√“™Õ“≥“®—°√¡“„™â¿“¬„π

ª√–‡∑»¢Õßµπ‡Õß12 ‚¥¬∑’Ëºà“π¡“≠’ËªÿÉπ‰¥â∑”°“√»÷°…“ PEM
·∫∫π”√àÕß (pilot study) ¡“·≈â«∂÷ß 2 §√—Èß„π™à«ßªï §.». 1997
·≈– 1998  ‚¥¬°“√»÷°…“§√—Èß·√°‡ªìπ°“√µ‘¥µ“¡·∫∫ J-PEM
‡æ◊ËÕ‡ª√’¬∫‡∑’¬∫Õ“°“√‰¡àæ÷ßª√– ß§å¢Õß¬“ troglitazone °—∫
¬“„π°≈ÿà¡≈¥πÈ”µ“≈„π‡≈◊Õ¥µ—«Õ◊ËπÊ13  à«π§√—Èß∑’Ë Õß‡ªìπ °“√
»÷°…“‡ª√’¬∫‡∑’¬∫¬“ Losartan °—∫¬“„π°≈ÿà¡ ACEIs ·≈–
Dihydropyridine calcium channel antagonists14  ”À√—∫
°“√»÷°…“ J-PEM ∑—Èß Õß§√—Èß¡’√Ÿª·∫∫°“√»÷°…“‡ªìπ·∫∫
concurrent control study ´÷Ëß·µ°µà“ß°—∫°“√»÷°…“„π À√“™
Õ“≥“®—°√ (UK PEM) ∑’Ë‡ªìπ°“√»÷°…“·∫∫ cohort study  ·≈–
‡π◊ËÕß®“°√–∫∫„∫ —Ëß¬“„πª√–‡∑»≠’ËªÿÉπ‰¡à¡’Àπà«¬ß“π∑’Ë‡ªìπ
»Ÿπ¬å°≈“ß„π°“√®—¥‡°Á∫‡À¡◊Õπ PPA ‡™àπ‡¥’¬«°—∫„π À√“™
Õ“≥“®—°√ ¥—ßπ—Èπ„π¢—ÈπµÕπ¢Õß°“√‡°Á∫¢âÕ¡Ÿ≈ J-PEM π’È®–
∑”‡©æ“–¿“¬„π‚√ßæ¬“∫“≈, §≈‘π‘°À√◊Õ√â“π¢“¬¬“∑’ËÕ“ “
 ¡—§√‡¢â“√à«¡„π°“√»÷°…“‡∑à“π—Èπ §«“¡·µ°µà“ßÕ’°ª√–°“√
Àπ÷Ëß√–À«à“ß√–∫∫ UK PEM °—∫ J-PEM §◊Õ„π¢—ÈπµÕπ¢Õß
°“√§—¥‡≈◊Õ°ºŸâªÉ«¬·≈– àß·∫∫øÕ√å¡§”∂“¡  ‚¥¬‡¡◊ËÕ¡’°“√
 —Ëß®à“¬¬“∑’Ëµ‘¥µ“¡·≈–‡ΩÑ“√–«—ßÕ¬Ÿà„Àâ°—∫ºŸâªÉ«¬√“¬„¥
‡¿ —™°√ºŸâ∑”Àπâ“∑’Ë®à“¬¬“„Àâ°—∫ºŸâªÉ«¬√“¬π—Èπ µâÕß‡ªìπ
ºŸâ∫—π∑÷°¢âÕ¡Ÿ≈¢ÕßºŸâªÉ«¬‰«â‡ªìπÀ≈—°∞“π„π·∫∫øÕ√å¡ green
forms À≈—ß®“°π—Èπ„π™à«ß 6 ‡¥◊ÕπÀ≈—ßºŸâªÉ«¬‰¥â√—∫¬“ ®–¡’°“√
 àß·∫∫øÕ√å¡§”∂“¡¥—ß°≈à“«‰ª¬—ß·æ∑¬åºŸâ —Ëß„™â¬“·≈–
‡¿ —™°√∑’Ë®à“¬¬“„Àâ°—∫ºŸâªÉ«¬√“¬π—Èπ  ∑—Èßπ’È‡æ◊ËÕµ‘¥µ“¡«à“¡’
‡Àµÿ°“√≥å‰¡àæ÷ßª√– ß§å„¥Ê ‡°‘¥°—∫ºŸâªÉ«¬∫â“ß  à«ππ‘¬“¡¢Õß
‡Àµÿ°“√≥å, √“¬≈–‡Õ’¬¥°“√§”π«≥·≈–· ¥ßº≈Õÿ∫—µ‘°“√≥å

µ“√“ß∑’Ë 3  ¢âÕ¥’·≈–¢âÕ¥âÕ¬¢Õß PEM

¢âÕ¥’ ¢âÕ¥âÕ¬

1. ¡’ª√–‚¬™πå„π°“√µ‘¥µ“¡Õ“°“√‰¡àæ÷ßª√– ß§å®“°¬“„À¡à
2. À“Õÿ∫—µ‘°“√≥å¢ÕßÕ“°“√‰¡àæ÷ßª√– ß§å∑’Ë‰¡àæ∫„π™à«ß

pre-marketing ‰¥â
3. ‡ªìπ°“√»÷°…“¢π“¥„À≠à, ¢âÕ¡Ÿ≈√–¥—∫ª√–‡∑»
4. ¢âÕ¡Ÿ≈‰¥â®“°„∫ —Ëß¬“∑’Ë¡’°“√ —Ëß®à“¬¬“®√‘ßÊ ‡∑à“π—Èπ
5. ¡’§«“¡À≈“°À≈“¬¢ÕßºŸâªÉ«¬∑’Ë„™â¬“·≈–·æ∑¬åºŸâ√“¬ß“π

‡Àµÿ°“√≥å
6.  “¡“√∂∑’Ë®–µ‘¥µ“¡ Õ∫ «πµàÕ„π°√≥’æ∫ªí≠À“
7. ¡’¢âÕ¡Ÿ≈°“√„™â¬“„π‡¥Á°, §π ŸßÕ“¬ÿ·≈–À≠‘ßµ—Èß§√√¿å
8. „™â¢âÕ¡Ÿ≈∑’Ë¡’Õ¬Ÿà‡ª√’¬∫‡∑’¬∫¬“„π°≈ÿà¡‡¥’¬«°—πÀ√◊Õ¬“∑’Ë

¡’¢âÕ∫àß„™â‡¥’¬«°—π‰¥â
9.  “¡“√∂»÷°…“µàÕ‡π◊ËÕß‡ªìπ√–¬–‡«≈“π“π‰¥â

1. ®–À“Õÿ∫—µ‘°“√≥å¢Õß‡Àµÿ°“√≥å∑’Ë¡’°“√√“¬ß“π‡¢â“¡“‰¥â
‡∑à“π—Èπ

2. ‰¡à¡’°≈ÿà¡§«∫§ÿ¡
3. ‰¡à¡’¢âÕ¡Ÿ≈¢Õß¬“ “¡—≠ª√–®”∫â“π (over the counter)
4. ‰¡à “¡“√∂√—∫ª√–°—π‰¥â«à“¢âÕ¡Ÿ≈∑’Ë‰¥âπ—Èπ‡°‘¥®“°°“√∑’Ë

ºŸâªÉ«¬„Àâ§«“¡√à«¡¡◊Õ„π°“√„™â¬“ (compliance) ∑’Ë¥’
‡æ’¬ßæÕÀ√◊Õ‰¡à?

5. ¡’¢âÕ¡Ÿ≈®”°—¥‡©æ“–‡«™ªØ‘∫—µ‘∑—Ë«‰ª (general practitioners)
¬—ß‰¡à‰¥â§√Õ∫§≈ÿ¡∂÷ß¢âÕ¡Ÿ≈°“√„™â¬“¿“¬„π‚√ßæ¬“∫“≈
¡“°π—°
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µà“ßÊ §≈â“¬°—∫°“√∑” UK PEM ∑—ÈßÀ¡¥ ·µàÕ¬à“ß‰√°Áµ“¡
‡π◊ËÕß®“°¬—ß‡ªìπ™à«ß‡√‘Ë¡·√°¢Õß°“√∑¥≈Õß„™â√–∫∫ ¥—ßπ—Èπ
°“√∑’Ë®–π”°“√»÷°…“·∫∫ J-PEM ¡“„™âÕ¬à“ßµàÕ‡π◊ËÕßµàÕ‰ª„π
Õπ“§µ ª√–‡∑»≠’ËªÿÉπ‡Õß®÷ß¬—ßµâÕßæ—≤π“„Àâ¡’§«“¡‡À¡“– ¡
„π°“√ªØ‘∫—µ‘ß“π‰¥â¡“°¢÷ÈπµàÕ‰ª

∫∑ √ÿª

°“√»÷°…“·∫∫ PEM π—Èπ¡’¢âÕ¥’À≈“¬ª√–°“√ ·µà°Á¬—ß
‰¡à “¡“√∂π”¡“„™â°—πÕ¬à“ß·æ√àÀ≈“¬„πª√–‡∑»µà“ßÊ ‰¥â
∑—Èßπ’È‡π◊ËÕß®“°°“√µ‘¥µ“¡¬“„À¡à·∫∫ PEM ∑”‚¥¬„™â¢âÕ¡Ÿ≈
®“°„∫ —Ëß¬“‡ªìπÀ≈—° (based on dispense prescription data)
´÷Ëß®”‡ªìπµâÕß¡’√–∫∫°“√®—¥‡°Á∫¢âÕ¡Ÿ≈∑’Ë¥’·≈–¡’Àπà«¬ß“π∑’Ë
√—∫º‘¥™Õ∫·≈–µ‘¥µ“¡º≈‚¥¬‡©æ“–  à«π„À≠àµâÕß„™â
§Õ¡æ‘«‡µÕ√å„π°“√∫—π∑÷° §”π«≥·≈–«‘‡§√“–Àå¢âÕ¡Ÿ≈ ¥—ßπ—Èπ
PEM ®÷ß‡ªìπ post marketing surveillance ∑’Ë¡’µâπ∑ÿπ„π°“√
¥”‡π‘π°“√§àÕπ¢â“ß Ÿß ‡®â“Àπâ“∑’Ë∑’ËªØ‘∫—µ‘ß“πµâÕß¡’∑—°…–
·≈–§«“¡™”π“≠„π∫“ß‡√◊ËÕß‡ªìπæ‘‡»… Õ“∑‘ °“√Õà“π
≈“¬¡◊Õ·æ∑¬å·≈–°“√®”·π°»—æ∑å‡©æ“–∑“ß°“√·æ∑¬åµà“ßÊ
‰¥â   ”À√—∫·π«‚πâ¡°“√π”√–∫∫ PEM ¡“„™â„πª√–‡∑»‰∑¬
π—Èπ  ∂÷ß·¡â®–¡’¢âÕ®”°—¥À≈“¬ª√–°“√ ‚¥¬‡©æ“–Õ¬à“ß¬‘Ëß
‡√◊ËÕß√–∫∫°“√®—¥‡°Á∫¢âÕ¡Ÿ≈„∫ —Ëß¬“∑’Ë‰¡à¡’Àπà«¬ß“π∑’Ë‡ªìπ
»Ÿπ¬å°≈“ß√«∫√«¡‡À¡◊Õπ„πª√–‡∑» À√“™Õ“≥“®—°√ ∑—Èßπ’È
Õ“®∑”°“√»÷°…“·∫∫π”√àÕß ‚¥¬°“√®”°—¥ ∂“π∑’Ë„π°“√
»÷°…“„Àâ¡’¢π“¥‡≈Á°≈ßÀ√◊Õ∑”‡©æ“–„π‚√ßæ¬“∫“≈∑’Ë‡¢â“√à«¡
Õ“®ª√—∫ª√ÿß·∫∫øÕ√å¡À√◊Õ√–¬–‡«≈“„π°“√‡°Á∫¢âÕ¡Ÿ≈„Àâ
‡À¡“– ¡°—∫°“√ªØ‘∫—µ‘ß“π¢Õß·æ∑¬åÀ√◊Õ‡¿ —™°√¡“°¢÷Èπ
´÷Ëßº≈°“√»÷°…“ PEM  ·∫∫π”√àÕßπ’È°Áπà“®–‡ªìπ¢âÕ¡Ÿ≈∑’Ë‡ªìπ
ª√–‚¬™πåÀ√◊ÕÕ“®®–‡ªìπÕ’°∑“ß‡≈◊Õ°Àπ÷Ëß„π°“√∑” PMS
 ”À√—∫ª√–‡∑»‰∑¬„πÕπ“§µ πÕ°‡Àπ◊Õ®“°°“√¥”‡π‘π°“√
‡ΩÑ“√–«—ß µ‘¥µ“¡ ·≈–√“¬ß“πÕ“°“√‰¡àæ÷ßª√– ß§å®“°°“√
„™â¬“„À¡à µ“¡À≈—°‡°≥±å°“√µ‘¥µ“¡§«“¡ª≈Õ¥¿—¬®“°°“√
„™â¬“„À¡à (Safety Monitoring Programme, SMP) §«∫§Ÿà°—∫
spontaneous reporting15  ∑’Ë∑”°—πÕ¬Ÿà‡¥‘¡·≈â«.
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