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Consent Form  

Principal Investigator/Study Doctor: Dr. Donald Cockcroft, MD, FRCPC 

Professor, University of Saskatchewan, Division of Respirology, Critical Care and Sleep 
Medicine 

306-844-1446 

24-Hour (7 days per week) Study Contact Number: 306-229-8709 text, telephone or email 
beth.davis@usask.ca; Sub-Investigator Dr. Beth Davis, PhD. 

Research Ethics Board:  University of Saskatchewan Biomedical Research Ethics Board 306-
966-4053 

 

Study Title: A Phase 1b, Double-blind, Placebo-controlled, Parallel-group Study to 
Evaluate Safety and Efficacy of Oral Zavegepant in Subjects With Mild 
Allergic Asthma 

Protocol Number:  BHV-3500-204 

Sponsor:  Biohaven Pharmaceuticals Holding Company Limited 

 

Introduction 

You are invited to take part in a research study because you are at least 18 years of age but not 
older than 65 years of age and you have mild allergic asthma. Your participation is voluntary and 
requires your written consent. You are free to withdraw from the study at any time.  You are not 
required to provide a reason for withdrawing from the study although providing your reason for 
withdrawal would be valuable information.  If you decide not to take part in this study, your current 
medical care, academic standing and/or employment status will not be affected. 

This study involves research. Participating in a research study is not the same as getting regular 
medical care. The purpose of a research study is to collect information about a medical treatment; 
the purpose of regular medical care is to improve your health. Being in this study does not replace 
your regular medical care, but you may have additional evaluations or changes in your treatments 
during the study. 

Before agreeing to participate in this study, it is important that you read and understand this form. 
It describes the purpose, procedures, benefits, risks, discomforts and precautions of the study. It 
also describes the alternative procedures that are available to you and your right to withdraw from 
the study at any time. Please read this information carefully and ask the study doctor or study staff 
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for an explanation if you have any questions. You may take home an unsigned copy of this consent 
form to think about it or to discuss it with your partner, family, or friends before deciding whether 
or not to take part in the study. 

If you choose to participate in this study, you will be asked to sign this consent document. You 
will receive a signed copy of this form for your records. 

Who is conducting the study? 

Biohaven Pharmaceuticals, Inc. (Biohaven) is sponsoring this study, and it will take place in 
approximately 6 centers in Canada with about 24 people with mild allergic asthma participating.  
The University of Saskatchewan and Dr. Cockcroft will receive funding from the study Sponsor 
to conduct this research study.  Dr. Cockcroft will not receive personal financial benefit for 
conducting this study.  

Why is this study being done? 

Biohaven has begun a study of an investigational drug (also known as the “study drug”) called 
zavegepant as a possible treatment for mild allergic asthma. An investigational drug is one that has 
not been approved by regulatory agencies such as Health Canada, or others but is approved for use 
in a clinical trial. Health Canada has issued a No Objection Letter to the Sponsor, authorizing the 
research study to be conducted in Canada.  

Zavegepant is a type of drug that can block part of the immune system that controls allergic 
reactions, it may potentially lower the allergic sensitivity in people with asthma. It is thought to 
relieve asthma symptoms by blocking or reversing inflammation in airways. 

The main purpose of this study is to learn how well the study drug works and how safe the study 
drug is compared with placebo. A placebo is an inactive material that looks like the study drug but 
does not contain any active medication.  

How long will my participation in this study last? 

You will be in this study for approximately 13 weeks, and you will need to come to the study 
center at least 9 times over the course of the 13 weeks. 

What will happen during this study?  

The study is divided into 2 parts: a screening period (including a washout period), and a dosing or 
treatment period.  A follow-up visit (7-14 days after the dosing period is complete) will also be 
required. During the screening and treatment periods, you will have at least 4 visits at the study 
center.  Visits 1 through 4 occur during screening and Visits 2, 3 and 4 must occur on consecutive 
days.  The initial screening visit will last about 3 hours, Visits 2 and 4 will require about 2 hours 
of your time and Visit 3 will require you to be at the study site for about 9 hours.  The treatment 
period consists of visits 5 through 8.  Visits 6, 7 and 8 must occur on three consecutive days.  Visit 
5 will take about 2.5 hours, Visits 6 and 8 about 2 hours each and Visit 7 about 9 hours.  The follow 
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up period (Visit 9) consists of a single visit which occurs approximately 1 week after Visit 8 and 
will require about 1.5 hours of your time. 

The research site is located in Room 346 Ellis Hall and is under the jurisdiction of the Saskatoon 
Health Authority.  We are taking all safety precautions to reduce the risk of spread of COVID-19 
and expect that you will follow public health directives as well. 

We will be collecting personal contact information that we must retain in order to follow up with 
you and/or conduct contact tracing if you may have been exposed to COVID-19 in coming to the 
research site. 

Contact information will be kept separate from data collected through the research study to allow 
for de-identification of the research data. 

If you feel that you are from a vulnerable group with respect to COVID-19 effects (e.g., senior, 
over the age of 60 years, immuno-compromised), please discuss your participation with the 
research team before consenting. You are under no obligation to participate and nothing bad will 
happen if you change your mind about participating in the research. 

Screening period (four visits; Visit 1, Visit 2, Visit 3 and Visit 4): The purpose of the screening 
period is to determine whether or not you meet the requirements to take part in this study. During 
this period, you will go through a variety of tests including allergy skin tests, breathing/lung 
function tests (spirometry) and inhalation challenge tests (methacholine challenge and allergen 
challenge) to confirm you have allergic asthma and to assess your general health (blood/urine tests, 
heart function assessment, measurement of vital signs etc.). Details about these tests are explained 
below.  A schedule of what test will be performed when is set out in Table 1: Schedule of 
Assessments. 

Washout period: After the screening period, your eligibility to participate will be determined.  If 
you meet the study eligibility criteria there will be a washout period of 2-4 weeks prior to entering 
the treatment period.  The purpose of the washout is to allow you to recover from the allergen 
inhalation challenge performed at Visit 3 (i.e. recover from allergen exposure).  You are not 
required to visit the study site during the washout period unless medically necessary. 

If you do not meet study entry requirements during the screening period, study staff will explain 
why and discuss how to proceed.   

Dosing/Treatment period (four visits; Visit 5, Visit 6, Visit 7, Visit 8): After the washout period, 
you will enter the treatment period.  The purpose of the dosing period is to administer the treatment 
and to collect data on how the treatment affects your airway responses to allergen exposure and to 
determine how your body deals with the treatment and whether or not it is safe.  There are a variety 
of tests that will be performed during the treatment period.  The tests are described below and 
Table 1 shows what tests are performed at each visit.    
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Follow-up period (one visit; Visit 9) 

Seven days after Visit 8 you will be required to return to the study center for a follow-up visit (V9).  
The purpose of the visit is to assess your overall health and well-being following completion of 
the treatment period.  During this visit you will undergo a physical exam, have blood drawn for 
routine lab tests, undergo an electrocardiogram (ECG) to assess how your heart is functioning, and 
be asked about any medications you have taken or any health concerns you have. 

What tests will be done and what do the tests involve? 

Over the course of the study you will be required to undergo various tests/procedures, provide 
specific information about your health or answer questions as described below.  Not all tests are 
required at all visits.  The tests that are required at a particular visit are shown in Table 1. 

• Physical and neurological examination: Includes checking your head, eyes, ears, nose, 
throat, heart, lungs, abdomen, skin, lymph nodes, and neurological and musculoskeletal 
systems. Your height and weight will also be measured.  

• Demographics and medical history: Includes personal information, such as date of birth, 
sex, race, and ethnicity. You will also be asked some questions about your health and mild 
allergic asthma, including questions about alcohol consumption, smoking history, and 
history of use of drugs such as opiates and marijuana.  

• Vital signs: Includes breathing rate, heart rate, blood pressure, and body temperature after 
you have been at rest (seated) for at least 10 minutes.  

• Electrocardiogram (ECG): A technician will place patches on your chest that will be 
connected by wires to a machine. The machine will record the electrical activity of your 
heart. 

• You will be given a series of tests (3-day Allergen Triad) to check your asthma and to see 
how your breathing changes when you are exposed to an allergen and other triggers such 
as methacholine, which is a substance that may or may not cause difficulty breathing. 

o Skin Testing: You will have a skin prick test to see whether or not you have allergies 
to common allergens, such as cats, dust mites, grass, or pollens. You will then be 
given another allergy skin test with the allergen that you are most allergic to; this 
is a test to find out what dose of the allergen will be used at visits when an allergen 
challenge is performed. 

o Spirometry: Lung function tests are breathing tests that measure the amount of air 
you have in your lungs and how well you can move that air by forcefully blowing 
into a spirometer (a lung function machine). This test will help the study doctor 
understand how severe your asthma is. 

o Methacholine challenge: This test consists of performing spirometry (breathing 
test) after administering increasing doses of a drug called methacholine that is 
vaporized into the air you breathe to cause narrowing of your airways. During this 
procedure, you could experience discomfort, cough, chest tightness, wheezing, and 
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difficulty breathing. After the procedure, you will be given an inhaler containing a 
medication that will help relax your airways and allow normal breathing. 

o Sputum induction: Provide a sample of lung secretions called sputum by breathing 
in salt water mist through a device. The salt water mist will rinse your lungs and 
allow for the collection of lung secretions through coughing. This procedure will 
be performed at 3 different salt water mist concentrations. These samples will be 
used to determine the levels of different inflammatory cells present in your lung 
secretions. 

o Allergen challenge: You will have to breathe in a very small amount of allergen 
(e.g. cat) identified by skin testing. Your lung function will be evaluated regularly 
by spirometry. A physician will be on site for your safety. 

• Sheehan – Suicidality Tracking Scale: You will be asked if you are having thoughts or 
feelings about hurting yourself or about committing suicide. 

• Laboratory tests: Blood and urine samples will be collected. 
o You will be asked to give a urine sample to check that you are healthy and that you 

may safely take part in the study (up to 120 mL, or about 8 tablespoons, at scheduled 
visits).  

§ If you are a woman who is able to have children, a urine sample will be 
collected before the administration of study drug and after the last dose of 
the study drug to make sure you are not pregnant.  

§ Samples for drug testing, such as opiates and marijuana, will be collected. 
o You will have blood taken during the study. The blood will be taken from a vein in 

your arm and used for the following:  

§ Approximately 12 mL (a little less than 1 tablespoon at each scheduled visit) 
for various blood tests to evaluate the cells, chemicals in your blood, and 
the study drug’s effects (if any) in your body  

§ If you are a woman who is able to have children, a sample of blood will be 
collected at screening to make sure you are not pregnant.  

§ Pharmacokinetics (PK): the blood sample is used to test how your body 
processes the study drug. On Days 26, 27, and 28 (Visit 6, 7 and 8) of the 
treatment period you will have 1 blood sample taken before taking the study 
drug, and, on Day 27 (Visit 7), also 1 blood sample taken 1 and 3 hours after 
taking the study drug. About 3 mL (a little more than a half of teaspoon) of 
blood will be collected at each timepoint. 
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Table 1. Schedule of Assessments (additional visits may be required for safety purposes) 

 SCREENING 2-4 Week  
Washout 

From 
Screening 

TREATMENT Follow 
up 

Visit 1 2 3 4 5 6 7 8 9 

3-Day Allergen 
Triad 

3-Day Allergen Triad 

Study Day 
 -29 to -16 -15 -14 -13  1 26 27  28 35-41 

Sign consent form; 
demographics, questions 
about medical and 
medication history; urine 
drug test; allergy skin 
prick test 

X          

Questions about if you 
can take part in the study  X X X   X     

Vital signs X     X X X X  
Physical examination, 
body mass index X         X 

Test to see how your 
asthma is progressing 
(spirometry) 

X X X X  X X X X  

Blood sample collection X     X   X X 
Electrocardiogram X         X 
Pregnancy test for 
women of childbearing 
age 

X 
(Blood) 

    X 
(Urine) 

  X 
(Urine)  

Methacholine challenge  X  X  X X  X  
Sputum induction   X X X  X X X X  
Questions about how 
you are feeling after 
testing or study drug 

 X X X  X X X X  
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 SCREENING 2-4 Week  
Washout 

From 
Screening 

TREATMENT Follow 
up 

Visit 1 2 3 4 5 6 7 8 9 

3-Day Allergen 
Triad 

3-Day Allergen Triad 

Study Day 
 -29 to -16 -15 -14 -13  1 26 27  28 35-41 

Allergen skin titration 
test (performed once at 
either Visit 1 or Visit 2) 

X X         

Allergen inhalation 
challenge   X     X   

Randomization      X     
Take study drug       X X X X  
Record date and time of 
meals and study drug in 
diary 
 
 
 

     X X X X  

Blood sample to measure 
the amount of study drug 
in your body (PK) 

      
X 

(One 
timepoint) 

X 
Three 

timepoints) 

X 
(One 
timepoint 

 

Questions about other 
medication that you are 
taking 

X X X X  X X X X X 

Sheehan – Suicidality 
Tracking Scale (takes 
about 10 minutes) 

X     X   X  

Approximate length of 
visit 3 hrs 2.5 

hrs 9 hrs 2 hrs  2.5 hrs 2 hrs 9 hrs 2 hrs 1.5 hrs 
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What are the study treatments and how do I take them?: 

If, at Visit 5 (after completing visits 1 to 4),  the study doctor determines that you meet all of the 
requirements to be in the study, you will be randomly assigned to receive one of the following 
treatments:   

• Zavegepant 150 mg (six 25mg capsules) 
• Placebo (identical appearing capsules with no active medicinal component) 

You will have a 50% (1 in 2) chance of receiving zavegepant and a 50% (1 in 2) chance of receiving 
placebo. You will not be told which treatment you are receiving. The study doctor and any other 
people involved in the study will not know whether you are receiving zavegepant or placebo. 
However, this information will be given to the study doctor if it becomes necessary for your safety. 

The treatment is in the form of a capsule, to be taken orally (swallowed), twice a day (morning 
and evening), for 28 days.  Each capsule is 25mg and you must take 6 capsules (150mg total dose) 
in the morning and six capsules again in the evening.  The time you take the treatment should be 
consistent.  You should not eat or drink anything other than water for 1 hour after taking the study 
drug.  The study treatment should be taken on an empty stomach.  This can be achieved by taking 
the morning dose shortly after waking up and the evening dose at least 4 hours after eating.  The 
treatment will be provided to you.  Any unused treatment as well as empty blister packs must be 
returned to the study center.  The study doctor or study staff will discuss this information with you.   

What responsibilities do I have as a study participant? 

During the study, you will have the following responsibilities:  

• Tell your study doctor if you have any allergies, including drug allergies. If you are unsure, 
ask your family/personal doctor. 

• Attend all scheduled visits. 
• Take the study drug as directed and adhere to the pre- and post-dose fasting instructions. 
• Return any unused study drug and containers as instructed by the study staff. 
• Follow the study doctor’s instructions about whether or not you may continue to take your 

regular prescribed medications or over-the-counter medicines during the study period. 
• Tell the study doctor of any changes to your current medications, illnesses or injuries, 

unexpected or troublesome side effects, or problems that occur during the study. 
• Tell the study doctor if you plan to have an elective surgery or any other medical treatment 

or procedure. 
• You should continue to make regular visits to your family/personal doctor or any other 

special doctors you were seeing before starting the study because being in the study does 
not replace regular medical care. 

• Make sure that the study drug is kept out of the reach of children and people who have a 
limited capacity to read or understand. You are the only person who should take the study 
drug. 
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• Contact the study doctor if you find you have any questions about the study after you sign 
this form. 

What are the risks and possible discomforts associated with study treatment? 

Zavegepant: 

Participation in a clinical research study may involve some level of risk and side effects may occur. 
The information below is a summary of what is known so far about the use of zavegepant in 
animals and humans. Please be aware that the side effects mentioned below may not occur or could 
occur more or less often than indicated. Unknown or unanticipated side effects may also occur. 
The side effects listed below are expected to be temporary and are expected to disappear by the 
end of the study. 

Animal Studies:  
Safety findings from animal studies with zavegepant are summarized below. Animal studies have 
been performed to try to predict what type of side effects might occur in humans. However, animal 
studies do not always predict human response to drugs. After 7 days or 28 days of repeated daily 
intranasal administration (administered through the nose) of zavegepant to rats at doses higher 
than the doses that will be given in this study, a number of side effects were observed.   

The main side effects observed in animals were: 
• Inflammation of the mucous membrane of the nasal septum (membrane that separates the 

left and right airways in the nose)  
• Fluid in the nasal cavity or in the tear duct  
• Degeneration or death of the tissue inside the nasal cavity that is involved in smell  
• Irritation of the respiratory tissue inside the nose  
• Sneezing  

 
Recent Human Studies: 

In the most recently completed human study, approximately 1,100 study participants received a 
single dose of zavegepant through the nose at the 5 mg, 10 mg, or 20 mg dose level. In this study, 
approximately 350 of those 1,100 study participants received zavegepant 10 mg. In the 10 mg 
treatment group, the most frequently reported adverse events (side effects) were:   

• Temporary change in taste/bad taste – 13.5%  
• Nausea – 4.1% 
• Nasal discomfort – 1.3%  
• Throat irritation – 1.0% 
• Nasal congestion– 0.3%  
• Urinary tract infection – 1.0%   

 

In a single study with 54 healthy volunteers, (36 received 40mg intranasal zavegepant and 18 
received matching placebo), the most common adverse events were:  
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• Change in taste/bad taste – 3.7% who received zavegepant  
• Headache – 3.7% who received zavegepant 
• Dizziness –  5.6% who received placebo and 1.9% who received zavegepant  
• Back pain  - 5.6% who received placebo and 1.9% who received zavegepant   

 
In a multiple dose study, 56 healthy volunteers received doses of zavegepant ranging from 5 mg 
to 20 mg through the nose; 27 subjects were given one spray daily for 14 days, 9 were given two 
sprays daily for 8 days, and 20 were given two sprays once on the same day. All doses were well 
tolerated. In this study one subject was taken out of the study due to a cold sore on the mouth, 
which was mild in severity, but considered remotely related to the study drug.  
 
The most commonly reported side effects were: 

• Temporary change in sense of taste - 66% 
• Throat irritation  – 20% 
• Sneezing, discomfort in the nose, nosebleeds – 11% 
• Congestion in the nose – 9% 
• Increased tear production in the eyes – 7% 

 
Most side effects (adverse events) were mild in severity and temporary. Other less common side 
effects in humans have been reported. The study doctor or staff can discuss these with you.  Any 
side effect, rare or not, may worsen and be life-threatening. 

Oral or sublingual (under the tongue) administration of zavegepant to dogs (at the same dose 
that you will receive in this study) for 14 consecutive days was well tolerated with no clinically 
significant effects.  The animal safety studies with zavegepant support the safety for the human 
studies. 
 
There may be risks that are unknown or unanticipated at this time with the use of oral zavegepant. 
 
Placebo: 

A placebo treatment does not contain any active ingredients.  Side effects from taking placebo are 
not expected. 

What are the risks associated with study procedures? 

• Blood samples: Taking blood from your arm may cause faintness and/or swelling, pain, 
redness, bruising, bleeding, or infection (infection rarely happens) at the site where the 
needle is inserted. 

• ECG: Skin irritation is rare but could occur from the electrode patches. 
• Sputum induction: Breathing in salt water mist during the induced sputum test may cause 

cough, narrowing of the airways and wheezing (i.e. bronchoconstriction).  A 
bronchodilator such as Ventolin® may be administered to treat the discomfort.  Study staff 
will stop the procedure if your symptoms become bothersome or unsafe. 
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• Allergy skin tests: There will be 2 allergy skin tests performed, a skin prick test and an 
allergen skin titration test. Allergy skin tests are slightly uncomfortable, but are usually 
well tolerated. Local itchiness and swelling may occur but normally subside quickly. Rare, 
more prolonged or severe swelling may be treated with an oral antihistamine, topical 
corticosteroid cream, and an ice pack. Severe allergic reactions from allergy testing in 
asthma are very rare.    

• Methacholine inhalation test and allergen inhalation challenge: These tests may be 
associated with shortness of breath, cough, chest tightness, wheezing, chest soreness, or 
headache. Many patients do not have any symptoms at all. Symptoms are usually well 
tolerated and resolve after the inhalation of a bronchodilator medication (e.g. Ventolin®), 
which will be provided to you. The test is carried out in such a way that the danger of a 
severe asthmatic reaction is minimized; however, there is still a very small possibility of 
severe narrowing of your airways. If this occurs, you will be immediately treated.  
 

• Spirometry: Performing breathing tests may be associated with cough, chest soreness or 
shortness of breath, or feeling light-headed.  

Risk of severe allergic reaction (anaphylaxis): 

With any medication, and with allergen inhalation challenge, there is a small but real risk of 
allergic reactions that can be life-threatening or fatal.  With medications, these reactions usually 
start shortly after taking the drug. Some symptoms of allergic reactions are: 

• Skin itching, redness, rash 
• Difficulty breathing 
• Dizziness and fainting 

• Swelling around the mouth, throat or eyes 
• A fast heartrate 
• Sweating  

If you think you are having an allergic reaction after taking the study treatment, you must 
get emergency medical care immediately and then as soon as possible contact study staff. 

If anaphylaxis occurs during the allergen inhalation challenge the study doctor will provide 
immediate care. 

What about birth control, pregnancy, and breast feeding? 

Taking the study drug may involve unknown risks to a pregnant woman, an embryo, fetus (unborn 
baby) or nursing infant. Therefore, if you are pregnant, planning to become pregnant, planning to 
father a child, or are breastfeeding a child, you are not eligible to participate in this study. You are 
required to try to avoid becoming pregnant or try to avoid fathering a child while you are 
participating in this study. 

Except for abstinence, no one method of contraception is 100% effective. If you think you may 
have become pregnant or fathered a child even though you used correct contraception while in the 
study, you should contact the study doctor or the study staff immediately. 

If you are a female of child bearing potential (able to become pregnant): 
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Before entering the study, a pregnancy test will be done for all women who are able to become 
pregnant. This test might not detect an early pregnancy. Pregnancy tests will be repeated during 
the study. 
To reduce the risk of pregnancy, you must use an effective method of birth control while you are 
participating in this study and for 90 days after the last dose of zavegepant (study drug). If you are 
already using birth control, the study doctor or study staff will discuss with you whether your 
current methods are acceptable for use during this study.  If you are abstinent, or are in a same sex 
relationship, the study doctor will require you to use acceptable methods of birth control if you 
become heterosexually active during the course of the study. 

At this time, it is not possible to determine the efficacy of oral contraceptives as an effective 
method of contraception for women of childbearing potential who are participating in this study. 
Oral estrogen and progestin hormonal contraceptives as a sole method of contraception are 
therefore prohibited. It is required that all women of childbearing potential and their partner must 
use two methods of contraception for the duration of the study (for example, from the screening 
visit to 90 days after the last dose of study drug). The two methods for women of childbearing 
potential should include: 

• one barrier method [for example, diaphragm with spermicidal gel, condom with 
spermicidal gel, cervical caps with spermicidal gel or non-hormonal intrauterine devices 
(IUD) placed for at least four weeks before sexual intercourse]; 

AND 

• one additional method. The other method could include hormonal oral contraceptives (for 
example, oral contraceptives, injectable contraceptives, patch, contraceptive implant 
(hormonal IUD)), or second barrier method as listed above. 

If, during this study, you think that you have become or are pregnant despite using proper birth 
control methods, you should stop taking the study drug and call study staff immediately. You may 
be asked for additional information on the outcome of your pregnancy and your willingness to 
share information about your pregnancy can be indicated at the end of this document.   

 
If you are a male who is able to father a child:  

If you are having sexual intercourse with a woman who can become pregnant, you must use an 
acceptable form of birth control while you are participating in this study and for 90 days after your 
last dose of the study drug.   

If you agree to participate in this study, you are expected to inform your female sexual partner(s) 
that you are participating in a research study of a drug, and that the effects of the drug on an unborn 
baby and on a pregnant woman are unknown.  You should strongly recommend she use a highly 
effective contraceptive method. You are also expected to provide your female sexual partner(s) 
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with the information in the Pregnancy/Birth Control section of this Consent and to provide her 
with contact information for the study doctor for any additional questions.   

If you are sexually active and if your female partner is not surgically sterile or is not post-
menopausal, you must use one form of contraception, such as vasectomy or a condom with 
spermicide, throughout the study and for 90 days after the last study drug administration. In 
addition, because a vasectomy alone or a condom with spermicide alone are not adequate 
contraception for this study you are strongly recommended to advise all female partners of the 
need for them to use one of the following methods of contraception during the study and for 90 
days after the last study drug administration:   

• hormonal contraceptives (such as, birth control pills, implants, patch, depot injection, used 
since at least 4 weeks) or intra-uterine contraceptive device (placed since at least 4 weeks) 
before sexual intercourse; 

• diaphragm with intravaginally applied spermicide. 

If your female partner becomes pregnant while you are participating in this study or within 90 days 
after you have stopped taking the study drug, you should contact the study doctor or study staff 
promptly.  At that time the study doctor may seek the pregnant woman’s permission to review her 
medical records and the infant’s medical records after delivery, in the form of a separate consent 
form.  The study doctor will share the information about your pregnant partner and the baby with 
the study sponsor to help understand the effects, if any, that the study drug may have on the 
pregnancy and the child.  

If you are a male, you must not donate sperm until 90 days following the last dose of study drug. 

Participants who report abstinence or who report exclusively being in same-sex relationships are 
still required to understand the contraception requirements in this study to prevent pregnancy. If 
participants who report abstinence or who report exclusively being in a same-sex relationship 
engage in heterosexual activity, the contraception requirements must be followed. 
The Sponsor may want to receive updates on the progress of the pregnancy and its outcome. If you 
agree to this, your pregnant partner will be asked to sign a separate consent form. 

What are the benefits of being in this study? 

You may or may not benefit from participating in this study. It is hoped that the information the 
study sponsor receives from this study may help to better understand asthma and to better treat 
patients with asthma. 

What other procedures or treatment options are available if I do not take part in this study? 

There are no other currently marketed standard of care treatments that are similar to the treatment 
being providing in this study.  The treatment provided in this study (i.e. the study drug zavegepant) 
does not replace your current asthma treatment (i.e. infrequent use of a bronchodilator such as 
Ventolin®).  You may continue to use Ventolin® as needed but should not use it within 8 hours 
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of a study visit.  In the event of an emergency and you need to use it within 8 hours of a study visit, 
you should do so and contact study staff as soon as possible. The alternative to participating in this 
study is not to participate. 

What if I get harmed or injured during the study? 

If you become ill or are injured while you are in the study, get the medical care that you need right 
away. You should inform the healthcare professional treating you that you are participating in this 
study. Necessary medical treatment will be provided at no cost to you.  

If you are injured as a result of taking the study drug or from procedures done for the purpose of 
this study, the sponsor will pay for those medical expenses necessary to treat your injury. By 
signing and dating this document, you will not lose any of your legal rights or release anyone 
involved in the research from responsibility for mistakes. 

What are the costs for participation and will I be paid?  

There will be no charge to you for your participation in this study. The study drug, study-related 
procedures, and study visits will be provided at no charge to you or your Provincial Health 
Insurance Plan or private health insurance plan.   .  

You will be reimbursed for out-of-pocket expenses such as parking, public transit and meals etc.  
These expenses will be reimbursed by honorarium.  The honorarium will also provide 
compensation for your time and the inconvenience of being a research participant.  The amount of 
the honorarium will not be disclosed until you have made your decision whether or not to 
participate.  This is to ensure that any financial compensation, outside of reimbursing our-of-
pocket expenses does not influence your decision regarding participation.    If you enroll in the 
study but are not eligible or if you withdraw from the study after agreeing to participate, the 
honorarium will be prorated accordingly.  The honorarium will be tax reportable; your social 
insurance number will be required and the University will issue you a T4 for tax purposes. 

Your participation in this research project could lead to the creation of commercial products. 
However, you would not receive any financial benefits. 

May I or someone else stop my participation in the study? 

Taking part in this study is voluntary, and you can leave the study at any time for any reason. A 
decision to stop study participation will not impact your regular medical care or benefits to which 
you are entitled. 

You maintain your right to withdraw from the study at any time, including your research data. If 
you do withdraw, we will continue to maintain your contact information and will only give it to 
the Saskatchewan Health Authority if required for contact tracing due to COVID-19 concerns. We 
cannot guarantee anonymity as providing personal contact information essentially identifies you 
as a research study participant. 
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If you are considering or have already decided to leave the study, you should contact the study 
doctor to discuss the safest way to leave the study. You will be asked to complete final tests and 
examinations.  

If new findings that would affect your safety and willingness to participate in the study are 
identified while you are in the study, you will be told as soon as possible so you can decide whether 
to leave the study or continue. If you decide to continue, you will be required to sign a new consent 
form. 

Sometimes the study doctor or the study Sponsor may decide it best for you to stop your 
participation (even if you do not agree). He or she will discuss this with you.  

Possible reasons for withdrawing from the study include, but are not limited to, the following: 

• You request to withdraw from the study. 
• The study doctor or Sponsor believes it is in your best interest. 
• You have a side effect that requires stopping the research. 
• You need a treatment not allowed in this research. 
• You become pregnant. 
• The research is canceled by Health Canada or other applicable authorities or the sponsor. 
• You are unable to take the research medication or you are not taking the medication as 

directed. 
• You are unable to keep your scheduled appointments. 
• Additional information obtained after study entry indicates that you do not meet the study 

requirements. 

What medical care will I receive when my participation in this study stops? 

When you leave the study, you will be under the care of your primary/family doctor, who will 
decide the best way to treat your mild allergic asthma. The study drug will no longer be available 
to you. 

What will happen to the biological samples that are collected from me? 

The blood, urine, and sputum samples that you give will be sent to a central lab (PPD Laboratories, 
Kentucky, USA) and/or McMaster University (Hamilton, Ontario, Canada) and used only for the 
tests specified in Table 1 and will then be destroyed. 

The blood samples for pharmacokinetic analyses will be stored at Syneos Health PK Lab: 2500 
Einstein, Quebec, QC, Canada G1P 0A2. Samples will be stored until the end of the study and 
then destroyed. To protect your privacy, the samples and information will be identified only by a 
coded study participant identification number (e.g. 1005-001; site number and participant number).  
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Your samples will only be used for research and development purposes. You may (at any time) 
request that your samples be destroyed.  Any information already gathered from the analyses of 
your samples will not be destroyed.   

What happens to my data and other personal information collected throughout the study? 

In Saskatchewan, the Health Information Protection Act (HIPA) defines how the privacy of your 
personal health information must be maintained so that your privacy will be respected. 

The study staff will collect data about you for the study. These data may include your name or 
initials, date of birth, gender, contact details, and information needed for payment processing. In 
addition, the following sensitive personal data about you may be collected: health (e.g. medical 
history, current medications), date of birth, sex, race, and ethnicity. 

Your study records will be de-identified by using a study code (e.g. 1005-001; site number and 
participant number). Your study records will be kept in a secure area (e.g. locked room requiring 
keyed entry). Your de-identified/study coded data will be provided to the study sponsor, Biohaven 
Pharmaceuticals, Inc. and combined with other participant data prior to analysis. 

No information that discloses your identity will be released or published without your specific 
consent.  Some authorities have a duty to check your study data and medical records to make sure 
all the information is correct.  Your study and medical records may be inspected in the presence 
of the investigator or study staff, by representatives of the study sponsor, Biohaven 
Pharmaceuticals, Inc., Syneos Health (the study monitor/auditor), Health Canada, the U.S. Food 
and Drug Administration and/or the University of Saskatchewan Biomedical Research Ethics 
Board for the purposes of confirming your participation in the study, monitoring your safety during 
the study, and monitoring the overall conduct of the study.  

If you decide to withdraw from this study, your study information and medical records collected 
before you withdrew will be made available to these agencies.  However, they will only look at 
your records up to the date of your withdrawal, except where the reporting of side effects 
associated with the study medication is required.  Rarely, your study documents may be obtained 
by courts of law.  You may ask the study doctor to see and copy your personal health information 
related to the study.  You may also ask the study doctor to correct any study related information 
about you that is wrong.  In the case of a blinded study, you may have to wait until the end of the 
study to see your study records to protect the integrity of the study. 

Your data may be transferred outside of Canada to the USA and Europe.  The sponsor will respect 
the confidentiality rules in effect in all the countries, however, data protection laws in other 
countries may not be as stringent as the laws in Canada and absolute confidentiality cannot be 
guaranteed. 

The results of this study may be presented at a scientific meeting or published, but your identity 
will not be disclosed. 
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According to legal requirements, your personal data will be stored in the study databases and/or 
paper files for whichever time period is longer:  

• 25 years after the study ends, OR 
• 2 years after the drug being studied has received its last approval for sale, OR 
• 2 years after the drug’s development has stopped. 

The above storage timelines may be extended to meet regulatory requirements or based on a legal 
requirement to which the sponsor must comply. 

A description of this clinical trial will be available on http://www.clinicaltrials.gov as required by 
US law. This website will not include information that can identify you. At most, the website will 
include a summary of the results. You can search this website at any time.  

How do I find out about the study results? 

As indicated above, the results of the study may be published and a summary of the study results 
will be available on http://www.clinicaltrials.gov.  If the data are published, you can request a copy 
of the publication by contacting study staff.  The study staff will be available to discuss the 
aggregate study results as well as your own study results once all participants have completed the 
study and the data are analyzed.   

Who should I contact if I have any questions? 

During the study, if you experience any medical problems, suffer a research-related injury, or have 
questions, concerns or complaints about the study, please contact the Principal Investigator/Study 
Doctor - Dr. Cockcroft at 306-844-1446 or the Sub-Investigator - Dr. Davis at 306-844-1444. If 
you seek emergency care, or hospitalization is required, alert the treating physician that you are 
participating in this research study.  

If you have any concerns about your rights as a research participant and/or your experiences while 
participant in this study, contact the Chair of the University of Saskatchewan Biomedical Research 
Ethics Board at 306-966-2975 (toll free: 1-888-966-2975).   The Research Ethics Board is a group 
of individuals (scientists, physicians, ethicists, layers and members of the community) that provide 
an independent review of human research studies.  The research study has received favorable 
opinion, by a Research Ethics Board (REB), to be conducted in Canada.  
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Consent to Participate  
A Phase 1b, Double-blind, Placebo-controlled, Parallel-group Study to Evaluate Safety and 

Efficacy of Oral Zavegepant in Subjects With Mild Allergic Asthma / BHV-3500-204 
 

By signing this consent form, I agree to the following: 

• I have read (or someone has read to me) the information in this consent form.  
• I understand the purpose and procedures and the possible risks and benefits of the study. 
• I was given sufficient time to consider whether or not I will participate. 
• I have been given the chance to ask any questions that I had about the study, and all 

questions that I asked were answered to my satisfaction.  
• I freely consent to be treated with zavegepant or placebo under the study doctor’s care. I 

understand that there is no guarantee that I will receive any benefits from taking part in this 
study.  

• I understand that I am free to withdraw from the study at any time for any reason and that 
this will not affect my future medical care, academic standing or employment.   I will tell the 
study doctor if I decide to withdraw so that my participation may end in an orderly manner 
and my future care can be discussed. I understand that my study doctor can stop my 
participation in the study at any time. 

• I understand that I will be told of any new information, in a timely manner that might relate 
to my willingness to continue in the study. 

• I understand that I cannot participate in another research study while taking part in this one. 
• I agree to follow the study doctor’s instructions and will tell the study doctor if I have had 

any unexpected or unusual symptoms. 
• I authorize the use and disclosure of my de-identified personal health information collected 

for the research purposes described in this form 
• I understand that I will receive a signed and dated copy of this consent form for my records. 

 

□ Please inform my family physician about my participation in this clinical trial. 

Family physician name: _____________________________________________ 

□ Please DO NOT inform my family physician about my participation in this clinical trial. 

□ I do not have a family physician. 

 

_______________________________________ 
Name of participant (print) 

_______________________________________ _________________ 
Signature of participant Date  
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I confirm that all the contents of this consent form were discussed and that any questions have 
been answered.  

___________________________________ 
Name of person administering consent (print) 

____________________________________ _________________ 
Signature of person administering consent Date  

 

Authorization for Release of Medical Information (Pregnancy) 

• I have read, and I understand the information provided in this form regarding pregnancy and 
contraception.  

• All my questions about the study drug(s), and the risks associated with pregnancy have been 
answered to my satisfaction. 

• I understand that I will not receive any benefits from providing my and my baby’s health 
information. 

• I freely consent to allow the use and disclosure of my and my baby’s health information in 
connection with this safety activity as described in this Authorization for Release of Medical 
Information form.  

• I understand that I am free to withdraw my consent at any time for any reason. I will tell the 
study doctor if I decide to withdraw my consent. 

• I consent to provide the contact data of my pregnancy healthcare provider to my study 
doctor. 

• I understand that I will receive a signed and dated copy of this Authorization for Release of 
Medical Information form for my records. 

My consent to participate does not take away any legal rights in the case of negligence 
(carelessness) or other legal fault of anyone who is involved with this study.  

______________________________________________________________ 
Name of participant (print) 

______________________________________ ___________________ 
Signature of participant Date  

_______________________________________ 
Name of person administering consent (print) 

______________________________________ ___________________ 
Signature of person administering consent  Date  


