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INFORMED CONSENT

Type 1 Diabetes TrialNet Protocol TN-27

TOPPLE T1D Study – Tolerance using Plasmid:
A Phase 1 multiple ascending dose trial investigating safety, tolerability 

and pharmacokinetics of NNC0361-0041 administered subcutaneously to 
patients with type 1 diabetes mellitus 

Researcher: Darrell M Wilson, MD
Priya Prahalad, MD PhD

       
Study Location: Stanford University

G313 Med Center, Stanford, CA 94305
650-721-1811

Key Information
You are being asked to participate in a research study. This study is being done 
to learn more about the use of a new experimental treatment that could lead to 
further studies for prevention of type 1 diabetes. You are being asked to 
participate in this research study because you have type 1 diabetes. In type 1 
diabetes the immune system mistakenly attacks the insulin producing cells.  The 
therapy being tested in this study is designed to decrease this immune response.   
We want to determine if this new therapy is safe and if it has an effect on the 
immune cells involved in type 1 diabetes.  This is a phase 1 study.  This means it 
is the first time the therapy (NNC0361-0041) will be tested in people. 

After completing this safety phase, we hope to study this treatment in a larger 
clinical trial to study the drug as a prevention therapy in individuals at risk for 
developing type 1 diabetes. 

If you join the study, you will be a participant for one year. The investigational 
study treatment is given at a study site as 12 weekly injections. After completing 
the treatment phase, you will need to return to the study site for four additional 
follow-up visits. 

In this study, four doses of the drug are being tested. There will be 12 
participants studied at each dose. In each group, 9 out of 12 participants will 
receive investigational study treatment and 3 out of 12 will receive a placebo 
(inactive substance). 
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The treatment may cause irritation to the skin at the injection site. Other potential 
side-effects are described below. You will be monitored carefully during the 
study. A medical monitor and safety monitoring groups will be reviewing all the 
data from participants enrolled and will stop the study if there are any unexpected 
safety issues.

This form describes the tests and procedures you will have if you choose to be in 
this study. Additional information about the study is in the research volunteer 
handbook. 

After reading the consent form and handbook, you can choose not to be in this 
study. 

Project Description:
The investigators carrying out this study are part of an international research 
group called TrialNet that is studying type 1 diabetes. Type 1 diabetes is an 
autoimmune disease. You are being asked to take part in this research study 
because you have type 1 diabetes. This means that the immune system, the part 
of your body that helps fight infections, mistakenly attacks cells that produce 
insulin in your body. The cells that produce insulin are called beta cells and are 
found in the pancreas.  As the immune system destroys these cells, the body’s 
ability to produce insulin decreases and diabetes develops. 

The treatment being tested (NNC0361-0041) is a type of plasmid therapy.    
Plasmids are pieces of DNA that are used in medical care and research as a way 
to deliver treatment.  They do not alter your DNA. In this study, a newly made 
plasmid will be used to test whether the immune response which leads to type 1 
diabetes can be re-trained.  

This study is a Phase 1 study. This means it is the first time the therapy 
(NNC0361-0041) will be tested in people. We want to determine if this new 
therapy is safe and if it has an effect on the immune cells involved in type 1 
diabetes.

The study will enroll about 48 adult participants with type 1 diabetes. If there are 
no safety concerns and the treatment demonstrates the expected changes in the 
immune response, we hope to conduct a larger study for prevention of type 1 
diabetes to determine whether this therapy slows or stops type 1 diabetes in 
people at an earlier stage of the disease. 
 

This consent form tells you about the study and what people in the study will be 
asked to do. The study will be explained to you and you will be given the chance 
to ask questions. You will be given a patient handbook that explains the overall 
study. Taking part in this study is your decision. 
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If you agree to take part in the study, you will be asked to sign this consent form. 
You will be given a copy of the consent form to keep for your records.

Screening Visit Procedures: 

History and Physical examination: 

We will ask you questions about your health and perform a routine physical 
examination. This is to be sure that you do not have any health problems that 
would prevent you from being in the study.

 A total of 3-4 tablespoons of blood will be taken from your vein to gather 
some information about your immune system and overall health.  

 This includes testing you for a number of infections including HIV (the 
virus that causes AIDS), tuberculosis (TB), and hepatitis. 

o Having certain infections would prevent you from being on the 
treatment. [If you test positive for HIV, TB, or hepatitis, we must 
report this information to your local department of health.  We will 
also arrange for someone to discuss the test results with you.] 

o Mixed Meal Tolerance Test

You will have a 2-hour MMTT test to find out how much insulin your 
body is still making (refer to Study Procedures below). 

Additional Information about Screening:
In this study, there are four groups of participants who will take different doses of 
the treatment. As the study progresses, we will be checking information from 
each group to decide when the next group will start therapy.  Only a limited 
number of “slots” will be available for each group.  Your study team will let you 
know when a group is open for enrollment and you can decide then if you are 
ready to continue in the study.  Depending on when this occurs, you may 
need to undergo additional screening tests to be sure you are still eligible.

Dosing Groups:  
This study uses a dose escalation design.  This means that the first group will 
receive the lowest dose of the plasmid and each additional group will receive a 
higher dose.  The dose of the plasmid or placebo you receive depends on when 
you start the study.  The safety of each dosing group will be evaluated before the 
next dosing group starts.  

Within each dosing group, two people will be enrolled to start.  If there are no 
safety concerns, another three people will be enrolled.  If no safety problems are 
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seen in these people, the remaining 7 individuals will be enrolled in the group.   
The same process will be followed for each of the dosing groups.  

Randomization:
Each group will have 12 participants. In each group, 9 participants will be 
randomized to the treatment group and 3 will be randomized to the placebo 
group.

A placebo looks like medicine, but has no medicine in it so that people in the 
study will not know whether they are receiving the drug or placebo. You will be 
placed into one of these groups by chance (similar to drawing straws). Neither 
you nor your doctor will be able to choose the group in which you will be placed. 
Neither you nor your doctor will know who is getting study drug and who is 
getting placebo.

Study Procedures

Treatment Phase:
The treatment phase is completed in the first 12 weeks of the study and requires 
weekly visits to the study site to receive a subcutaneous injection. The first visit 
is an in-patient visit and requires staying overnight for 48 hours for observation in 
a hospital or research setting. All following weekly treatment visits will be at the 
study site. In addition to being given the study treatment, you will also have a 2-
hour Mixed Meal Tolerance Test (MMTT) at the 4 week visit. 

Follow-Up Phase 
After completing the treatment phase, you will be monitored regularly for one 
year from your first dose. You will have study visits at 3 months, 4 months, 6 
months and 12 months after completing treatment. You will undergo testing of 
your glucose and insulin secretion with 2-hour MMTTs at the 3 month, 6 month 
and 12 month visits. 

Other study procedures: 
During all study visits, we will ask questions about your health, and you will be 
monitored for any possible side-effects. We will periodically perform a physical 
examination and take blood for testing. Females will also give regular urine 
samples to be checked for pregnancy. 

These blood tests will help us monitor your diabetes, your immune system, and 
your general health. 

The blood tests will also be used to better understand what causes type 1 
diabetes, to look for new ways to identify people at risk for disease, and to get 
ideas about new treatments in the future. Blood samples may also be used to 
develop and evaluate new tests.  While TrialNet is ongoing, these samples will 
be used only by TrialNet-approved researchers. As such, we will be collecting 
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blood samples, including genetic samples (to help researchers learn more about 
autoimmunity, type 1 diabetes, or its complications), for these studies at most of 
your visits.   You will not routinely be provided with test results from these 
studies.
 
Continuous Glucose Monitoring (CGM):
If you wear a Continuous Glucose Monitor (CGM) for your clinical care, we will 
collect your blood glucose results from the CGM 7-10 days prior to some of your 
study visits.  This will occur at your first study visit, as well as 1, 3, 6 and 12 
months later.  

Mixed Meal Tolerance Test (MMTT):
You will have a MMTT test to find out how much insulin your body is still making. 
You will get special instructions about diet and insulin before the MMTT test. To 
make the blood sampling easier for the test, an intravenous needle and plastic 
tube (IV) will be placed in your vein. This IV will be kept in place for about 2 
hours. Two blood samples taken ten minutes apart (one teaspoon of blood for 
each sample) will be taken through the IV. You will then be given a drink called 
Boost containing carbohydrate, protein and fat that is the “mixed meal”. This 
drink will raise your blood sugar and cause your body to produce insulin. After 
drinking the Boost, one-half teaspoon of blood will be taken through the IV at 
regular intervals. The total amount of blood taken for the MMTT will not be 
greater than 3 tablespoons. 

Risks and Discomforts:
Tests involved in this research project may have some of the known risks listed 
below. There may be other risks associated with the study treatment that are 
unknown. We will watch you closely for all these events. There is a safety 
monitoring board that will be reviewing the study carefully and the study will be 
discontinued if there are any safety concerns. 

The study treatment injection may cause skin problems such as bruising, 
bleeding, redness, pain or irritation and possible scarring due to a local reaction. 
These problems usually go way after a few days.
You may experience body aches, fever, or shortness of breath shortly after being 
given the study treatment injection. This could be due to an immune response 
reacting to the new therapy. 
The study treatment may cause allergic reactions. In order to be in the study, you 
must live in a location with rapid access to emergency medical services. These 
reactions may be mild or severe. Signs of mild allergic reactions include rash, 
redness, hives and itching, wheezing. Signs of a severe allergic reaction may 
include swelling of your throat and face, breathing problems, fast heart-beat, pale 
and cold skin, feeling dizzy or weak. Severe allergic reactions could lead to death 
if not treated If you have any signs of a serious allergic reaction, get emergency 
help.
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Although unlikely, it is possible that the treatment could accelerate the loss of 
remaining beta cells responsible for insulin secretion due to immune activation. 

 Immunizations

The effect of this therapy on vaccinations is unknown.  To be safe, we do not 
want you to receive “live” vaccinations during the treatment period. If you need 
any “live” vaccinations, you should get them more than 6 weeks before enrolling 
in the study and should avoid having live vaccines for 3 months after the 
treatment phase. You must be up to date on all recommended vaccines before 
you enroll in this study.  Other than flu shot, if you need any other killed vaccines 
you must have them within at least 4 weeks before starting the study. We 
recommend that you get an influenza vaccine at least two weeks before starting 
study treatment, and during flu season. 

 Infections and COVID-19 risk.

This therapy is not expected to affect the overall immune system. Thus, it is 
expected that the therapy will not have a higher risk of getting infections including 
COVID-19. However, going to site visits if an outbreak is ongoing in your state 
may increase your risk of getting infected. To minimize the risk as much as 
possible, your study team will review recommended safe practices for travelling 
for study visits your area. You should contact your study doctor if you develop 
any infections, bruising, abnormal bleeding, or if you are not feeling well at any 
time.  

 Birth control and pregnancy

It is not known whether this therapy can damage unborn babies. If you can 
become pregnant, you will need to use a reliable and effective form of birth 
control during the treatment phase until after the last follow-up visit which is 
approximately 1 year from initial dosing. If you can become pregnant, you will 
need to provide a urine sample for pregnancy testing regularly during this study. 
If you become pregnant, you must tell the study doctor right away. Your study 
doctor will stop study treatment. You will not be required to come for study visits 
during your pregnancy. However, information about you, your pregnancy and 
your baby will still need to be collected. This is so that we can watch for anything 
unusual. 

Men with female partner(s) should also use reliable and effective contraception 
during the treatment phase and for 3 months after the last study injection (unless 
partner cannot become pregnant).
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 Intravenous Needle (IV) and Blood Drawing

While on the study, you may have side effects from having your blood taken or IV 
placed. The risks of side effects from these procedures are very small. There is 
sometimes soreness and/or a bruise at the site where the needle goes through 
the skin. Once in a while, people faint. It is rare, but some people may get an 
infection, a small blood clot, swelling of the vein and the area around it or 
bleeding where the needle goes through the skin.
  
 Mixed Meal Tolerance Test (MMTT) 

The MMTT requires that you drink a product called BOOST which contains milk 
and soy ingredients. People with severe allergies to these could have a reaction. 
If you have a known allergy to either of these ingredients, please let us know. It is 
possible we may need to advise you not to participate in the trial.

 Genetic Testing

We will not generally provide the results of your genetic testing to you or anyone 
else.  Although we will try very hard to keep any information about your genetic 
testing private, there is a very small possibility that someone else could learn 
about your testing. 

Benefits: 
No specific benefit can be promised to you from your participation in this study. 
This is a safety and tolerability study, with little prospect for benefit. At present, 
there is no approved medical treatment that will preserve beta cells and the 
ability to make insulin for people with type 1 diabetes. 

The TrialNet research program increases knowledge about the prevention of type 
1 diabetes that will be a potential benefit to society in the future. 

Study Duration and Number of Participants
There will be about 48 research volunteers enrolled in the study. We anticipate 
the study will be completed in about 2 years but it may take longer.  However, 
your participation will be no longer than 1 year. When the study is over, you may 
qualify to enroll in TrialNet’s LIFT (Long-Term Investigative Follow-Up in TrialNet) 
study. 

Alternatives to Participation
There are currently no alternatives to insulin therapy for the treatment of type 1 
diabetes and you should not change your insulin treatment without discussion 
with a health care provider. You may choose not to participate in this study. 
There may be other research studies that you can choose to join.
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Source of Funding 
The study is supported by the National Institute of Diabetes and Digestive and 
Kidney Diseases (NIDDK) of the National Institutes of Health and the 
JDRF. Novo Nordisk will provide the study treatment and placebo to TrialNet for 
this study as well as financial support to TrialNet to conduct the study.

Cost to Subject 
If you participate in this study, the study will pay for those services, supplies, 
procedures, and care associated with the study that are not a part of your routine 
medical care. However, there may be additional costs to you. These include 
basic expenses like transportation and the personal time it will take to come to 
the study visits. You and/or your health insurance must pay for services, 
supplies, procedures, and care that are required during this study for routine 
medical care. You will also be responsible for any co-payments and/or 
deductibles as required by your insurance. Participation in this study is not a 
substitute for health insurance.

Subject Payment
If you decide to be in this study, you will receive a small compensation ($25 for 
visits without MMTT, $50 for visits with MMTT, and $100 for the single 48 hr 
hospital stay) for each regularly scheduled study visit you attend in a clinic. In 
addition to this, we will pay for your minor travel or parking costs. By signing this 
consent form, you understand and agree that, if this research project results in 
the development of any product that can be sold, you will not receive a share of 
any money that is made.

Payment for Injury or Harm
All forms of medical diagnosis and treatment – whether routine or experimental – 
involve some risk of injury.  In spite of all precautions, you might develop medical 
complications from participating in this study.  If such complications arise, the 
Protocol Director and the research study staff will assist you in obtaining 
appropriate medical treatment.  In the event that you have an injury or illness that 
is directly caused by your participation in this study, care will be provided to you.  
You will not be responsible for any of these costs. 

If you receive Medicare benefits, and if the sponsor of this study pays for any 
study-related treatment, complications or injuries, personal information about 
you, your treatment, and your participation in this study will be provided to the 
sponsor, who is required by law to provide it to Medicare.

You do not waive any liability rights for personal injury by signing this form.

Study Withdrawal
Your choice to be in this study is completely voluntary. You do not have to 
participate in this study if you do not want to and you can leave the study at any 
time. You will not lose any services, benefits, or rights you would normally have if 
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you choose not to participate or if you leave the study early. You may choose not 
to be in this study or to stop being in this study at any time, and your doctor will 
still take care of you. Your current or future medical care will not be changed if 
you decide not to be in this study or to stop being in this study at any time. Your 
study doctor may also choose to discontinue your study treatment at any time if it 
is felt that continuing treatment may hurt you. This may happen if the side effects 
are too great, or if you do not follow the study instructions. You will be told of any 
new findings that affect your being in this study. 

Even if you stop being in the research study, you will be asked whether the study 
doctor can collect data from your routine medical care. If you agree that the study 
doctor can collect data from routine medical care after you stop being in the 
research study, this data will be handled the same as research data.

Invitation for Questions 
You will receive a copy of this consent form. Please ask questions about this 
study or consent at any time. You are welcome to talk about this study or consent 
with your family, doctor, or anyone else. The staff of the research study will be 
happy to discuss any questions with you. You may ask your questions to Darrell 
M Wilson  at phone 650 721 1811. 

In the event of a research-related injury, you should contact one of the 
investigators immediately at 650 721 1811 The TrialNet Study Group has a 
central Institutional Review Board (CIRB) at the University of Miami, which 
oversees the scientific conduct of the study. If you have any questions, concerns, 
or complaints about the study, or questions about your rights as a research 
subject, you may contact the Human Subject Research Office at (305) 243- 
9977.

Additional Information:

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, 
as required by U.S. Law (NCT04279613). This Web site will not include 
information that can identify you. At most, the Web site will include a summary of 
the results. You can search this Web site at any time.

Confidentiality:
Your consent to be in this study gives the TrialNet researchers permission to 
collect personal information about you and to use it for research purposes.  
Personal information is information such as your name that directly identifies you. 

If you participate in this study, you will be given a unique study code number.  It 
will identify the information and samples collected from you from study 
examinations and procedures. It will be sent to the central TrialNet Coordinating 
Center at the University of South Florida under the supervision of the NIDDK.  
The TrialNet Coordinating Center will transfer coded information and samples for 
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analysis to selected laboratories including facilities located outside of the United 
States including Europe.  This information will, in turn, be transferred back to the 
TrialNet Coordinating Center. 

A Certificate of Confidentiality has been obtained from the National Institutes of 
Health (NIH). This is intended to further protect the confidentiality of information 
that we obtain about you. By having a Certificate of Confidentiality, TrialNet 
researchers are not required to give information that can be used to identify you.  
For example, we cannot be forced to give information about you to insurance 
companies. Also, we cannot be forced to give information about you for any civil, 
criminal, administrative, or legislative proceedings whether at the federal, state or 
local level. However, the Certificate of Confidentiality does not prevent you from 
giving this information to others. Please understand that we will maintain the 
confidentiality of your research record. We cannot guarantee the confidentiality of 
test results provided to you if you wish to share them.

There are some rare exceptions to the protection offered by the Certificate of 
Confidentiality. TrialNet researchers are not prevented from telling about matters 
such as child abuse, certain infectious diseases, or threatened violence to 
yourself or others. 

TrialNet researchers will consider your records private.  Rarely, representatives 
of the United States Department of Health and Human Services (DHHS) or 
TrialNet may review or ask for a copy of your study records.  If this happens, we 
will provide your records. Also, for auditing purposes, employees of the Stanford 
University or its agents could be allowed to see your study records to make sure 
that the study is being done properly.

The results of this study may be published for scientific purposes.  By signing this 
form, you are agreeing to this.    Your records and results will not be identified as 
belonging to you in any publication.

Authorization To Use Your Health Information For Research Purposes 
Because information about you and your health is personal and private, it 
generally cannot be used in this research study without your written 
authorization.  If you sign this form, it will provide that authorization.  The form is 
intended to inform you about how your health information will be used or 
disclosed in the study.  Your information will only be used in accordance with this 
authorization form and the informed consent form and as required or allowed by 
law.  Please read it carefully before signing it.  

What is the purpose of this research study and how will my health 
information be utilized in the study?

This study is testing a new experimental treatment that could lead to further 
studies for prevention of type 1 diabetes. Your information in some form will be 
submitted to the sponsor and the FDA.  
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Do I have to sign this authorization form?
You do not have to sign this authorization form.  But if you do not, you will not be 
able to participate in this research study, including receiving any research-related 
treatment.  

Signing the form is not a condition for receiving any medical care outside the 
study.

If I sign, can I revoke it or withdraw from the research later?
If you decide to participate, you are free to withdraw your authorization regarding 
the use and disclosure of your health information (and to discontinue any other 
participation in the study) at any time.  After any revocation, your health 
information will no longer be used or disclosed in the study, except to the extent 
that the law allows us to continue using your information (e.g., necessary to 
maintain integrity of research).  If you wish to revoke your authorization for the 
research use or disclosure of your health information in this study, you must write 
to: Darrell M Wilson, MD, G313 Med Center, Stanford, CA 94305-5208.

What Personal Information Will Be Obtained, Used or Disclosed?
Your health information related to this study, may be used or disclosed in 
connection with this research study, including, but not limited to, your personal 
and medical information such as: 
• Past and present medical records with your permission
• Research records and results
• Your contact information
• Records about your study visits and contact with your study team

Who May Use or Disclose the Information?
The following parties are authorized to use and/or disclose your health 
information in connection with this research study:
 The Protocol Director Darrell M Wilson, MD
 The Stanford University Administrative Panel on Human Subjects in Medical 

Research and any other unit of Stanford University as necessary
 Research Staff
• The medical staff that takes care of you and those who are part of this research 
study;

Who May Receive or Use the Information?
The parties listed in the preceding paragraph may disclose your health 
information to the following persons and organizations for their use in connection 
with this research study: 

 The Office for Human Research Protections in the U.S. Department of 
Health and Human Services

 The U.S. Food and Drug Administration (FDA), and equivalent authorities 
outside US 
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 Department of Health and Human Services (DHHS) agencies,
 Governmental agencies to whom certain diseases (reportable diseases) 

must be reported,
 The University of Miami Institutional Review Board (IRB) and the offices of 

Research Compliance & Quality Assurance (RCQA) at the University of 
Miami

 TrialNet research sites and study teams involved in this research;
 Any laboratories, pharmacies, or others who are part of this research 

study;
 The sponsor(s) of this research; NIDDK
 Novo Nordisk A/S and its affiliates
 The data and safety monitoring board or others who monitor the data and 

safety of the study;
 The TrialNet Clinical Hub at the Benaroya Research Institute in Seattle, 

Washington; 
 The TrialNet Coordinating Center at the University of South Florida

Your information may be re-disclosed by the recipients described above, if they 
are not required by law to protect the privacy of the information.

When will my authorization expire?
Your authorization for the use and/or disclosure of your health information will 
end on 14 June 2051 or when the research project ends, whichever is earlier. 

Will access to my medical record be limited during the study?
To maintain the integrity of this research study, you may not have access to any 
health information developed as part of this study until it is completed.  At that 
point, you would have access to such health information if it was used to make a 
medical or billing decision about you (e.g., if included in your official medical 
record). 

________________________________              ______________
Signature of Adult Participant                                        Date

________________________________            
Print Name of Adult Participant                                        
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CONSENT FORM FOR SUBJECTS (18 years of age or older) 
AUTHORIZATION:

Storage of Samples in NIDDK Repository
When TrialNet is over, we intend to put any remaining samples including genetic 
samples into the National Institute of Diabetes & Digestive & Kidney Diseases 
(NIDDK) repository for future studies related to type 1 diabetes and its 
complications. They will be stored there indefinitely without your name or any 
other identifying information on them; as such, once in the repository, you will not 
be able to have them removed. Researchers must first get permission from the 
National Institute of Diabetes & Digestive & Kidney Diseases (NIDDK) to use 
samples from the repository.  

The following checkbox gives you the choice of allowing us to put any remaining 
blood samples in the NIDDK repository.   Even if you decide not to have your 
remaining blood samples stored, you can still participate in this study. 

Are you willing to allow us to put any remaining blood samples in the NIDDK 
repository? 

       YES  NO

Authorization
By signing this consent form, you agree that you have read this informed consent 
form and that the study has been explained to you. You agree to the transfer of 
your health information and samples as described in this consent form.  You also 
agree that your questions have been answered and that you agree to be in this 
study. You do not give up any of your legal rights by signing this informed 
consent form. You will receive a copy of this consent form.

I have read this paper about the study or it was read to me. I know what will 
happen, both the possible benefits and the possible risks. I choose to be in this 
study. I know I can stop being in the study at any time, and I will still get the usual 
medical care. I will get a copy of this consent form. 

California Bill of Rights

As a research participant you have the following rights. These rights include but 
are not limited to the participant's right to:
• be informed of the nature and purpose of the experiment;
• be given an explanation of the procedures to be followed in the medical 
experiment, and any drug or device to be utilized;
• be given a description of any attendant discomforts and risks reasonably to be 
expected;
• be given an explanation of any benefits to the subject reasonably to be 
expected, if applicable;
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• be given a disclosure of any appropriate alternatives, drugs or devices that 
might be advantageous to the subject, their relative risks and benefits;
• be informed of the avenues of medical treatment, if any available to the subject 
after the experiment if complications should arise;
• be given an opportunity to ask questions concerning the experiment or the 
procedures involved;
• be instructed that consent to participate in the medical experiment may be 
withdrawn at any time and the subject may discontinue participation without 
prejudice;
• be given a copy of the signed and dated consent form; and
• be given the opportunity to decide to consent or not to consent to a medical 
experiment without the intervention of any element of force, fraud, deceit, duress, 
coercion or undue influence on the subject's decision.

Signing your name means you agree to be in this study and that you will receive 
a copy of this signed and dated consent form

Participant:
Print Name of participant: ________________________________________

Signature of participant: ________________________________________

Date of participant’s signature: _____________________________________

Consent obtained by:
Print name of researcher: _________________________________________

Signature of researcher: __________________________________________

Date of researcher’s signature: _____________________________________

If this document was read to the participant check here: 
If the consent was read, a witness signature is required:

Print name of witness: ___________________________________________

Signature of witness: ____________________________________________

Date of witness’ signature: ________________________________________
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