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c. We would like to understand why a response of more than 30% is sufficient for oral 
preventives when a 50% improvement is required for CGRP antibodies in general. 30% 
response can be clinically significant for chronic migraine, but even for CM, if better 
alternatives like CGRP antibodies are available we would not consider a 30% response 
to an oral preventive to be a sufficient reason to deny a trial of a CGRP antibody. In 
practice, we see very significant responses to CGRP antibodies even in patients who 
have tried up to 10 preventives, often with side effects and long periods of lack of 
effectiveness.  
 

d. The requirement of providing both headache days and migraine days in authorization 
submissions has pros and cons from the clinician’s perspective. It requires more work 
from both patient and clinician, and in some patients the difference between a headache 
day and a migraine day is often unclear, especially in CM patients. On the good side, 
headache days are less disabling than migraine days and the evaluation of intensity is 
important for the evaluation of response. We recommend that intensity should be taken 
into account in the evaluation of response, in particular for CM patients.  

 
e. The 30% improvement + HIT6 is clinically sound, but some patients may see mostly an 

improvement in intensity and still not reach the 30% of frequency. Clinicians usually will 
defend such cases with precise clinical input regarding other parameters such as 
response to acute medications, impact on function, impact on mood and sleep etc. 
Some patients with CM are very severely affected, have tried many treatments and 
modest improvements are still very relevant to these people. This type of patient usually 
is not included in RCTs but is often seen in headache clinics.  

 
f. The duration of the initial authorization at 6 months is reasonable. Once a patient has 

responded to a CGRP MAB though, we recommend subsequent authorizations to be 
every 12 months at least. Evidence is now available to show that CGRP MABs are not 
disease modifying and when stopped the migraine attacks recur. Clinicians are already 
spending a considerable amount of time on forms and asking them to renew every 6 
months for a chronic condition is a poor use of medical expertise and time.  
Raffaelli B, , et al. Resumption of migraine preventive treatment with CGRP(-receptor) 
antibodies after a 3-month drug holiday: a real-world experience. J Headache Pain. 
2022;23(1):40. 

 
g. It is extremely important that CGRP antibodies can be prescribed by general 

practitioners. They should not be limited to specialists. Migraine is very prevalent, and 
the majority is treated in primary care. Waiting lists for headache specialists and even 
neurologists are very long. Imposing a neurology consultation to access CGRP 
antibodies would significantly restrict access to care with no medical justification.  
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h. The combination of Botox and CGRP antibodies is now frequently used by headache 

specialists. The CHS has issued a documented letter with references which we will 
provide. Pharmaceutical companies are not going to fund a combination trial. This 
should not preclude this useful and safe combination for severely affected patients.  

i. Evidence suggests that patients who do not respond to or do not tolerate a CGRP 
antibody have around 30% chance or responding another. It is very important to allow 
different CGRP antibodies to be tried for a given patient.  
Overeem LH, et al. Effect of antibody switch in non-responders to a CGRP receptor 
antibody treatment in migraine: A multi-center retrospective cohort study. Cephalalgia. 
2022;42(4-5):291-301. 

 
j.  

Therefore, the pharmacoeconomic analyses should be updated accordingly.  

a CADTH may contact this person if comments require clarification. 

  













	

• Reimbursement Criteria #2 - Implementation Criteria:

“Inadequate response to oral prophylactic therapies is defined as less than a 30% reduction 
in frequency of headache days to an adequate dose and duration of at least two prophylactic 
medications, which must be of a different class.”

Comment: There are many reasons why a person living with migraine may 
have failed a preventive that are outside the scope of a <30% reduction. Many 
people cannot tolerate the copious side effects involved with most oral daily 
preventives. Side effects can include extreme brain fog, numbness and 
tingling, or dizziness and fainting. We strongly urge you to allow a patient’s 
physician to determine what is deemed a “failure”.


• Reimbursement Criteria #5: Reibursement Condition

“The physician must provide proof of beneficial clinical effect when

 requesting continuation of reimbursement, defined as a reduction of at least 50% in 
the average number of migraine days per month…” 

Comment: it is widely accepted that success with a migraine preventive 
medication is  determined by assessing BOTH the frequency and the 
intensity of each migraine attack. For many people taking anti-CGRP 
medications, their frequency (MMDS) may remain consistent but the 
intensity of their attacks may be greatly diminished. A reduction in 
intensity can make a huge difference in the quality of life of the patient, 
and in their ability to work, take care of their families etc. We cannot 
exclude this cohort of patients who could benefit so greatly from Vyepti.


• Reimbursement Criteria #5 - Implementation Criteria

“Some jurisdictions may want to include a reduction of at least 30% in the number of 
headache days per month and an improvement of at least five points in the HIT-6 
score, compared with baseline, as an alternative criterion for renewal of 
reimbursement.”

Comment: While some jurisdictions CAN implement this more nuanced 
approach to determining success of a migraine preventive, in practice, 
only one province, Ontario, agreed to this criteria with other anti-CGRPs. 
We feel that Criteria #5 should simply state that a reduction of  30-50% 
reduction in frequency OR a 5 point reduction in the HIT-6 score will be 
accepted. This recognizes that vast array of patient responses in this very 
complicated disease.
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a CADTH may contact this person if comments require clarification.

Appendix 1. Conflict of Interest Declarations for Patient Groups

• To maintain the objectivity and credibility of the CADTH drug review programs, all participants in the 

drug review processes must disclose any real, potential, or perceived conflicts of interest. 

• This conflict of interest declaration is required for participation. Declarations made do not negate or 

preclude the use of the  feedback from patient groups and clinician groups. 

• CADTH may contact your group with further questions, as needed. 

• Please see the Procedures for CADTH Drug Reimbursement Reviews for further details.


Expert committee consideration of the stakeholder input

2. Does the recommendation demonstrate that the committee has 
considered the stakeholder input that your organization provided to 
CADTH?

Yes X

No ☐

If not, what aspects are missing from the draft recommendation?


Clarity of the draft recommendation

3. Are the reasons for the recommendation clearly stated?
Yes X

No ☐

If not, please provide details regarding the information that requires clarification.


4. Have the implementation issues been clearly articulated and adequately 
addressed in the recommendation?

Yes X

No ☐

If not, please provide details regarding the information that requires clarification.


5. If applicable, are the reimbursement conditions clearly stated and the 
rationale for the conditions provided in the recommendation?

Yes X

No ☐

If not, please provide details regarding the information that requires clarification.


A. Patient Group Information

Name Maya Carvalho

Position Founder, Canadian Migraine Society

Date 29/11/2022

X I hereby certify that I have the authority to disclose all relevant information with respect to any 
matter involving this patient group with a company, organization, or entity that may place this 
patient group in a real, potential, or perceived conflict of interest situation.
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B. Assistance with Providing Feedback

1. Did you receive help from outside your patient group to complete your feedback?
No X

Yes ☐

If yes, please detail the help and who provided it.


2. Did you receive help from outside your patient group to collect or analyze any 
information used in your feedback?

No X

Yes ☐

If yes, please detail the help and who provided it.


C. Previously Disclosed Conflict of Interest

1. Were conflict of interest declarations provided in patient group input that was 
submitted at the outset of the CADTH review and have those declarations remained 
unchanged? If no, please complete section D below.

No ☐

Yes X

D. New or Updated Conflict of Interest Declaration

3. List any companies or organizations that have provided your group with financial payment over the 
past two years AND who may have direct or indirect interest in the drug under review.

Company
Check Appropriate Dollar Range

$0 to 5,000 $5,001 to 
10,000

$10,001 to 
50,000

In Excess of 
$50,000

Lundbeck X ☐ ☐ ☐

Abbvie X ☐ ☐ ☐

Add or remove rows as required ☐ ☐ ☐ ☐
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7. While we agree an accurate diagnosis of migraine is important, due to the shortage of 
headache specialists and access to neurologists in general, prescriptions by primary 
care providers is essential. Due to the prevalence of the migraine, the majority of 
patients are treated by a primary care clinician. There are simply not enough headache 
specialists / neurologists in Canada to treat everyone who has a migraine diagnosis. 
Making this mandatory is not efficient or responsible use of healthcare resources 
(human and financial).  
  

8. While we agree there shouldn’t be a premium for eptinequmab over other CGRP’s, 
consideration should be given to dosing frequency and method (ie. injection vs infusion). 
There is obvious costs involved with infusion medications that other manufacturers don’t 
have.  We also don’t feel difference in price be a barrier in people receiving 
eptinequmab as an option. 

a CADTH may contact this person if comments require clarification. 

  












