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Consideration of nonclinical evaluation of monoclonal antibodies targeting
calcitonin GENE-related peptide for preventing migraine
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Abstract: Migraine is a common neurologic disorder characterized by attacks consisting of unilateral, throbbing headache.
Calcitonin gene-related peptide (CGRP) has been shown to play causative role in induction of migraine attacks. Therefore, drugs
blocking CGRP for migraine have been developed. Currently, three mAbs for CGRP or CGRP canonical receptor (Aimovig®, Ajovy”
and Emgality®) have been approved by FDA. This article summarizes the nonclinical study of the three mAbs and analyzes the key

points of the nonclinical research of biotechnology-derived pharmaceuticals according to ICH S6(R1) guideline to provide

information for drug development in China.
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Table 1 Information of approved monoclonal antibodies targeting CGRP

2 4 PR &R B Pl W R A |
Aimovig" (Erenumab) A NJE1gG2 5 CGRP ZARLE A FF45PT  sc, 70 mg B H 191, 5K Amgen/Novartis 2018-05-17
CGRP Z kD) FHEIE 140 mg
Ajovy®(Fremanezumab)  AJR{b1gG2 5 CGRPECARS: &, FAWT  sc,225 mg 4 A 18 Teva 2018-09-14
H 5 CGRP %21k 45 & 675 mg &3 H 1k
Emgality”(Galcanezumab) A Jft.1gG4 5 CGRP B fALE A, BT sc, B 6147 77 & 240 mg; Eli Lilly 2018-09-27

H 5 CGRP Z k454

ZJatEH 120 mg
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