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À≈—°°“√·≈–«—µ∂ÿª√– ß§å: °“√√—°…“¥â«¬‡§¡’∫”∫—¥·≈–
°“√√—°…“·∫∫ª√–§—∫ª√–§Õß ‡ªìπ°“√√—°…“∑“ß‡≈◊Õ°„π
ºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’∑’Ëºà“µ—¥‰¡à‰¥â ∑—Èßπ’È æ∫√“¬ß“πÕ“°“√
‰¡àæ÷ßª√– ß§å®“°¿“«–‚√§·≈–°“√√—°…“ ´÷Ëß àßº≈°√–∑∫
µàÕ§ÿ≥¿“æ™’«‘µ¢ÕßºŸâªÉ«¬ °“√»÷°…“¡’«—µ∂ÿª√– ß§åÀ≈—°
‡æ◊ËÕ»÷°…“º≈¢Õß‡¡≈“‚∑π‘π‡ª√’¬∫‡∑’¬∫°—∫¬“À≈Õ°
µàÕ§ÿ≥¿“æ™’«‘µºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’∑’Ëºà“µ—¥‰¡à‰¥â
«‘∏’°“√»÷°…“: °“√»÷°…“‡ªìπ Randomized, double-blind,
placebo, controlled trial  ÿà¡ºŸâªÉ«¬‚¥¬«‘∏’ mixed-block
randomization ·¬°µ“¡√æ. ·≈–™π‘¥°“√√—°…“ °≈ÿà¡»÷°…“‰¥â
‡¡≈“‚∑π‘π 20 ¡°./«—π °≈ÿà¡§«∫§ÿ¡‰¥â¬“À≈Õ°µ—Èß·µà«—π·√°
·≈–µàÕ‡π◊ËÕß 3 ‡¥◊Õπ ª√–‡¡‘π§ÿ≥¿“æ™’«‘µ‚¥¬ Functional
Assessment of Cancer Therapy - Hepatobiliary (FACT-Hep)
©∫—∫¿“…“‰∑¬ ·≈–ª√–‡¡‘πÕ“°“√‰¡àæ÷ßª√– ß§å‚¥¬
Common Toxicity Criteria Adverse Event (CTCAE)
º≈°“√»÷°…“:  ºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’ 30 §π °≈ÿà¡≈– 15 §π
æ∫«à“°≈ÿà¡‡¡≈“‚∑π‘π¡’·π«‚πâ¡§–·ππ§ÿ≥¿“æ™’«‘µ≈¥≈ß
Õ¬à“ß‰¡à¡’π—¬ ”§—≠∑’Ë‡«≈“ 1 ‡¥◊ÕπÀ≈—ß√—∫°“√√—°…“ „π¢≥–∑’Ë

Background and Objective: Chemotherapy and

supportive care are alternative treatments in non-

resectable cholangiocarcinoma patients. The adverse

events from disease and treatments have been reported

which affect quality of life (QOL) of the patients. The primary

objective of this study was to evaluate the effect of

melatonin on QOL of non-resectable cholangiocarcinoma

patients.

Methods: The study was a randomized, double-blind, placebo,

controlled trial. Non-resectable cholangiocarcinoma

patients were randomized by mixed-block randomization

stratified by hospital and type of treatment. The treatment

group received melatonin (20 mg/day); the control group

received placebo. The patients started taking the study

drug on the first day of the treatment and continued

for three months. The QOL was assessed using Thai

Functional Assessment of Cancer Therapy-Hepatobiliary

(FACT-HEP) and adverse events were assessed using

Common Toxicity Criteria Adverse Events (CTCAE).
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•«√¬“ ¡—Ëπª√–‡ √‘∞ ·≈–§≥– Woraya Manprasert, et al.

°≈ÿà¡§«∫§ÿ¡¡’§ÿ≥¿“æ™’«‘µ≈¥≈ß„πÀ≈“¬¥â“πÕ¬à“ß¡’π—¬ ”§—≠
πÕ°®“°π’Èæ∫«à“°≈ÿà¡‡¡≈“‚∑π‘π¡’®”π«π√âÕ¬≈–¢Õß°≈ÿà¡
ºŸâªÉ«¬∑’Ë¡’§–·ππ§ÿ≥¿“æ™’«‘µ√«¡¡–‡√Áß∑àÕπÈ”¥’ (FACT-Hep)
¥’¢÷Èπ Ÿß°«à“°≈ÿà¡§«∫§ÿ¡∑—Èß∑’Ë 1 ‡¥◊Õπ (√âÕ¬≈– 20 °—∫ 6.7) ·≈–
2 ‡¥◊Õπ (√âÕ¬≈– 20 °—∫ 6.7) À≈—ß°“√√—°…“ ·µà‰¡à¡’π—¬ ”§—≠
∑“ß ∂‘µ‘ §à“¡—∏¬∞“π¢Õß√–¬–‡«≈“°“√Õ¬Ÿà√Õ¥„π°≈ÿà¡
‡¡≈“‚∑π‘ππ“π°«à“°≈ÿà¡§«∫§ÿ¡ §‘¥‡ªìπ 160 ·≈– 130 «—π
µ“¡≈”¥—∫ ·µà‰¡à¡’π—¬ ”§—≠∑“ß ∂‘µ‘ πÕ°®“°π’È æ∫Õ“°“√
‰¡àæ÷ßª√– ß§å∑’Ë¡’§«“¡√ÿπ·√ß√–¥—∫ª“π°≈“ß∂÷ß¡“° (√–¥—∫
3-5) „π°≈ÿà¡‡¡≈“‚∑π‘ππâÕ¬°«à“ °≈ÿà¡§«∫§ÿ¡∑’Ë 2 ‡¥◊Õπ„π‡√◊ËÕß
‡∫◊ËÕÕ“À“√ (1 ·≈– 5 §π) ¿“«–‡Àπ◊ËÕ¬≈â“ (1 ·≈– 5 §π)
§≈◊Ëπ‰ â/Õ“‡®’¬π (0 ·≈– 1 §π) πÈ”Àπ—°≈¥ (2 ·≈– 9 §π) ·≈–
¿“«–πÈ”Àπ—°≈¥¡“°°«à“√âÕ¬≈– 5 (1 ·≈– 6 §π)
 √ÿª: °“√„™â‡¡≈“‚∑π‘π√à«¡°—∫°“√√—°…“¡“µ√∞“π·¡â®–‰¡à
‡æ‘Ë¡√–¬–‡«≈“°“√√Õ¥™’«‘µ  ·µà “¡“√∂≈¥Õ“°“√‰¡àæ÷ßª√– ß§å
·≈–¬◊¥√–¬–‡«≈“§ÿ≥¿“æ™’«‘µ∑’Ë¥’„πºŸâªÉ«¬°≈ÿà¡π’È„Àâπ“π¢÷Èπ
Õ¬à“ß‰√°Áµ“¡§«√¡’°“√»÷°…“„π°≈ÿà¡µ—«Õ¬à“ß∑’Ë„À≠à¢÷Èπ‡æ◊ËÕ
¬◊π¬—πº≈¥—ß°≈à“«µàÕ‰ª
§” ”§—≠: ‡¡≈“‚∑π‘π ¡–‡√Áß∑àÕπÈ”¥’ §ÿ≥¿“æ™’«‘µ

»√’π§√‘π∑√å‡«™ “√ 2553; 25(1): 14-23 • Srinagarind Med J 2010; 25(1): 14-23.

Result: There were 30 patients recruited in the study,

divided into 15 patients in each group. After 1 month of

treatment, QOL of patients in the melatonin group

decreased but not significantly while those in the control

group showed significantly worse in many domains.

Melatonin group had higher percentage of improvement

in FACT-Hep scores than the control in both the first

(20% vs 6.7%) and the second (20% vs 6.7%) month,

but not significant. The median survival was longer in the

melatonin group (160 vs. 130 days), but it is not

significantly different. In addition, there were fewer

reports of moderate to severe adverse events (Grade 3-5)

in the melatonin group than placebo at two months in terms

of anorexia (1 vs. 5), fatigue (1 vs. 5), nausea/vomiting

(0 vs. 1), weight loss (2 vs. 9) and weight loss was greater

than 5% from baseline (1 vs. 6).

Conclusion: The combination of melatonin with standard

treatment did not prolong overall survival period.  The

melatonin treatment, however,  decreased adverse events

and maintained QOL of non-resectable cholangiocarcinoma

patients. Further studies with larger samples are needed.

Key words: Melatonin, Cholangiocarcinoma, Quality

of Life

∫∑π”

¡–‡√Áß∑àÕπÈ”¥’‡ªìπ‡π◊ÈÕ√â“¬ ´÷Ëß‡°‘¥‰¥â∑—Èß∫√‘‡«≥∑àÕπÈ”¥’
¿“¬„πµ—∫·≈–∑àÕπÈ”¥’„À≠à  àßº≈„Àâ∑àÕπÈ”¥’Õÿ¥µ—π ·≈–
¡’Õ“°“√‡À≈◊Õß1 æ∫Õÿ∫—µ‘°“√≥å Ÿß∑—Èß„π‡æ»™“¬·≈–À≠‘ß ·≈–
‡ªìπ “‡Àµÿ°“√µ“¬Õ—π¥—∫∑’Ë 2 ¢Õß¡–‡√Áß∑—ÈßÀ¡¥„πª√–‡∑»
‰∑¬2  “‡ÀµÿÀ≈—°¢Õß¡–‡√Áß∑àÕπÈ”¥’‚¥¬‡©æ“–„πª√–‡∑»‰∑¬
‡°‘¥®“°æ¬“∏‘„∫‰¡â„πµ—∫ Opisthorchis viverrini ∑’ËÕ¬Ÿà„πª≈“
πÈ”®◊¥¡’‡°≈Á¥∑’Ë‰¡à‰¥âª√ÿß„Àâ ÿ°3 πÕ°®“°π’È¬—ßÕ“®¡’ “‡Àµÿ
√à«¡®“°ªí®®—¬Õ◊ËπÊ ‡™àπ  “√æ‘…®“°‡™◊ÈÕ√“ °“√ Ÿ∫∫ÿÀ√’Ë4-6

°“√ºà“µ—¥‡ªìπ«‘∏’°“√√—°…“∑’Ë¥’∑’Ë ÿ¥ æ∫Õ—µ√“°“√√Õ¥™’«‘µ
36 ‡¥◊Õπ„πºŸâªÉ«¬∑’Ëºà“µ—¥ ‡ª√’¬∫‡∑’¬∫°—∫ 9 ‡¥◊Õπ„πºŸâªÉ«¬∑’Ë
‰¡à‰¥â√—∫°“√ºà“µ—¥7,8 ·µàºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’ à«π„À≠à¡“æ∫
·æ∑¬å„π√–¬–∑’Ë¡–‡√Áß≈ÿ°≈“¡ ·≈–¡’‡æ’¬ß √âÕ¬≈– 26
∑’Ë “¡“√∂ºà“µ—¥‰¥â7 °“√√—°…“ à«π„À≠à®÷ß‡ªìπ°“√√—°…“
∑“ß‡≈◊Õ°Õ◊ËπÊ ‡™àπ °“√„™â‡§¡’∫”∫—¥ °“√©“¬· ß ·≈–
°“√√—°…“·∫∫ª√–§—∫ª√–§Õß

°“√√—°…“¥â«¬‡§¡’∫”∫—¥ªí®®ÿ∫—π¬—ß¡’Õ—µ√“°“√µÕ∫ πÕß
‰¡à Ÿßπ—° ·≈–√–¬–‡«≈“°“√√Õ¥™’«‘µ¬—ß§ß —Èπ9,10 ·≈–ªí®®ÿ∫—π
¬—ß‰¡à¡’ Ÿµ√‡§¡’∫”∫—¥¡“µ√∞“π∑’Ë„™â„πºŸâªÉ«¬°≈ÿà¡π’È Õ¬à“ß‰√
°Áµ“¡°“√„™â‡§¡’∫”∫—¥¬—ß§ß‡ªìπ∑“ß‡≈◊Õ°Àπ÷Ëß∑’Ë ”§—≠
„π°“√√—°…“¡–‡√Áß∑àÕπÈ”¥’ ®“°°“√∑∫∑«π«√√≥°√√¡„π
72 °“√»÷°…“ æ∫«à“‡§¡’∫”∫—¥À≈—°∑’Ë„™â §◊Õ  Ÿµ√º ¡
5-Fluorouracil (5-FU) ·≈–  Ÿµ√º ¡ Gemcitabine10-14 ‡π◊ËÕß®“°
¡’Õ—µ√“°“√µÕ∫ πÕß ·≈–√–¬–‡«≈“°“√√Õ¥™’«‘µ Ÿß°«à“
‡§¡’∫”∫—¥™π‘¥Õ◊ËπÊ  ”À√—∫ª√–‡∑»‰∑¬ ¡’°“√„™â‡§¡’∫”∫—¥
∑—Èß Õß Ÿµ√À≈—° ‚¥¬°“√‡≈◊Õ°„™â Ÿµ√¢÷Èπ°—∫¥ÿ≈¬æ‘π‘®¢Õß
·æ∑¬å·≈– ‘∑∏‘°“√√—°…“¢ÕßºŸâªÉ«¬

·¡â«à“°“√√—°…“¥â«¬‡§¡’∫”∫—¥‡æ‘Ë¡Õ—µ√“°“√µÕ∫ πÕß
·≈–√–¬–‡«≈“°“√√Õ¥™’«‘µ¢ÕßºŸâªÉ«¬ ·µà°Áæ∫Õ“°“√‰¡àæ÷ß
ª√– ß§å®“°°“√√—°…“ ‡™àπ ¿“«–πÈ”Àπ—°≈¥ ‡Àπ◊ËÕ¬‡æ≈’¬
‡ªìπµâπ ªí®®—¬‡À≈à“π’È àßº≈°√–∑∫µàÕ§ÿ≥¿“æ™’«‘µ¢ÕßºŸâªÉ«¬
¥—ßπ—Èπ °“√√—°…“·∫∫ª√–§—∫ª√–§Õß®÷ß‡ªìπ°“√√—°…“
∑“ß‡≈◊Õ°„πºŸâªÉ«¬ à«π„À≠à ·≈–‡ªìπ°“√√—°…“À≈—°„πºŸâªÉ«¬
∑’Ë√—∫‡§¡’∫”∫—¥‰¡à‰¥â
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‡¡≈“‚∑π‘π À√◊Õ N-acetyl 5-methoxytryptamine ‡ªìπ
ŒÕ√å‚¡πÀ≈—°∑’Ë √â“ß·≈–À≈—Ëß®“°µàÕ¡‰æ‡π’¬≈„π ¡Õß¢Õß§π
·≈– —µ«å‡≈’È¬ß≈Ÿ°¥â«¬π¡ ¡’Àπâ“∑’Ë§«∫§ÿ¡√–∫∫°“√∑”ß“π
·≈–«—Ø®—°√¢Õß√à“ß°“¬ °“√ √â“ß‡¡≈“‚∑π‘π∂Ÿ°°√–µÿâπ‚¥¬
§«“¡¡◊¥ ·≈–À≈—Ëß Ÿß ÿ¥™à«ß‡«≈“µ’ 2 ∂÷ßµ’ 4 ®“°π—Èπ§àÕ¬Ê
≈¥≈ß ·≈–∂Ÿ°¬—∫¬—Èß‚¥¬· ß «à“ß„π‡«≈“°≈“ß«—π √–¥—∫
‡¡≈“‚∑π‘π‡©≈’Ë¬„π«—¬Àπÿà¡ “«µÕπ°≈“ß«—π·≈–°≈“ß§◊π
ª√–¡“≥ 10 ·≈– 60 pg/ml  (40 ·≈– 260 pmol/Liter)
µ“¡≈”¥—∫ ∑—Èßπ’Èæ∫«à“‡¡≈“‚∑π‘π¡’√–¥—∫≈¥≈ß‡¡◊ËÕÕ“¬ÿ¡“°¢÷Èπ
·≈–„π¿“«–‚√§µà“ßÊ ‡™àπ ºŸâªÉ«¬¡–‡√Áß¡’√–¥—∫‡¡≈“‚∑π‘π
µË”°«à“§πª°µ‘ ·≈–µË”¡“°¢÷Èπ„πºŸâªÉ«¬∑’Ë¡’¢π“¥°âÕπ¡–‡√Áß
„À≠à15

¡’°“√»÷°…“·≈–¬◊π¬—πº≈¢Õß‡¡≈“‚∑π‘π„π°“√≈¥
°“√‡°‘¥ jet lag16 √«¡∑—Èß¬—ß¡’°“√»÷°…“°“√„™â‡¡≈“‚∑π‘π„π
‚√§µà“ßÊ ‡™àπ ‚√§´÷¡‡»√â“ ‚√§À—«„®·≈–À≈Õ¥‡≈◊Õ¥ √«¡∂÷ß
‚√§¡–‡√Áß ®“°«‘®—¬∑’Ëºà“π¡“ æ∫«à“‡¡≈“‚∑π‘πªÑÕß°—πÕ“°“√
‰¡àæ÷ßª√– ß§å®“°‡§¡’∫”∫—¥·≈–¿“«–¢Õß‚√§ ‚¥¬ºà“π°≈‰°
°“√µâ“πÕπÿ¡Ÿ≈Õ‘ √– µâ“πÕÕ°´‘‡¥™—Ëπ ·≈–°≈‰°Õ◊ËπÊ15

√«¡∑—Èß‡æ‘Ë¡Õ—µ√“°“√µÕ∫ πÕßµàÕ¡–‡√Áß„πºŸâªÉ«¬¡–‡√Áß√–¬–
·æ√à°√–®“¬17-19 ·≈–≈¥§«“¡‡ ’Ë¬ß„π°“√‡ ’¬™’«‘µ∑’Ë‡«≈“
1 ªï (RR= 0.66, 95%CI 0.59-0.73)20

ß“π»÷°…“§√—Èßπ’È¡’«—µ∂ÿª√– ß§åÀ≈—°‡æ◊ËÕª√–‡¡‘πº≈
¢Õß‡¡≈“‚∑π‘π‡ª√’¬∫‡∑’¬∫°—∫¬“À≈Õ°µàÕ§ÿ≥¿“æ™’«‘µ¢Õß
ºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’∑’Ëºà“µ—¥‰¡à‰¥â ·≈–‰¥â√—∫°“√√—°…“·∫∫
ª√–§—∫ª√–§Õß·≈–/À√◊Õ‡§¡’∫”∫—¥ «—µ∂ÿª√– ß§å√Õß¢Õß
°“√»÷°…“ §◊Õ »÷°…“º≈°√–∑∫¢Õß‡¡≈“‚∑π‘π‡ª√’¬∫‡∑’¬∫
°—∫¬“À≈Õ°µàÕÕ“°“√‰¡àæ÷ßª√– ß§å®“°‚√§·≈–°“√√—°…“
Õ—µ√“°“√µÕ∫ πÕß¢Õß¡–‡√Áß ·≈–Õ—µ√“°“√√Õ¥™’«‘µ

«‘∏’°“√»÷°…“

°“√«‘®—¬‡ªìπ·∫∫ Randomized, double-blind, placebo,
controlled study ∑”°“√»÷°…“∑’Ë‚√ßæ¬“∫“≈¢Õπ·°àπ ·≈–
‚√ßæ¬“∫“≈»√’π§√‘π∑√å ®—ßÀ«—¥¢Õπ·°àπ √–À«à“ß‡¥◊Õπ
°√°Æ“§¡ æ.». 2551 - µÿ≈“§¡ æ.». 2552 ‚¥¬‡°Á∫¢âÕ¡Ÿ≈
ºŸâªÉ«¬∑’Ë ‰¥â√—∫°“√«‘π‘®©—¬§√—Èß·√°«à“‡ªìπ¡–‡√Áß∑àÕπÈ”¥’
®“°º≈°“√«‘π‘®©—¬∑“ßæ¬“∏‘«‘∑¬“ À√◊Õ®“°°“√µ√«®®“°
¿“æ∂à“¬√—ß ’§Õ¡æ‘«‡µÕ√åÕ¬à“ß„¥Õ¬à“ßÀπ÷Ëß ‡ªìπºŸâªÉ«¬∑’Ë‰¡à
 “¡“√∂ºà“µ—¥‰¥â ‰¡à‡§¬‰¥â√—∫°“√√—°…“¥â«¬‡§¡’∫”∫—¥¡“°àÕπ
¡’ ¡√√∂¿“æ√à“ß°“¬§àÕπ¢â“ß¥’ (ECOG score < 2) ·≈–
¡’°“√∑”ß“π¢Õß√–∫∫‡≈◊Õ¥ª°µ‘ (Hg > 10 g/dL, PLT >
100,000 cells/mm3, WBC > 3,000 cells/mm3) ·≈–¡’°“√∑”ß“π
¢Õßµ—∫ª°µ‘ (billirubin < 2 mg/dL ·≈– AST < 2.5 ‡∑à“¢Õß
§à“ª°µ‘)  ”À√—∫ºŸâªÉ«¬∑’Ë¡’¡–‡√Áß¡“°°«à“ 1 ™π‘¥ ¡’°“√°√–®“¬

¢Õß¡–‡√Áß‰ª¬—ß ¡Õß ¡’¿“«–·∑√°´âÕπ∑’Ë§«∫§ÿ¡‰¡à‰¥â
À√◊Õ¡’¿“«–µ‘¥‡™◊ÈÕ√à«¡¥â«¬®–∂Ÿ°§—¥ÕÕ°®“°°“√»÷°…“

°“√»÷°…“‰¥â√—∫§«“¡‡ÀÁπ™Õ∫®“°§≥–°√√¡°“√®√‘¬∏√√¡
°“√«‘®—¬„π¡πÿ…¬å®“°‚√ßæ¬“∫“≈∑’Ë√à«¡°“√«‘®—¬ ·≈–ºŸâªÉ«¬
≈ß≈“¬¡◊Õ™◊ËÕ¬‘π¬Õ¡‡¢â“√à«¡°“√»÷°…“°àÕπ∂Ÿ° ÿà¡„Àâ‡¢â“ Ÿà°≈ÿà¡
§«∫§ÿ¡À√◊Õ°≈ÿà¡»÷°…“ ‚¥¬„™â«‘∏’ mixed-box randomization
·≈– stratify µ“¡ ∂“π∑’Ë∑’Ë√—°…“ ·≈–™π‘¥¢Õß°“√√—°…“∑’Ë‰¥â√—∫

ºŸâªÉ«¬‰¥â√—∫°“√√—°…“¡–‡√Áß∑àÕπÈ”¥’µ“¡‡°≥±å¡“µ√∞“π
°“√√—°…“¢Õß‚√ßæ¬“∫“≈ ´÷Ëß¡’∑—Èß·∫∫„™â‡§¡’∫”∫—¥·≈–
·∫∫ª√–§—∫ª√–§Õß ‚¥¬™π‘¥¢Õß°“√√—°…“¢÷Èπ°—∫§«“¡æ√âÕ¡
¢Õß√à“ß°“¬ºŸâªÉ«¬ ∑—Èßπ’ÈÕ¬Ÿà„π¥ÿ≈¬æ‘π‘®¢Õß·æ∑¬å∑’Ë√—°…“
πÕ°®“°π’È ºŸâªÉ«¬„π°≈ÿà¡»÷°…“√—∫ª√–∑“π‡¡≈“‚∑π‘π ¢π“¥
20 ¡‘≈≈‘°√—¡  à«π°≈ÿà¡§«∫§ÿ¡√—∫ª√–∑“π¬“À≈Õ° ‚¥¬
√—∫ª√–∑“π¬“°àÕππÕπ«—π≈– 1 §√—Èß µ—Èß·µà«—π·√°∑’Ë√—∫
°“√√—°…“ ·≈–√—∫ª√–∑“πµ‘¥µàÕ°—π∑ÿ°«—π ‡ªìπ‡«≈“ 3 ‡¥◊Õπ
®“°π—Èπ∑”°“√ª√–‡¡‘π§ÿ≥¿“æ™’«‘µ Õ“°“√‰¡àæ÷ßª√– ß§å
·≈–Õ—µ√“°“√µÕ∫ πÕßµàÕ¡–‡√Áß‚¥¬ª√–‡¡‘π∑ÿ°‡¥◊Õπ¢Õß
°“√√—°…“ ®“°°“√§”π«≥¢π“¥µ—«Õ¬à“ßæ∫«à“µâÕß°“√
µ—«Õ¬à“ß°≈ÿà¡≈– 44 §π  ”À√—∫«—¥§«“¡·µ°µà“ß¢Õß§–·ππ
FACT-Hep ®”π«π 8 §–·ππ (beta = 80%, alpha = 0.05,
SD = 15)

‡§√◊ËÕß¡◊Õ∑’Ë„™â„π°“√«‘®—¬

1. ·∫∫‡°Á∫¢âÕ¡Ÿ≈∑—Ë«‰ª ª√–°Õ∫¥â«¬¢âÕ¡Ÿ≈æ◊Èπ∞“π
¢ÕßºŸâªÉ«¬ ‡™àπ ‡æ» Õ“¬ÿ √–¥—∫°“√»÷°…“  ∂“π¿“æ Õ“™’æ
 ‘∑∏‘°“√√—°…“ √«¡∑—Èß¢âÕ¡Ÿ≈∑’Ë‡°’Ë¬«°—∫‚√§·≈–°“√√—°…“∑’Ë
‰¥â√—∫ §«“¡ “¡“√∂„π°“√∑”°‘®°√√¡µà“ßÊ À√◊Õ ¡√√∂¿“æ
√à“ß°“¬ (ECOG) ‡ªìπµâπ

2. ·∫∫ª√–‡¡‘π§ÿ≥¿“æ™’«‘µ Functional Assessment
of Cancer Therapy - Hepatobiliary (FACT-Hep) version 4
(Thai version) ª√–°Õ∫¥â«¬ ·∫∫ª√–‡¡‘π§ÿ≥¿“æ™’«‘µ∑—Ë«‰ª
27 ¢âÕ (FACT-G) √à«¡°—∫§”∂“¡‡©æ“–‡°’Ë¬«°—∫‚√§¡–‡√Áß
∑àÕπÈ”¥’ 18 ¢âÕ (Hepatobiliary Cancer Subscale) ‚¥¬ FACT-G
®”π«π 27 ¢âÕ§”∂“¡ ª√–°Õ∫¥â«¬ 4 ¡‘µ‘ §◊Õ¡‘µ‘¥â“π√à“ß°“¬
(Physical Well-being; PWB) 7 ¢âÕ ¥â“π —ß§¡ (Social/Family
Well-being; SWB) 7 ¢âÕ ¥â“πÕ“√¡≥å (Emotional Well-being;
EWB) 6 ¢âÕ ·≈–¥â“π°“√ªØ‘∫—µ‘°‘®°√√¡ (Functional Well-
being; FWB) 7 ¢âÕ  à«π Hepatobiliary Cancer Subscale
®”π«π 18 ¢âÕ§”∂“¡π—Èπ ‡ªìπ§”∂“¡¥â“πÕ“°“√∑’Ë‡°’Ë¬«¢âÕß
‚¥¬µ√ß°—∫ºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’21

°“√„Àâ§–·ππ§”µÕ∫·µà≈–¢âÕ§”∂“¡ ‡ªìπ·∫∫ Likert
scale ‚¥¬·∫àß‡ªìπ§–·ππµ—Èß·µà 0 ®π∂÷ß 4 ´÷Ëß 0 À¡“¬∂÷ß
‰¡à¡’ªí≠À“‡≈¬ ·≈– 4 À¡“¬∂÷ß ¡’ªí≠À“¡“°∑’Ë ÿ¥ „™â°“√
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•«√¬“ ¡—Ëπª√–‡ √‘∞ ·≈–§≥– Woraya Manprasert, et al.

§”π«≥§–·ππ·µà≈–¡‘µ‘µ“¡À≈—°‡°≥±å∑’Ë°”Àπ¥ ∑—Èßπ’È
§–·ππ§ÿ≥¿“æ™’«‘µ∑’Ë Ÿß· ¥ß∂÷ß§ÿ≥¿“æ™’«‘µ∑’Ë¥’ ·≈–
§–·ππµË”· ¥ß∂÷ß§ÿ≥¿“æ™’«‘µ∑’Ë‰¡à¥’

·∫∫ª√–‡¡‘π§ÿ≥¿“æ™’«‘µ FACT-G ‰¥âºà“π°“√µ√«® Õ∫
¥â“π§«“¡µ√ß (validity) §«“¡‡∑’Ë¬ß¢Õß‡§√◊ËÕß¡◊Õ (reliability)
·≈–¡’√“¬ß“π§«“¡‡∑’Ë¬ß¢Õß°“√«—¥´È” ·≈–§«“¡‡∑’Ë¬ß
¢Õß¢âÕ§”∂“¡·µà≈–¡‘µ‘ ∑—Èß„π·∫∫ Õ∫∂“¡µâπ©∫—∫¿“…“
Õ—ß°ƒ…22 ·≈–©∫—∫¿“…“‰∑¬24 √«¡∑—Èß‰¥âºà“π°“√∑¥ Õ∫
°“√„™â‚¥¬«‘∏’ —¡¿“…≥å„πºŸâªÉ«¬¡–‡√Áß„π‚√ßæ¬“∫“≈¢Õπ·°àπ
·≈–‚√ßæ¬“∫“≈»√’π§√‘π∑√å°«à“ 200 §π23

FACT-Hep ¡’§«“¡®”‡æ“–µàÕ¡–‡√Áßµ—∫ °“√„™â√à«¡°—∫
FACT-G ®÷ß™à«¬‡æ‘Ë¡§«“¡‰«„π°“√ª√–‡¡‘πº≈°“√√—°…“ ∑—Èßπ’È
¡’¢âÕ¡Ÿ≈§«“¡µ√ß·≈–§«“¡‡∑’Ë¬ß21 ·≈–©∫—∫¿“…“‰∑¬‰¥â
ºà“π°“√∑¥ Õ∫„π‚√ßæ¬“∫“≈∑’Ë»÷°…“∑—Èß Õß·Ààß°àÕπ„™â
(Pratheepawanit, personal communication) πÕ°®“°π’È FACT-
Hep ¬—ß¡’°“√»÷°…“√–¥—∫§–·ππ¢—ÈπµË”∑’Ë¡’π—¬ ”§—≠∑“ß§≈‘π‘°
À√◊Õ çminimal important differenceé (MID) ´÷Ëß™à«¬„π°“√
·ª≈º≈§–·ππ§ÿ≥¿“æ™’«‘µ21

3. ·∫∫ª√–‡¡‘πÕ“°“√‰¡àæ÷ßª√– ß§å „™â‡°≥±å
Common Toxicity Criteria Adverse Event (CTCAE) version 325

 “¡“√∂·∫àßµ“¡√–¥—∫§«“¡√ÿπ·√ß‰¥â 5 √–¥—∫ ¥—ßπ’È √–¥—∫ 1
À¡“¬∂÷ß ¡’Õ“°“√‰¡àæ÷ßª√– ß§å‡≈Á°πâÕ¬ ®π∂÷ß√–¥—∫ 5
À¡“¬∂÷ß ‡ ’¬™’«‘µ®“°Õ“°“√‰¡àæ÷ßª√– ß§å

4. ·∫∫ª√–‡¡‘π°“√µÕ∫ πÕß¢Õß¡–‡√ÁßµàÕ
°“√√—°…“ „™â‡°≥±å Recist criteria26 ‚¥¬·æ∑¬åª√–‡¡‘π
°“√µÕ∫ πÕß ‡ªìπ complete response (CR), partial response
(PR), stable disease (SD) ·≈– progressive disease (PD)  ‚¥¬
CR À¡“¬∂÷ß √Õ¬‚√§‡°à“À“¬À¡¥ ·≈–‰¡à¡’√Õ¬‚√§„À¡à‡°‘¥
¢÷Èπ„π√–À«à“ß°“√√—°…“ PR À¡“¬∂÷ß ¢π“¥¢Õß√Õ¬‚√§∑’Ë
«—¥µ“¡·π«¬“«∑’Ë ÿ¥≈¥≈ß√âÕ¬≈– 30 ‡¡◊ËÕ‡∑’¬∫°—∫°àÕπ∑”°“√
√—°…“ ·≈–‰¡à¡’√Õ¬‚√§„À¡à‡°‘¥¢÷Èπ SD À¡“¬∂÷ß ‰¡à¡’√Õ¬‚√§
∑’ËÀ“¬¡“°°«à“√âÕ¬≈– 30 √«¡∂÷ß‰¡à¡’√Õ¬‚√§∑’Ë¡’¢π“¥‡æ‘Ë¡
¢÷Èπ√âÕ¬≈– 20 PD À¡“¬∂÷ß °âÕπ‡¥‘¡¡’¢π“¥„À≠à¢÷Èπ¡“°°«à“
√âÕ¬≈– 20 À√◊Õ¡’√Õ¬‚√§„À¡à‡°‘¥¢÷Èπ√–À«à“ß°“√√—°…“
´÷Ëß°“√µÕ∫ πÕß∑’Ë¡’º≈∑“ß§≈‘π‘° ‰¥â·°à CR ·≈– PR

°“√«‘‡§√“–Àå¢âÕ¡Ÿ≈·≈– ∂‘µ‘∑’Ë„™â

°“√«‘‡§√“–Àå∑“ß ∂‘µ‘„™â‚ª√·°√¡ SPSS for windows
version 17.0 ‚¥¬«‘‡§√“–Àå·∫∫ intent to treat  ”À√—∫ºŸâªÉ«¬
∑’Ë‡ ’¬™’«‘µ®–∂Ÿ°·∑π∑’Ë§–·ππ§ÿ≥¿“æ™’«‘µ¥â«¬ 0 ·≈–ºŸâªÉ«¬
∑’Ë‰¡à “¡“√∂µÕ∫·∫∫ª√–‡¡‘π‰¥â ®–∂Ÿ°·∑π∑’Ë§–·ππ¥â«¬
§à“§–·ππ§ÿ≥¿“æ™’«‘µ∑’ËµË”∑’Ë ÿ¥∑’ËºŸâªÉ«¬„π°“√»÷°…“ “¡“√∂

µÕ∫‰¥â„π∑ÿ°¥â“π °“√‡ª√’¬∫‡∑’¬∫§–·ππ§ÿ≥¿“æ™’«‘µ°àÕπ
·≈–À≈—ß√—∫°“√√—°…“ „™â Friedman test ·≈– Wilcoxon Signed
rank test  à«π°“√‡ª√’¬∫‡∑’¬∫√–À«à“ß°≈ÿà¡§«∫§ÿ¡·≈–
°≈ÿà¡»÷°…“„™â Mann Whitney U test

Õÿ∫—µ‘°“√≥å¢Õß°“√‡°‘¥Õ“°“√‰¡àæ÷ßª√– ß§å· ¥ß¢âÕ¡Ÿ≈
‡ªìπ√âÕ¬≈–   ”À√—∫√–¬–‡«≈“°“√√Õ¥™’«‘µ‡ª√’¬∫‡∑’¬∫√–À«à“ß
2 °≈ÿà¡ „™â«‘∏’ Kaplan-Meier ·≈– log-rank test °“√·ª≈º≈
√–¥—∫§–·ππ§ÿ≥¿“æ™’«‘µ∑’Ë¡’π—¬ ”§—≠∑“ß§≈‘π‘°„™â‡°≥±å
MID ¢Õß·∫∫ Õ∫∂“¡ ‚¥¬§–·ππ§ÿ≥¿“æ™’«‘µ· ¥ß‡ªìπ
§à“‡©≈’Ë¬À√◊Õ¡—∏¬∞“π¢Õß·µà≈–¡‘µ‘ ·≈–°”Àπ¥„Àâ¡‘µ‘¥â“π
§ÿ≥¿“æ™’«‘µ∑—ÈßÀ¡¥¢Õß¡–‡√Áß∑àÕπÈ”¥’ (FACT-Hep) ‡ªìπ
º≈≈—æ∏åÀ≈—° ∑—Èßπ’È¬÷¥µ“¡‡°≥±å·∫∫ Õ∫∂“¡´÷Ëß§à“§«“¡
·µ°µà“ßπâÕ¬∑’Ë ÿ¥∑’Ë¡’π—¬ ”§—≠∑“ß§≈‘π‘°§◊Õ 8 §–·ππ21 ‚¥¬
«‘‡§√“–Àå‡ª√’¬∫‡∑’¬∫°—∫°àÕπ°“√√—°…“ ·∫àß°≈ÿà¡§–·ππ
‡ªìπ¥’¢÷Èπ (‡æ‘Ë¡¢÷Èπ >8 §–·ππ) ·¬à≈ß (≈¥≈ß >8 §–·ππ) §ß∑’Ë
(µà“ß°—π‰¡à‡°‘π 8 §–·ππ)

º≈°“√»÷°…“

º≈°“√‡°Á∫¢âÕ¡Ÿ≈„π™à«ß‡¥◊Õπ°√°Æ“§¡ æ.». 2551 -
µÿ≈“§¡ æ.». 2552 ¡’ºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’®”π«π 30 §π
∑’Ë‡¢â“√à«¡°“√»÷°…“ ‚¥¬¡’¢âÕ¡Ÿ≈ºŸâªÉ«¬∑’Ë§√∫∑—Èß°àÕπ°“√√—°…“
À≈—ß°“√√—°…“ 1 ‡¥◊Õπ ®”π«π 24 §π·≈– 2 ‡¥◊Õπ®”π«π
19 §π ‡π◊ËÕß®“°ºŸâªÉ«¬‡ ’¬™’«‘µ°àÕπ§√∫°“√√—°…“ 5 §π ‚¥¬
‡ ’¬™’«‘µ∑’Ë‡«≈“ 1 ‡¥◊Õπ®”π«π 2 §π „π°≈ÿà¡§«∫§ÿ¡·≈–
∑’Ë 2 ‡¥◊Õπ®”π«π 4 §π ´÷Ëß 3 §πÕ¬Ÿà°≈ÿà¡‡¡≈“‚∑π‘π ·≈–
Õ’° 1 §π„π°≈ÿà¡§«∫§ÿ¡  à«π∑’Ë‡À≈◊ÕÕ’° 5 §π‡ªìπºŸâªÉ«¬„π
°≈ÿà¡‡¡≈“‚∑π‘π 3 §π·≈–°≈ÿà¡§«∫§ÿ¡ 2 §π¡’Õ“°“√√ÿπ·√ß
®÷ß‰¡à “¡“√∂„Àâ¢âÕ¡Ÿ≈‰¥â  ¢âÕ¡Ÿ≈æ◊Èπ∞“π¢ÕßºŸâªÉ«¬°≈ÿà¡∑’Ë‰¥â√—∫
‡¡≈“‚∑π‘π  ·≈–°≈ÿà¡§«∫§ÿ¡‰¡à¡’§«“¡·µ°µà“ß°—π∑—ÈßÕ“¬ÿ  ‡æ»
 ¡√√∂¿“æ√à“ß°“¬ §ÿ≥¿“æ™’«‘µ ·≈–Õ“°“√‰¡àæ÷ßª√– ß§å
µà“ßÊ (µ“√“ß∑’Ë 1)

À≈—ß°“√√—°…“æ∫«à“§à“‡©≈’Ë¬§–·ππ§ÿ≥¿“æ™’«‘µ¢ÕßºŸâªÉ«¬
∑—Èß Õß°≈ÿà¡¡’·π«‚πâ¡≈¥≈ß‡°◊Õ∫∑ÿ°¡‘µ‘ ·≈–æ∫π—¬ ”§—≠
„π¥â“π√à“ß°“¬ (PWB) ¥â“πÕ“√¡≥å/®‘µ„® (EWB) ¥â“π°“√
ªØ‘∫—µ‘°‘®°√√¡ (FWB) ¥â“πÕ“°“√∑’Ë‡°’Ë¬«¢âÕß°—∫¡–‡√Áß∑àÕπÈ”¥’
(HepCS) ¥â“πº≈≈—æ∏å°“√√—°…“ (TOI) §ÿ≥¿“æ™’«‘µ√«¡∑—Ë«‰ª
(FACT-G) ·≈–§ÿ≥¿“æ™’«‘µ√«¡¡–‡√Áß∑àÕπÈ”¥’ (FACT-Hep)
(√Ÿª∑’Ë 1)

ºŸâªÉ«¬°≈ÿà¡‡¡≈“‚∑π‘π¡’·π«‚πâ¡§ÿ≥¿“æ™’«‘µ∑’Ë≈¥≈ß
∑’Ë‡«≈“ 1 ‡¥◊ÕπÕ¬à“ß‰¡à¡’π—¬ ”§—≠  „π¢≥–∑’Ë°≈ÿà¡§«∫§ÿ¡
¡’§–·ππ§ÿ≥¿“æ™’«‘µ≈¥≈ßÕ¬à“ß¡’π—¬ ”§—≠‚¥¬‡©æ“–¥â“π
Õ“°“√∑’Ë‡°’Ë¬«¢âÕß°—∫¡–‡√Áß∑àÕπÈ”¥’ (HepCS; P = 0.02) ¥â“π
º≈≈—æ∏å°“√√—°…“ (TOI; P = 0.01) §ÿ≥¿“æ™’«‘µ√«¡∑—Ë«‰ª
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Effects of Melatonin on Quality of Life of Non-resectable•º≈¢Õß‡¡≈“‚∑π‘πµàÕ§ÿ≥¿“æ™’«‘µºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’∑’Ëºà“µ—¥‰¡à‰¥â

(FACT-G; P = 0.05) ·≈–§ÿ≥¿“æ™’«‘µ√«¡¡–‡√Áß∑àÕπÈ”¥’ (FACT-
Hep; P = 0.01) ·≈–∑’Ë‡«≈“ 2 ‡¥◊ÕπÀ≈—ß°“√√—°…“  ºŸâªÉ«¬
∑—Èß 2 °≈ÿà¡¡’·π«‚πâ¡§–·ππ§ÿ≥¿“æ™’«‘µ≈¥≈ßÕ¬à“ß¡’
π—¬ ”§—≠ (µ“√“ß∑’Ë 2) Õ¬à“ß‰√°Áµ“¡‡¡◊ËÕ‡ª√’¬∫‡∑’¬∫§–·ππ
§ÿ≥¿“æ™’«‘µ√«¡¡–‡√Áß∑àÕπÈ”¥’ (FACT-Hep) ¢ÕßºŸâªÉ«¬·µà≈–
√“¬°àÕπ·≈–À≈—ß°“√√—°…“µ“¡‡°≥±å MID æ∫«à“ºŸâªÉ«¬
°≈ÿà¡‡¡≈“‚∑π‘π¡’§ÿ≥¿“æ™’«‘µ¥’¢÷Èπ¡“°°«à“°≈ÿà¡§«∫§ÿ¡
∑—Èß∑’Ë‡«≈“ 1 ‡¥◊Õπ (√âÕ¬≈– 20 ·≈– 6.7) ·≈– 2 ‡¥◊Õπ (√âÕ¬≈–
20 ·≈– 6.7) ·µà‰¡à¡’π—¬ ”§—≠∑“ß ∂‘µ‘  (√Ÿª∑’Ë 2)

À≈—ß°“√√—°…“‰¡àæ∫«à“¡’ºŸâªÉ«¬√“¬„¥∑’Ë¡’°“√µÕ∫ πÕß
·∫∫ Complete ·≈– Partial  ”À√—∫√–¬–‡«≈“°“√√Õ¥™’«‘µ
(Overall survival) æ∫«à“ºŸâªÉ«¬„π°≈ÿà¡∑’Ë‰¥â√—∫‡¡≈“‚∑π‘π¡’√–¬–
‡«≈“°“√√Õ¥™’«‘µπ“π°«à“°≈ÿà¡§«∫§ÿ¡ ‚¥¬¡’§à“¡—∏¬∞“π
¢Õß√–¬–‡«≈“°“√Õ¬Ÿà√Õ¥ (median survival) ‡ªìπ 160 ·≈–
130 «—π µ“¡≈”¥—∫ ·µà‰¡àæ∫π—¬ ”§—≠∑“ß ∂‘µ‘ (√Ÿª∑’Ë 3)

°≈ÿà¡‡¡≈“‚∑π‘π¡’Õ“°“√‰¡àæ÷ßª√– ß§å√–¥—∫§«“¡√ÿπ·√ß
ª“π°≈“ß∂÷ß¡“°À≈—ß√—∫°“√√—°…“∑’Ë 1 ‡¥◊ÕππâÕ¬°«à“°≈ÿà¡
§«∫§ÿ¡¥â“π‡∫◊ËÕÕ“À“√ (2 ·≈– 6 §π) ‡Àπ◊ËÕ¬≈â“ (1 ·≈–
2 §π) §≈◊Ëπ‰ â/Õ“‡®’¬π (0 ·≈– 2 §π) πÈ”Àπ—°≈¥ (3 ·≈–
9 §π) ·≈–¿“«–πÈ”Àπ—°≈¥¡“°°«à“√âÕ¬≈– 5 (2 ·≈– 4 §π)
 ”À√—∫∑’Ë 2 ‡¥◊ÕππâÕ¬°«à“°≈ÿà¡§«∫§ÿ¡¥â“π‡∫◊ËÕÕ“À“√
(1 ·≈– 5 §π) ‡Àπ◊ËÕ¬≈â“ (1 ·≈– 5 §π) §≈◊Ëπ‰ â/Õ“‡®’¬π
(0 ·≈– 1 §π) πÈ”Àπ—°≈¥ (2 ·≈– 9 §π) ·≈–¿“«–πÈ”Àπ—°≈¥
¡“°°«à“√âÕ¬≈– 5 (1 ·≈– 6 §π)  ·µàæ∫√“¬ß“π¿“«–‡¬◊ËÕ∫ÿ
™àÕßª“°Õ—°‡ ∫„π°≈ÿà¡‡¡≈“‚∑π‘π¡“°°«à“°≈ÿà¡§«∫§ÿ¡
∑’Ë 2 ‡¥◊Õπ (1 ·≈– 0 §π) (µ“√“ß∑’Ë 3)

«‘®“√≥å

°“√»÷°…“· ¥ß„Àâ‡ÀÁπ«à“‡¡≈“‚∑π‘π¡’º≈µàÕ§ÿ≥¿“æ™’«‘µ
¢ÕßºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’ °“√»÷°…“π’È¬—ß‡ªìπ°“√»÷°…“·√°∑’Ë
ª√–‡¡‘πº≈¢Õß‡¡≈“‚∑π‘πµàÕ§ÿ≥¿“æ™’«‘µ‚¥¬‡ª√’¬∫‡∑’¬∫
°—∫°≈ÿà¡§«∫§ÿ¡ ·≈–„™â·∫∫ª√–‡¡‘π§ÿ≥¿“æ™’«‘µ∑’Ë‡©æ“–
 ”À√—∫°≈ÿà¡¡–‡√Áßµ—∫  ∑”°“√√«∫√«¡¢âÕ¡Ÿ≈°“√√—°…“„πºŸâªÉ«¬
∑’Ë¡’¿“«–‚√§√ÿπ·√ß‚¥¬√âÕ¬≈– 17 ¡’ ECOG = 2 ´÷Ëß‡ªìπ°≈ÿà¡
ºŸâªÉ«¬¡–‡√Áß∑’Ë§≈â“¬°—∫°“√»÷°…“°àÕπÀπâ“π’È

°“√»÷°…“‡¡≈“‚∑π‘π∑’Ëºà“π¡“ ‡ªìπ°“√»÷°…“„πºŸâªÉ«¬
¡–‡√Áß√–¬–·æ√à°√–®“¬À≈“¬™π‘¥ ‚¥¬æ∫«à“À≈—ß°“√√—°…“
2 ‡¥◊Õπ ºŸâªÉ«¬∑’Ë‰¥â√—∫‡¡≈“‚∑π‘π√à«¡°—∫‡§¡’∫”∫—¥ ¡’Õ—µ√“
°“√µÕ∫ πÕß¥’°«à“°≈ÿà¡§«∫§ÿ¡ (√âÕ¬≈– 33 ·≈– 20)
æ∫√–¬–‡«≈“°“√√Õ¥™’«‘µ Ÿß°«à“Õ¬à“ß¡’π—¬ ”§—≠ (10 vs
6 ‡¥◊Õπ; P<0.005) ·≈–æ∫Õ“°“√‰¡àæ÷ßª√– ß§åπâÕ¬°«à“
„π‡√◊ËÕß¿“«–ÕàÕπ·√ß ¿“«–‡¬◊ËÕ∫ÿ™àÕßª“°Õ—°‡ ∫ Õ“°“√

‡∫◊ËÕÕ“À“√18-20  ́ ÷Ëß°“√»÷°…“§√—Èßπ’È‡ªìπ°“√»÷°…“·√°„πºŸâªÉ«¬
¡–‡√Áß∑àÕπÈ”¥’∑’Ëºà“µ—¥‰¡à‰¥â ·≈–æ∫º≈°“√»÷°…“ Õ¥§≈âÕß
°—∫°“√»÷°…“∑’Ëºà“π¡“ Õ¬à“ß‰√°Áµ“¡‰¡àæ∫«à“¡’ºŸâªÉ«¬∑’Ë¡’
Õ—µ√“°“√µÕ∫ πÕß¥’¢÷Èπ  ∑—Èßπ’È à«πÀπ÷ËßÕ“®‡π◊ËÕß®“°ºŸâªÉ«¬
¡–‡√Áß∑àÕπÈ”¥’¡’æ¬“°√≥å¢Õß‚√§∑’Ë·¬à°«à“ºŸâªÉ«¬¡–‡√Áß∑’Ë‡§¬
»÷°…“¡“°àÕπÀπâ“π’È  √«¡∂÷ßºŸâªÉ«¬°≈ÿà¡π’È¡’°“√µÕ∫ πÕßµàÕ
‡§¡’∫”∫—¥‰¥â‰¡à¥’  Õ’°∑—Èß°“√µÕ∫ πÕß¬—ß·µ°µà“ß°—π√–À«à“ß
‡§¡’∫”∫—¥µà“ß™π‘¥Õ’°¥â«¬ Õ¬à“ß‰√°Áµ“¡ Lissoni ·≈–§≥–
æ∫√“¬ß“πÕ“°“√‡¬◊ËÕ∫ÿ™àÕßª“°Õ—°‡ ∫≈¥≈ß„π°≈ÿà¡∑’Ë√—∫
‡¡≈“‚∑π‘π (√âÕ¬≈– 15 ·≈– 35)18 ´÷Ëßµà“ß®“°°“√»÷°…“π’È
Õ“®‡ªìπ‡æ√“–°≈ÿà¡µ—«Õ¬à“ß¬—ßπâÕ¬ ·≈–„™â‡§¡’∫”∫—¥
·µ°µà“ß°—π ®÷ß§«√¡’°“√»÷°…“‡æ◊ËÕ¬◊π¬—πº≈µàÕ‰ª

°“√»÷°…“π’È¬—ß‡ªìπ°“√»÷°…“π”√àÕß ·≈–¡’®”π«π
µ—«Õ¬à“ßπâÕ¬ ®“°°“√§”π«≥æ∫«à“µâÕß°“√µ—«Õ¬à“ß°≈ÿà¡≈–
44 §π  ”À√—∫«—¥§«“¡·µ°µà“ß¢Õß§–·ππ FACT-Hep
·µà„π°“√»÷°…“®√‘ßæ∫ªí≠À“ §◊ÕºŸâªÉ«¬ à«πÀπ÷Ëß‰¡à°≈—∫¡“
æ∫·æ∑¬å πÕ°®“°π’È√–¬–‡«≈“„π°“√ àßµàÕºŸâªÉ«¬§àÕπ¢â“ß
π“π ºŸâªÉ«¬∫“ß√“¬®÷ß¡’Õ“°“√¢Õß‚√§¡“°¢÷Èπ ·≈–‰¡à‡¢â“
‡°≥±å°“√§—¥‡¢â“¢Õß°“√»÷°…“ ¥—ßπ—Èπ °“√»÷°…“µàÕ‰ª®÷ß§«√
«“ß·ºπ°“√§—¥‡≈◊Õ°ºŸâªÉ«¬„Àâ‡√Á«¢÷Èπ ‡æ◊ËÕ„Àâ‰¥â°≈ÿà¡µ—«Õ¬à“ß
∑’Ë¡“°¢÷Èπ ”À√—∫¬◊π¬—πº≈¥—ß°≈à“« πÕ°®“°π’È §«√«‘‡§√“–Àå
‡ª√’¬∫‡∑’¬∫º≈√–À«à“ßºŸâªÉ«¬°≈ÿà¡∑’Ë‰¥â√—∫°“√√—°…“·∫∫
ª√–§—∫ª√–§Õß ·≈–‡§¡’∫”∫—¥ æ√âÕ¡∑—Èßµ‘¥µ“¡º≈¢Õß
°“√√—°…“µàÕ§ÿ≥¿“æ™’«‘µ Õ“°“√‰¡àæ÷ßª√– ß§å ·≈–Õ—µ√“
°“√µÕ∫ πÕß°“√√—°…“„π√–¬–¬“«  ‡æ◊ËÕ„™â· ¥ßª√– ‘∑∏‘º≈
¢Õß°“√√—°…“‰¥â¥’¬‘Ëß¢÷Èπ

 √ÿª

§ÿ≥¿“æ™’«‘µ¢ÕßºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’‡ªìπ‡ªÑ“À¡“¬À≈—°
¢Õß°“√√—°…“„πºŸâªÉ«¬ à«π„À≠à∑’Ë¡“æ∫·æ∑¬å‡¡◊ËÕÕ“°“√
≈ÿ°≈“¡‰ª¡“°·≈–ºà“µ—¥‰¡à‰¥â °“√√—°…“∑“ß‡≈◊Õ°∑—Èß·∫∫
ª√–§—∫ª√–§Õß·≈–°“√„™â‡§¡’∫”∫—¥‡ªìπ‡æ’¬ß°“√√—°…“
‡æ◊ËÕ∫√√‡∑“Õ“°“√ ·µà°Á¬—ß°àÕ„Àâ‡°‘¥Õ“°“√‰¡àæ÷ßª√– ß§å‰¥â
∑—Èß®“°¿“«–‚√§·≈–®“°°“√√—°…“ ¥—ßπ—Èπ°“√π”‡¡≈“‚∑π‘π
¡“„™â√à«¡°—∫°“√√—°…“¥—ß°≈à“« ·¡â®–‰¡à‡æ‘Ë¡√–¬–‡«≈“
°“√√Õ¥™’«‘µ Õ¬à“ß‰√°Áµ“¡ “¡“√∂¬◊¥√–¬–‡«≈“∑’ËºŸâªÉ«¬
¡’§ÿ≥¿“æ™’«‘µ∑’Ë¥’„ÀâÕ¬Ÿà‰¥âπ“π¢÷Èπ ·≈–¬—ßÕ“®¡’º≈™à«¬≈¥
Õ“°“√‰¡àæ÷ßª√– ß§å¢ÕßºŸâªÉ«¬Õ’°¥â«¬

∑—Èßπ’È ¬—ßµâÕß¡’°“√»÷°…“„π°≈ÿà¡µ—«Õ¬à“ß∑’Ë¡“°¢÷Èπ‡æ◊ËÕ
„™â¬◊π¬—πº≈°“√»÷°…“¥—ß°≈à“« æ√âÕ¡∑—Èß‡ª√’¬∫‡∑’¬∫º≈¢Õß
‡¡≈“‚∑π‘π„πºŸâªÉ«¬°≈ÿà¡∑’Ë‰¥â√—∫°“√√—°…“µà“ß°—π ‡æ◊ËÕ„™â‡ªìπ
·π«∑“ß°“√√—°…“„™â‡¡≈“‚∑π‘π„πºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’µàÕ‰ª
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•«√¬“ ¡—Ëπª√–‡ √‘∞ ·≈–§≥– Woraya Manprasert, et al.

µ“√“ß∑’Ë 1  ≈—°…≥–∑—Ë«‰ª¢ÕßºŸâªÉ«¬

µ—«·ª√ °≈ÿà¡°“√√—°…“
®”π«πºŸâªÉ«¬∑’Ë‡¢â“√à«¡°“√»÷°…“  (√âÕ¬≈–)

‡¡≈“‚∑π‘π (N = 15) §«∫§ÿ¡ (N = 15) P-value
Õ“¬ÿ  (Mean + SD) † 62.5 + 5.9 58.5 + 8.2 0.21
‡æ»™“¬ ‡ 11 (73.3) 9 (60) 0.70
 ∂“π¿“æ ¡√  ‡ 15 (100) 12 (80) 0.22
°“√»÷°…“√–¥—∫ª√–∂¡ ‡ 14 (93.3) 13 (86.7) 1.00
Õ“™’æ‡°…µ√°√√¡ ‡ 13 (86.7) 12 (80) 1.00
 ‘∑∏‘°“√√—°…“¡—µ√∑Õß ‡ 12 (80) 11 (73.3) 1.00
√—∫°“√√—°…“·∫∫ª√–§—∫ª√–§Õß ‡ 3 (20) 4 (26.7)
√—∫‡§¡’∫”∫—¥

- 5FU+Leucovorin 5 (33.3) 3 (20)
- 5FU+Leucovorin+Cisplatin - 1 (6.7) 0.91
- UFUR+Leucovorin 6 (40) 5 (33.3)
- Gemcitabine+carboplatin 1 (6.7) 1 (6.7)
- Capecitabine - 1 (6.7)

º≈µ√«®∑“ßÀâÕßªÆ‘∫—µ‘°“√°àÕπ√—°…“ †
Billirubin (mg/dL)

Median (Range) 0.4 (0.1-1-.6) 0.3 (0-1.3) 0.39
Alanine transaminase (U/L)

Median (Range) 30.0 (7-150) 26.0 (13-87) 0.74
Alkaline phosphatase (U/L)

Median (Range) 192.0 (54-1238) 177.0 (64-690) 0.53
ECOG (Performance status) < 1 ‡ 12 (80) 13 (86.7) 1.00
Õ“°“√‰¡àæ÷ßª√– ß§å°àÕπ√—°…“ ‡

‚≈À‘µ®“ß 1 (6.7) 0 1.00
‡∫◊ËÕÕ“À“√ 9 (60) 8 (53.3) 1.00
‡Àπ◊ËÕ¬≈â“ 5 (33.3) 10 (66.7) 0.14
∑âÕß‡ ’¬ 1 (6.7) 3 (20) 0.60
§≈◊Ëπ‰ â/Õ“‡®’¬π 4 (26.7) 4 (26.7) 1.00
‡¬◊ËÕ∫ÿ™àÕßª“°Õ—°‡ ∫ 1 (6.7) 1 (6.7) 1.00
πÈ”Àπ—°≈¥ 4 (26.7) 9 (60.0) 0.14

* ECOG = Eastern Cooperative Oncology Group
† Mann Whitney U test, ‡ Fisherûs Exact test
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Effects of Melatonin on Quality of Life of Non-resectable•º≈¢Õß‡¡≈“‚∑π‘πµàÕ§ÿ≥¿“æ™’«‘µºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’∑’Ëºà“µ—¥‰¡à‰¥â
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√Ÿª∑’Ë 3 √–¬–‡«≈“°“√√Õ¥™’«‘µ (Overall survival) √–À«à“ß
°≈ÿà¡‡¡≈“‚∑π‘π ·≈–°≈ÿà¡§«∫§ÿ¡

√Ÿª∑’Ë 2 √âÕ¬≈–¢ÕßºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’∑’Ë¡’§–·ππ§ÿ≥¿“æ
™’«‘µ√«¡¡–‡√Áß∑àÕπÈ”¥’ (FACT-Hep) ¥’¢÷Èπ ·¬à≈ß
À√◊Õ§ß∑’Ë∑’Ë‡«≈“µà“ßÊ °—π ‡ª√’¬∫‡∑’¬∫√–À«à“ß°≈ÿà¡
‡¡≈“‚∑π‘π·≈–°≈ÿà¡§«∫§ÿ¡

√Ÿª∑’Ë 1 §à“‡©≈’Ë¬§–·ππ§ÿ≥¿“æ™’«‘µ¢ÕßºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’

∑—Èß 2 °≈ÿà¡„π·µà≈–¥â“π∑’Ë°àÕπ°“√√—°…“ À≈—ß°“√

√—°…“∑’Ë 1 ‡¥◊Õπ·≈– 2 ‡¥◊Õπ „πºŸâªÉ«¬∑’Ë‰¥â√—∫

°“√ª√–‡¡‘π§√∫ 3 §√—Èß (ª√—∫„Àâ§–·ππ‡ªìπ 100)
PWB = Physical Well-Being, SWB = Social Well-Being, EWB =

Emotional Well-Being, F≠WB = Functional Well-Being, FACT-G =

Functional Assessment Cancer Therapy - General, HepCS =

Hepatobiliary Cancer Subscale, TOI = Trial Outcome Index, FACT-

Hep = Functional Assessment Cancer Therapy - Hepatobiliary

* P<0.05 ‡¡◊ËÕ‡ª√’¬∫‡∑’¬∫§–·ππ§ÿ≥¿“æ™’«‘µ°àÕπ°“√√—°…“ ·≈–

À≈—ß°“√√—°…“ 1 ·≈– 2 ‡¥◊Õπ (Friedman test)

** P<0.01 ‡¡◊ËÕ‡ª√’¬∫‡∑’¬∫§–·ππ§ÿ≥¿“æ™’«‘µ°àÕπ°“√√—°…“ ·≈–

À≈—ß°“√√—°…“ 1 ·≈– 2 ‡¥◊Õπ (Friedman test)

*** §–·ππ§ÿ≥¿“æ™’«‘µ∑’Ë¡“°°«à“ · ¥ß∂÷ß§ÿ≥¿“æ™’«‘µ∑’Ë¥’°«à“

µ“√“ß∑’Ë 3  Õÿ∫—µ‘°“√≥å°“√‡°‘¥Õ“°“√‰¡àæ÷ßª√– ß§åÀ≈—ß√—∫°“√√—°…“ ∑’Ë 1 ·≈– 2 ‡¥◊Õπ„πºŸâªÉ«¬¡–‡√Áß∑àÕπÈ”¥’∑—Èß Õß°≈ÿà¡

°≈ÿà¡°“√√—°…“
Õ“°“√‰¡àæ÷ßª√– ß§å At 1 month At 2 month

Melatonin Control Melatonin Control
N = 12 N = 12 N = 9 N = 10

¿“«–‡∫◊ËÕÕ“À“√*
¿“«–‡Àπ◊ËÕ¬≈â“*
¿“«–‡¬◊ËÕ∫ÿ™àÕßª“°Õ—°‡ ∫*
¿“«–§≈◊Ëπ‰ â/Õ“‡®’¬π*
¿“«–πÈ”Àπ—°≈¥*
πÈ”Àπ—°≈¥¡“°°«à“ 5%†
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À¡“¬‡Àµÿ : * √“¬ß“πÕ“°“√‰¡àæ÷ßª√– ß§å„π Common Toxicity Criteria Adverse Event version 3 ¡“°°«à“À√◊Õ‡∑à“°—∫‡°√¥ 3
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°‘µµ‘°√√¡ª√–°“»

¢Õ¢Õ∫§ÿ≥  ”π—°ß“π°Õß∑ÿπ π—∫ πÿπ°“√«‘®—¬∑ÿπ«‘®—¬
¡À“∫—≥±‘µ  °«.  “¢“«‘∑¬“»“ µ√å·≈–‡∑§‚π‚≈¬’ ¿“¬„µâ
‚§√ß°“√ √â“ß°”≈—ß§π‡æ◊ËÕæ—≤π“Õÿµ “À°√√¡√–¥—∫ª√‘≠≠“‚∑
( °«.-  «.) ª√–®”ªï 2550 °≈ÿà¡«‘®—¬‡¡≈“‚∑π‘π ¡À“«‘∑¬“≈—¬
¢Õπ·°àπ ∫—≥±‘µ»÷°…“ ∑’Ë„Àâ°“√ π—∫ πÿπ∑ÿπ«‘®—¬ §≥–
‡¿ —™»“ µ√å ¡À“«‘∑¬“≈—¬¢Õπ·°àπ ·≈–ºŸâªÉ«¬·≈–‡®â“Àπâ“∑’Ë
‚√ßæ¬“∫“≈»√’π§√‘π∑√å·≈–‚√ßæ¬“∫“≈¢Õπ·°àπ∑’Ë„Àâ§«“¡
√à«¡¡◊Õ„π°“√»÷°…“
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