
 
Fremanezumab áÅÐ galcanezumab...monoclonal antibody ª¹Ô´ãËÁèÊÓËÃÑºÃÑ¡ÉÒäÁà¡Ã¹

¢èÒÇ»ÃÐ¨ÓÊÑ»´ÒËì·⌫è 4 à´×Í¹ ¸Ñ¹ÇÒ¤Á ¾.È. 2561 â´Â Ë¹èÇÂ¤ÅÑ§¢éÍÁÙÅÂÒ ¤³ÐàÀÊÑªÈÒÊµÃì ÁËÒÇÔ·ÂÒÅÑÂÁËÔ´Å

 
¨Ò¡¡ÒÃ·ÃÒº¶⌦§º·ºÒ·¢Í§ calcitonin gene-related peptide (CGRP) ã¹âÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ (migraine)
·ÓãËéÁ⌫¡ÒÃ¾Ñ²¹ÒÂÒ·⌫è¢Ñ´¢ÇÒ§¡ÒÃÍÍ¡Ä·¸Ôì¢Í§ CGRP â´Âà©¾ÒÐÂÒª⌫ÇÇÑµ¶Øã¹¡ÅØèÁ monoclonal antibodies
«⌦è§Á⌫·Ñé§ª¹Ô´·⌫èÍÍ¡Ä·¸Ôì¨Ñºâ´ÂµÃ§¡Ñº CGRP áÅÐª¹Ô´·⌫èÍÍ¡Ä·¸Ôì¨Ñº¡ÑºµÑÇÃÑº¢Í§ CGRP (´Ù¢éÍÁÙÅà¾ÔèÁàµÔÁã¹àÃ×èÍ§ �Calcitonin
gene-related peptide (CGRP)...à»éÒËÁÒÂ¢Í§ÂÒÃÑ¡ÉÒäÁà¡Ã¹� ã¹ �¢èÒÇÂÒ� »ÃÐ¨ÓÊÑ»´ÒËì·⌫è 2 à´×Í¹ ¡Ã¡®Ò¤Á »⌫ 2561 ä´é·⌫è
http://www.pharmacy.mahidol.ac.th/dic/news_week_full.php?id=1467) ÂÒª¹Ô´áÃ¡ã¹¡ÅØèÁ¹⌫é (¡ÅØèÁ monoclonal antibodies
·⌫èµéÒ¹Ä·¸Ôì CGRP) ·⌫èÇÒ§¨ÓË¹èÒÂàÁ×èÍµé¹»⌫¹⌫é ä´éá¡è erenumab ÍÍ¡Ä·¸Ôì¨Ñº¡ÑºµÑÇÃÑº¢Í§ CGRP
Á⌫¢éÍºè§ãªéÊÓËÃÑº»éÍ§¡Ñ¹âÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ã¹¼ÙéãË­è (´Ù¢éÍÁÙÅà¾ÔèÁàµÔÁã¹àÃ×èÍ§ �Erenumab...monoclonal antibody
ÊÓËÃÑºÃÑ¡ÉÒäÁà¡Ã¹� ã¹ �¢èÒÇÂÒ� »ÃÐ¨ÓÊÑ»´ÒËì·⌫è 3 à´×Í¹ ¡Ã¡®Ò¤Á »⌫ 2561 ä´é·⌫è
http://www.pharmacy.mahidol.ac.th/dic/news_week_full.php?id=1468) ÊÓËÃÑºÂÒãËÁèã¹¡ÅØèÁ¹⌫é·⌫èÇÒ§¨ÓË¹èÒÂàÁ×èÍäÁè¹Ò¹ÁÒ¹⌫é
ä´éá¡è fremanezumab áÅÐ galcanezumab ÂÒ·Ñé§ÊÍ§ª¹Ô´¹⌫éÍÍ¡Ä·¸Ôì¨Ñº¨Óà¾ÒÐ¡Ñº CGRP (´ÙÃÙ»)
Á⌫¢éÍºè§ãªéÊÓËÃÑº»éÍ§¡Ñ¹âÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ã¹¼ÙéãË­èàªè¹à´⌫ÂÇ¡Ñ¹ ÊèÇ¹ eptinezumab ÍÍ¡Ä·¸Ôì¨Ñº¨Óà¾ÒÐ¡Ñº CGRP
àËÁ×Í¹ÂÒ·Ñé§ÊÍ§·⌫è¡ÅèÒÇÁÒ ´Ò´ÇèÒÍÒ¨ÇÒ§¨ÓË¹èÒÂã¹Í⌫¡äÁèªéÒ¹⌫éFremanezumab (ª×èÍÍ×è¹: fremanezumab-vfrm) à»ç¹ humanized
IgG2 monoclonal antibody ¼ÅÔµã¹ÃÙ»ÂÒ¹éÓ ºÃÃ¨Øã¹¡ÃÐºÍ¡©⌫´ÂÒ¾ÃéÍÁãªéÊÓËÃÑºãËé¤ÃÑé§à´⌫ÂÇ (single-dose prefilled syringe)
Á⌫µÑÇÂÒ 225 ÁÔÅÅÔ¡ÃÑÁ/1.5 ÁÔÅÅÔÅÔµÃ ãªé©⌫´à¢éÒãµé¼ÔÇË¹Ñ§ ¢¹Ò´·⌫èá¹Ð¹Ó ¤×Í 225 ÁÔÅÅÔ¡ÃÑÁ©⌫´à´×Í¹ÅÐ 1 ¤ÃÑé§ ËÃ×Í 675
ÁÔÅÅÔ¡ÃÑÁ (â´Â©⌫´¤ÃÑé§ÅÐ 225 ÁÔÅÅÔ¡ÃÑÁµèÍà¹×èÍ§¡Ñ¹ 3 ¤ÃÑé§) ©⌫´·Ø¡ 3 à´×Í¹
¡ÒÃ·⌫èÂÒ¹⌫éä´éÃÑºÍ¹ØÁÑµÔã¹¢éÍºè§ãªéÊÓËÃÑº»éÍ§¡Ñ¹âÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ã¹¼ÙéãË­è à¹×èÍ§¨Ò¡Á⌫¡ÒÃÈ⌦¡ÉÒ·Ò§¤ÅÔ¹Ô¡·⌫èÊ¹ÑºÊ¹Ø¹¨Ó¹Ç¹
2 ¡ÒÃÈ⌦¡ÉÒ à»ç¹ randomized, multi-center, placebo-controlled, double-blind trial ã¹¼ÙéãË­è È⌦¡ÉÒ¹Ò¹ 3 à´×Í¹
¡ÒÃÈ⌦¡ÉÒáÃ¡·Óã¹¼Ùé»èÇÂâÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ª¹Ô´à¡Ô´à»ç¹¤ÃÑé§¤ÃÒÇ (episodic migraine) Á⌫¼Ùé»èÇÂ 875 ¤¹
ÊèÇ¹Í⌫¡¡ÒÃÈ⌦¡ÉÒË¹⌦è§·Óã¹¼Ùé»èÇÂâÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ª¹Ô´àÃ×éÍÃÑ§ (chronic migraine) Á⌫¼Ùé»èÇÂ 1,130 ¤¹ »ÃÐàÁÔ¹¼Å primary
efficacy endpoint â´Â´Ù¡ÒÃÅ´Å§¢Í§¨Ó¹Ç¹ÇÑ¹·⌫èÁ⌫ÍÒ¡ÒÃ»Ç´È⌫ÃÉÐã¹ªèÇ§àÇÅÒ·⌫èÈ⌦¡ÉÒ ¼Å¡ÒÃÈ⌦¡ÉÒ¾ºÇèÒ¡ÅØèÁ·⌫èä´éÃÑº fremanezumab
äÁèÇèÒ¨ÐãËéÂÒáººã´ (©⌫´ÂÒ·Ø¡à´×Í¹ËÃ×Í©⌫´·Ø¡ 3 à´×Í¹ã¹¢¹Ò´´Ñ§¡ÅèÒÇäÇé¢éÒ§µé¹) ä´é¼Å´⌫¡ÇèÒÂÒËÅÍ¡ÍÂèÒ§Á⌫¹ÑÂÊÓ¤Ñ­·Ò§Ê¶ÔµÔ
äÁèÇèÒ¨Ðà»ç¹âÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ª¹Ô´à¡Ô´à»ç¹¤ÃÑé§¤ÃÒÇËÃ×Íª¹Ô´àÃ×éÍÃÑ§ ÊèÇ¹ÍÒ¡ÒÃäÁè¾⌦§»ÃÐÊ§¤ì·⌫èÍÒ¨¾º àªè¹
à¡Ô´»¯Ô¡ÔÃÔÂÒµÃ§µÓáË¹è§·⌫è©⌫´ Galcanezumab (ª×èÍÍ×è¹: galcanezumab-gnlm) à»ç¹ humanized IgG4 monoclonal antibody
¼ÅÔµã¹ÃÙ»ÂÒ¹éÓ ºÃÃ¨Øã¹ËÅÍ´ÂÒ©⌫´¾ÃéÍÁãªéÊÓËÃÑºãËé¤ÃÑé§à´⌫ÂÇ Á⌫·Ñé§áºº¡ÃÐºÍ¡©⌫´ÂÒ (single-dose prefilled syringe)
áÅÐáºº»Ò¡¡Ò (single-dose prefilled pen) Á⌫µÑÇÂÒ 120 ÁÔÅÅÔ¡ÃÑÁ/ÁÔÅÅÔÅÔµÃ ãªé©⌫´à¢éÒãµé¼ÔÇË¹Ñ§ ¢¹Ò´·⌫èá¹Ð¹Ó¨ÐàÃÔèÁ´éÇÂ 240
ÁÔÅÅÔ¡ÃÑÁ (â´Â©⌫´¤ÃÑé§ÅÐ 120 ÁÔÅÅÔ¡ÃÑÁµèÍà¹×èÍ§¡Ñ¹ 2 ¤ÃÑé§) ¨Ò¡¹Ñé¹©⌫´¢¹Ò´ 120 ÁÔÅÅÔ¡ÃÑÁà´×Í¹ÅÐ 1 ¤ÃÑé§
¡ÒÃ·⌫èÂÒ¹⌫éä´éÃÑºÍ¹ØÁÑµÔã¹¢éÍºè§ãªéÊÓËÃÑº»éÍ§¡Ñ¹âÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ã¹¼ÙéãË­è à¹×èÍ§¨Ò¡Á⌫¡ÒÃÈ⌦¡ÉÒ·Ò§¤ÅÔ¹Ô¡·⌫èÊ¹ÑºÊ¹Ø¹¨Ó¹Ç¹
3 ¡ÒÃÈ⌦¡ÉÒ à»ç¹ randomized, double-blind, placebo-controlled trial ã¹¼ÙéãË­è
â´ÂÈ⌦¡ÉÒã¹¼Ùé»èÇÂâÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ª¹Ô´à¡Ô´à»ç¹¤ÃÑé§¤ÃÒÇ¨Ó¹Ç¹ 2 ¡ÒÃÈ⌦¡ÉÒ ÃÇÁ 1,773 ¤¹ È⌦¡ÉÒ¹Ò¹ 6 à´×Í¹
ÊèÇ¹Í⌫¡¡ÒÃÈ⌦¡ÉÒË¹⌦è§·Óã¹¼Ùé»èÇÂâÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ª¹Ô´àÃ×éÍÃÑ§¨Ó¹Ç¹ 1,113 ¤¹ È⌦¡ÉÒ¹Ò¹ 3 à´×Í¹
¡ÒÃÈ⌦¡ÉÒàËÅèÒ¹⌫éáºè§¼Ùé»èÇÂà»ç¹ 3 ¡ÅØèÁ ¤×Í ¡ÅØèÁÂÒËÅÍ¡ ¡ÅØèÁ galcanezumab 240 ÁÔÅÅÔ¡ÃÑÁ áÅÐ¡ÅØèÁ galcanezumab 120
ÁÔÅÅÔ¡ÃÑÁ (¤ÃÑé§áÃ¡ãËé 240 ÁÔÅÅÔ¡ÃÑÁ)©⌫´ÂÒËÃ×ÍÂÒËÅÍ¡à´×Í¹ÅÐ 1 ¤ÃÑé§ »ÃÐàÁÔ¹¼Å primary efficacy endpoint
â´Â´Ù¡ÒÃÅ´Å§¢Í§¨Ó¹Ç¹ÇÑ¹·⌫èÁ⌫ÍÒ¡ÒÃ»Ç´È⌫ÃÉÐã¹ªèÇ§àÇÅÒ·⌫èÈ⌦¡ÉÒ ¼Å¡ÒÃÈ⌦¡ÉÒ¾ºÇèÒ¡ÅØèÁ·⌫èä´éÃÑº galcanezumab 120 ÁÔÅÅÔ¡ÃÑÁ
ãËé¼Å´⌫¡ÇèÒÂÒËÅÍ¡ÍÂèÒ§Á⌫¹ÑÂÊÓ¤Ñ­·Ò§Ê¶ÔµÔäÁèÇèÒ¨Ð»ç¹âÃ¤»Ç´È⌫ÃÉÐäÁà¡Ã¹ª¹Ô´à¡Ô´à»ç¹¤ÃÑé§¤ÃÒÇËÃ×Íª¹Ô´àÃ×éÍÃÑ§
áÅÐ¡ÅØèÁ·⌫èä´éÃÑºÂÒ 240 ÁÔÅÅÔ¡ÃÑÁäÁèä´éãËé¼Å´⌫¡ÇèÒ¡ÅØèÁ·⌫èä´éÃÑºÂÒ 120 ÁÔÅÅÔ¡ÃÑÁ ÊèÇ¹ÍÒ¡ÒÃäÁè¾⌦§»ÃÐÊ§¤ì·⌫èÍÒ¨¾º àªè¹
à¡Ô´»¯Ô¡ÔÃÔÂÒµÃ§µÓáË¹è§·⌫è©⌫´ ÍéÒ§ÍÔ§¨Ò¡1. Ajovy (fremanezumab). Highlights of prescribing information. Reference ID:
4319604, revised: 9/2018. https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761089s000lbl.pdf; (2) Emgality
(galcanezumab-gnlm). Highlights of prescribing information. Reference ID: 4326715, revised: 9/2018.
https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/761063s000lbl.pdf; (3) Edvinsson L, Haanes KA, Warfvinge K,
Krause DN. CGRP as the target of new migraine therapies - successful translation from bench to clinic. Nat Rev Neurol
2018;14:338-50; (4) Edvinsson L. CGRP antibodies as prophyla⌧is in migraine. Cell 2018;13:1719.
 
 
Reference:
-
 
Link:
-


