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Authorized indications 

Licensing status 

Essential therapeutic features NHS impact 

Substance:rimegepant 

 

Brand Name:Vydura 

 

Originator/licensee:Bioh

aven Pharmaceutical 

Ireland DAC. 

 

Classification: NCE 

 

ATC code: N02CD06 

 

Orphan Status: 

Eu: No 

Us: No 

 

Mechanism of action:  

Rimegepant is an 

analgesic which works as 

an antagonist ofCGRP [1]. 

Authorized Indication:  

EMA: Rimegepant is indicated 

for the: 

-Acute treatment of migraine 

with or without aura in adults; 

-Preventive treatment of 

episodic migraine in adults who 

have at least 4 migraine attacks 

per month [1]. 

FDA:Rimegepant is indicated 

for the: 

-Acute treatment of migraine 

with or without aura in adults; 

-Preventive treatment of 

episodic migraine in adults [2]. 
 

Route of administration:OS 
 

Licensing status 

EU CHMP P.O. date: 

24/02/2022 

EU M.A. date:25/04/2022 

FDA M.A. date: 27/02/2020 
 

EU Speed Approval 

Pathway:No 

FDA Speed Approval Pathway: 

Yes 
 

----- 

ABBREVIATIONS: 
AE: Adverse Event 

CGRP: Calcitonin Gene-Related Peptide 

DBT: Double-Blind Treatment 

H: hours  

MBS: Most Bothersome Symptom 

(phonophobia, photophobia, or nausea) 

MD(s): Migraine Day(s) 

NSAIDs: Non-Steroidal Anti-

InflammatoryDrugs 

ODT: Orodispersible Tablet 

OLE: Open-Label Extension 

Pts: patients 

SAE: Serious Adverse Event 

UTI: Urinary Tract Infections 

Summary of clinical EFFICACY: 

The efficacy data come from four phase 3 studies thatwere provided for the acute (single attack studies 301 

(n=1.084)/302 (n=1.072)/303 (n=1.351))and preventive treatment (study 305 (n=695)) of migraine underdouble-blind, 

randomized, placebo-controlled conditions. Pts were ≥18 years of age and had at least a 1-year history of migraine.Single 

attack studies were almost identical in design, apart from the study drug formulation (study 303 with ODT formulation, 

studies 301/302 with tablet formulation). They compared a single dose of rimegepant 75 mg to placebo (ratio 1:1) in the 

treatment of moderate or severe migraine. Study 305 was a phase 2/3 study that comparedrimegepant 75 mg to 

placebo in migraineprophylaxis. The primary objective of single-dose studies was the co-primary endpoints freedom 

from pain and from the MBS associated with migraine at 2h post-dose. Across the 3 studies, superiority over placebo 

could consistently be shown for both co-primary endpoints, but the overall effect size is modest (net risk difference over 

placebo for 2h pain freedom: 301: 4.91%, 302: 7.59%, 303: 10.37, net risk difference over placebo for 2h MBS freedom: 

301: 8.90%, 302: 12.38%, 303: 8.29%).The primary efficacy endpoint of study 305 was the change in the mean number of 

MDs per month in the last month (Weeks 9 to 12) of the DBT phase.Rimegepant demonstrated superiority to placebo on 

the primary endpoint. The difference between treatment groups was -0.8 days (-4.3 days for rimegepant and –3.5 days 

for placebo; p = 0.0099) [3]. 
 

Summary of clinical  SAFETY: 

Across the single-dose studies, AEs were reported in 10,8% of pts in the rimegepant group vs 8,6% pts in the placebo 

group. The most frequently reported AE was nausea (1,5% vs placebo), followed by UTI (0,8% vs 0,3%). In study 305, AEs 

were reported in 36% of pts in both groups;the most commonly reported AEs in the DBT phase reported more 

frequently in the rimegepant group than in the placebo group were nasopharyngitis (3,5% vs 2,4%), back pain (1,4% vs 

1,3%), influenza (0,8% vs 0,5%), UTI (2,4% vs 2,2%) and nausea (2,7% vs 0,8%).Across the single-dose studies,AEs related 

to study drug were 6,4% in the rimegepant group vs 4,8% in the placebo group. In study 305, AEs related to study drug 

were 10,8% vs 8,6%.A single SAE was reported in the rimegepant group in the single-dose studies, (0,1%, back pain), 

compared to two in the placebo group (0,1%; chest pain and UTI).During the DBT phase of study 305, SAEs were 

reported in 3 (0,8%) pts in the rimegepant group (gastroenteritis, malignant melanoma, suicide attempt) and 4 (1,1%) 

pts in the placebo group (appendicitis, pneumonia, pyelonephritis, overdose).In the same study, 2 deaths were reported 

during the OLE phase of the study(pts treated with rimegepant), both considered by the investigators as not related to 

study drug (septic shock and aortic aneurysm).Discontinuations of the study drug due to AEs were 3,0% in the DBT or 

OLE phase of study 305[3]. 

 

Ongoing studies: 

● For the same indication:NCT05207865, NCT05211154, NCT05217927, NCT05399485 

● For other indications:NCT04743141, NCT04649242 

Discontinued studies (for the same indication):No 
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Cost of therapy: 

The cost for RimegepantODT 75 

mg is around $978 for 8 tablets 

[4]. 

 

Epidemiology: 

The prevalence of migraine in 

Italy is estimated to be 20.000-

21.000 per 100.000 population 

[5]. 

----- 

POSSIBLE PLACE IN THERAPY 

Drugs available for the 

treatment of acute episodic 

migraine in adult pts are: 

NSAIDs, paracetamol and 

triptans. 

Drugs used as prophylactic 

treatment are: beta-blockers, 

calcium channel blockers, 

antidepressants, anti-

convulsants, anti-serotonergics, 

botulinum type A toxin and 

monoclonal antibodies against 

the calcitonin-gene-related 

protein or its receptor [6]. 

 

OTHER INDICATIONS IN 

DEVELOPMENT 

NCT05248997, NCT05262517, 

NCT04629950, NCT03941834. 

 

SAME INDICATION IN EARLIER 

LINE(S) OF TREATMENT:/ 

 

OTHER DRUGS IN 

DEVELOPMENT for the SAME 

INDICATION  

Atogepant, ubrogepant, 

eptinezumab, lasmiditan [7]. 
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6. Allegato A, Decreto n. 56 18 giugno 2020, Trattamento e Profilassi dell’Emicrania – Vademecum per il Medico di Medicina Generale, Veneto. 
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*Service reorganization: No 

*Possible off label use: No 

 


