
US FDA approves Amgen’s first ever drug that 
prevents migraines on 17th May 2018

This product, the process of its manufacture, or its use, may be covered by one or more U.S. Patents, including U.S. 
Patent No. 9,102,731 and U.S. Patent No. 9,862,771

Source: http://pat.amgen.com/pdf/pat.amgen.com_Aimovig.pdf

http://pat.amgen.com/pdf/pat.amgen.com_Aimovig.pdf


About Aimovig (Erenumab) – 1/2

 The product is a part of a global 

neuroscience collaboration between Amgen 

and Novartis to develop and commercialize 

pioneering treatments in the field of migraine 

and Alzheimer's disease.

 Both companies hold                                   

co-comercialization rights in the US.

 Amgen retains exclusive commercialization 

rights in Japan

 Novartis has exclusive commercialization 

rights in Europe, Canada and ROW

About the BLA Holder Brief on Aimovig

 Self Administered Injection (Prefilled)

 Novel therapeutic product; the first and only 

FDA-approved treatment specifically 

developed to prevent migraine by blocking 

the calcitonin gene-related peptide receptor 

(CGRP-R), which is believed to play a critical 

role in migraine



About Aimovig (Erenumab) – 2/2

 Available strength: 70 mg/ ml

 Route of Administration: Subcutaneous

 Site of Administration: abdomen, thigh, 

or upper arm 

 Dosage Recommendation: 70 mg once 

monthly

 How Supplied: 2 different types of 

devices: a single-dose (1 time) prefilled 

auto-injector or a single-dose (1 time) 

prefilled syringe.

Product information Mechanism of action

 Calcitonin gene related peptide (CGRP) is a protein 

that plays an important role in the pathophysiology

of migraine.

 The binding of CGRP with its receptors produces 

migraine pain

 Aimovig (Erenumab) prevents migraine by blocking 

the CGRP receptor complex

Source: 
https://www.drugdevelopment-technology.com/projects/aimovig-erenumab-treatment-episodic-migraine/

http://pat.amgen.com/pdf/pat.amgen.com_Aimovig.pdf

https://www.drugdevelopment-technology.com/projects/aimovig-erenumab-treatment-episodic-migraine/
http://pat.amgen.com/pdf/pat.amgen.com_Aimovig.pdf


Migraine – Disease Burden

 Migraine is a neurological disorder characterized 

by the expansion of blood vessels in the brain due 

to the release of inflammatory substances from 

nerves, resulting in severe headache.

 Symptoms include but not limited to: nausea, 

vomiting, difficulty speaking, numbness or tingling, 

and sensitivity to light and sound.

What is Migraine Facts and Figures

Source: 
https://www.migrainetrust.org/about-migraine/migraine-what-is-it/facts-figures/
https://www.drugdevelopment-technology.com/projects/aimovig-erenumab-treatment-episodic-migraine/

 Estimated global prevalence of 14.7% 

(that’s around 1 in 7 people).

 Chronic migraine affects approximately 

~2% of the world population

 Affects three-times as many women as 

men, higher rate being most likely 

hormonally-driven

 ~3,000 migraine attacks occur every day 

for each million of the general population

 Often starts at puberty and most affects 

those aged between 35 and 45 years, but it 

can trouble much younger people 

including children

https://www.migrainetrust.org/about-migraine/migraine-what-is-it/facts-figures/
https://www.drugdevelopment-technology.com/projects/aimovig-erenumab-treatment-episodic-migraine/


Market Overview - Migraine

Current Treatment options Competitive landscape  for Aimovig

 Aimovig is first in class migraine preventive 

medicine

 Several Analytics say that Aimovig has 

blockbuster potential

Expected Competitors:

Approval in imminent

Approval may be dealyed

because of manufacturing 

problems at Teva

Urbogepant - expected to be the 

first oral CGRP drug, is farther 

behind, with a potential FDA 

filing next year.

Source: 
https://www.mayoclinic.org/diseases-conditions/migraine-headache/diagnosis-treatment/drc-20360207
https://www.fiercepharma.com/pharma/amgen-wins-blockbuster-nod-for-first-class-migraine-med-aimovig

Pain 

Relievers

Aspirin

Ibuprofen

Acetaminophen

Combination of 

acetaminophen, 

aspirin and 

caffeine

Triptans

Sumatriptan

Rizatriptan

Almotriptan

Naratriptan

Zolmitriptan

Frovatriptan

Eletriptan

Currently 

most 

effective 

option to 

treat 

migraine

https://www.mayoclinic.org/diseases-conditions/migraine-headache/diagnosis-treatment/drc-20360207


For Any Feedback or Suggestions mail at: info@pharmastate.com



Disclaimer

The information in this presentation was compiled from sources believed to be reliable 
for informational purposes only. We do not guarantee the accuracy of this information or 
any results and further assume no liability in connection with this publication, including 
any information, methods or safety suggestions contained herein. Moreover, this 
presentation cannot be assumed to contain every acceptable safety and compliance 
procedure or that additional procedures might not be appropriate under the 
circumstances. PharmaState or its any affiliate has no liability to the content presented in 
the slide deck. Also the users are advised to confirm the accuracy of information from the 
valid & reliable sites & are advised not to take the information of this slide as final.


