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FDA approves Lundbeck's Vyepti, the first CGRP inhibitor for migraine delivered IV
With little difference in efficacy or price, the CGRP competition will boil down to delivery, frequency 
and access

By Hongjiang Li, Staff Writer | Feb 22, 2020 2:38 AM CET 
FDA's approval of Vyepti eptinezumab from Lundbeck is the first for an IV-delivered CGRP inhibitor for migraine 
prevention, but the therapy will face competition from established subcutaneous drugs in its class.

The company gained Vyepti in October through its $1.95 billion takeout of migraine company Alder

BioPharmaceuticals Inc., now known as Lundbeck Seattle BioPharmaceuticals Inc. (see "Lundbeck Enters 

Migraine Race").
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failure rate?

Ffff

Biomarker
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Exploratory phase 

Go / no go decision

Fail early / fail cheap
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Cambridge dictionary:

1. … a call to someone to participate in a competitive situation or 
fight to decide who is superior in terms of ability or strength.

2. … a call to prove or justify something.

3. (Medicine) the administration of an immunogenic or infectious 
agent to an animal or person, in order to study the resulting 
immune response or measure the efficacy of a vaccine.
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A human challenge study, also called a challenge trial or controlled human infection model 

(CHIM), is a type of clinical trial involving the intentional exposure of the trial participant to the

condition tested…

Boosted by the SARS-CoV-2 pandemic in order to test:

- pathophysiology of the infection

- vaccines

- monoclonal antibodies

- antiviral treatments

- …
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17 February 2021: The U.K. approved the world’s first COVID-19 human challenge trial…

It will deliberately infect people to find out how much coronavirus it takes to sicken someone

• Researchers call on healthy young people to volunteer for the study, which will play a key role 

in developing effective Covid-19 vaccines and treatments.

• Up to 90 volunteers aged 18 - 30 years will be exposed to Covid-19 in a safe and controlled 

environment to increase understanding of how the virus affects people.
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Infectious agents

✓ Virusses:

✓ Influenza 

✓ Rhinovirus

✓ RSV

✓ SARS-CoV-2
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Infectious agents

✓ Virusses:

✓ Influenza 

✓ Rhinovirus

✓ RSV

✓ SARS-CoV-2

✓ Bacteria:

✓ Shigella species

✓ Clostridium difficile

✓ TBC
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Infectious agents

✓ Virusses:

✓ Influenza 

✓ Rhinovirus

✓ RSV

✓ SARS-CoV-2

✓ Bacteria:

✓ Shigella species

✓ Clostridium difficile

✓ TBC

✓ Parasites:

✓ Malaria (Plasmodium falciparum)

✓ Hookworm (Necator americanus)
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RISK

BENEFIT

Ethical concerns

Risks related to

✓ the “IMP” being tested

✓ the infectious agent involved

Considered acceptable

✓ scientifically sound and well designed

✓ ethically valid, well-informed consent

✓ voluntarily and free participation

✓ rigorously conducted under well-controlled circumstances (GLP)

Guidance document WHO May 2020: criteria for conducting challenge trials.
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Annu Rev Pharmacol Toxicol 2008; 48: 631-51

Biomarker:

An objectively measured characteristic as an indicator of: normal process, a 
pathological process, a pharmacological response to a (therapeutic) intervention
or … a physiological response to a (non-therapeutic) intervention.

Challenge agent:

Substance inducing a (patho)physiological response to assess the 
pharmacological action of an IMP.
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Challenge agent Activity Route of 

administration

allergens allergic reaction skin prick / inhalation

acetylcholine M-receptor agonist inhalation / IA

histamine H1- H2 agonist skin prick / IA

isoprenaline β-receptor agonist IV

substance P NK-receptor agonist skin prick / IV / IA

serotonin 5-HT agonist IV / IA

P450 probes CYP450 phenotypes oral

(Based on ABPI Guideline for phase 1 clinical trials, edition 2012)

Challenge studies: what’s in a name?
Challenge studies beyond infectious agents



University Hospitals Leuven

Campus Gasthuisberg

Leuven, Belgium

Challenge studies

Use a non-IMP
to show the IMP
hits the target

24 May 2023


	Slide 1: General introduction:  challenge studies, what’s in a name?   24 May 2023
	Slide 2
	Slide 3
	Slide 4
	Slide 5: Challenge studies: what’s in a name?  The background
	Slide 6: Challenge studies: what’s in a name?  What is a challenge?
	Slide 7: Challenge studies: what’s in a name?  What is a challenge study?
	Slide 8: Challenge studies: what’s in a name?  What is a challenge study?
	Slide 9: Challenge studies: what’s in a name?  Controlled Human Infection Model Studies: CHIM studies
	Slide 10: Challenge studies: what’s in a name?  Controlled Human Infection Model Studies: CHIM studies
	Slide 11: Challenge studies: what’s in a name?  Controlled Human Infection Model Studies: CHIM studies
	Slide 12: Challenge studies: what’s in a name?  Controlled Human Infection Model Studies: CHIM studies
	Slide 13: Challenge studies: what’s in a name?  Controlled Human Infection Model Studies: CHIM studies
	Slide 14: Challenge studies: what’s in a name?  Controlled Human Infection Model Studies: CHIM studies
	Slide 15: Challenge studies: what’s in a name?  Challenge studies beyond infectious agents
	Slide 16: Challenge studies: what’s in a name?  Challenge studies beyond infectious agents
	Slide 17: Challenge studies  Use a non-IMP to show the IMP hits the target   24 May 2023

