Full protocol title as header on each page:


RESEARCH SUBJECT INFORMATION AND CONSENT FORM

Title of Study: 
full- title 
Investigator: 

name of Principal Investigator



St. Boniface General Hospital




409 Tache Avenue




Winnipeg, Manitoba R2H 2A6

Sponsor: 

name of Sponsor and full address

You are being asked to participate in a research study. Please take your time to review this Information and Consent Form and discuss any questions you may have with the study staff. You may take your time to make your decision about participating in this clinical trial and you may discuss it with your regular doctor, friends and family. This consent form may contain words that you do not understand. Please ask the study doctor or study staff to explain any words or information that you do not clearly understand.

The study doctor and/or St. Boniface General Hospital are being paid by the sponsor to conduct this study.
Purpose of Study

The purpose of the study is to evaluate the safety and effectiveness of 


. The study will involve about 
 patients from about 
 hospitals or clinics in 

.

Study procedures

Outline procedures here

Risks and Discomforts

Outline risks and discomforts and include % of side-effects beside each.

As with any clinical trial, there may be as yet unknown or unforeseen risks of taking part.

You should not enter the study if you


 


A blood sample (one teaspoon) will be drawn from the arm vein of women of childbearing potential prior to enrollment into this study. Some known risks, although rare, are associated with placing a needle into a vein. These include the possibility of infection, perforation or penetration of the needle through the vein, and bleeding, pain, or bruising at the site.

The drug treatment and procedures used in this study may involve risks which are currently unknown or unforeseen. If significant new findings, which may relate to your willingness to continue participation in this study, become known while the study is underway, they will be provided to you. If you experience any adverse reaction or notice any unusual sign or symptom you must contact the study doctor immediately.

The risks to a fetus are unknown. You understand that you cannot participate in this study if you are pregnant or are currently a nursing mother. In addition, you must not become pregnant during this research study. If you are a woman of child-bearing potential, you must have a negative pregnancy test prior to enrollment and must use one of the following forms of birth control throughout the study: abstinence, hormonal contraceptive, intra-uterine device, or barrier plus spermicide. If you become pregnant during study participation, you must contact the study doctor immediately.

Benefits

You may not benefit from participation in this research; however, the study should contribute to a better understanding of 



Costs



All clinic and professional fees, diagnostic and laboratory tests that will be performed as part of this study are provided at no cost to you. There will be no cost for the study treatment that you will receive.

Payment for participation

You will be paid/compensated for parking  for completing your participation in this study to cover costs associated with transportation and your time.

Or

You will not be paid for your participation in this study or have any costs associated with transportation reimbursed.
Alternatives

You do not have to participate in this study to receive treatment for 
. Your doctor will answer any questions you have about the experimental group of this study. Discuss other treatments options with your doctor.

Confidentiality

Medical records that contain your identity will be treated as confidential in accordance with the Personal Health Information Act of Manitoba. In addition to the St. Boniface General Hospital staff involved with your care, representatives of the sponsor, name of sponsor, will review/copy medical information that may reveal your identity.  Regulatory authorities such as Health Canada and the American Food and Drug Administration (FDA) may also review / copy your medical records in accordance with the applicable laws and regulatory requirements. With your permission, the study doctor will also write to your Family Doctor to tell him/her that you are taking part in a study.   The Biomedical / Health Research Ethics Board at the University of Manitoba and St. Boniface General Hospital may also review your research-related records for quality assurance purposes. If the results of the trial are published, your identity will remain confidential. Personal information such as your name, address, telephone number and/or any other identifying information will not leave St. Boniface General Hospital.  By signing the attached Informed Consent Form you consent to direct access to your medical records.

Voluntary Participation/Withdrawal From the Study

Your decision to take part in this study is voluntary. You may refuse to participate or you may withdraw from the study at any time. Your decision to not participate or to withdraw from the study will not affect your other medical care at this site.

Your participation in this study may be terminated without your consent by the study doctor, name of Sponsor, or the regulatory authorities.  Your study doctor will withdraw you if he/she feels that participation is no longer in your best interest, or if you fail to follow the directions of the study doctor.

If you decide to participate, you will agree to cooperate fully with taking the medication as instructed and with the study visit schedule, and will follow the study doctor’s instructions. 

We will tell you about new information that may affect your health, welfare, or willingness to stay in this study.

Medical Care for Injury Related to the Study

In the event of an injury that occurs to you as a result of taking the study medication or undergoing study procedures, you will receive the necessary medical treatment. In the event that you suffer injury as a direct result of participating in this study, necessary medical treatment not covered by provincial health care insurance will be available at no additional cost to you. You are not waiving any of your legal rights by signing this consent form nor releasing the investigator or the sponsor from their legal and professional responsibilities.

Questions 

You are free to ask any questions that you may have about your treatment and your rights as a research subject. If any questions come up during or after the study or if you have a research-related injury, contact the study doctor and the study staff:  

	Investigator:
	
	Tel No.
	

	Research Nurse:
	
	Tel No.
	


For questions about your rights as a research subject, you may contact:

The Biomedical/Health Research Ethics Board, University of Manitoba at 789-3389

Do not sign this consent form unless you have a chance to ask questions and have received satisfactory answers to all of your questions.

Consent

I agree to allow the study doctor to inform my family doctor that I am participating in this study.


Yes   FORMCHECKBOX 

No  FORMCHECKBOX 

1. I have read and understood this Information and Consent Form, and I freely and voluntarily agree to take part in the clinical trial (research study) of name of drug for the treatment of name of disease or condition
2. I understand that I will be given a copy of the signed and dated Information and Consent Form.  I have received an explanation of the purpose and duration of the trial, and the potential risks and benefits that I might expect.  Alternative treatments have been described to me.  I was given sufficient time and opportunity to ask questions and to reflect back my understanding of the study to study personnel.  My questions were answered to my satisfaction.

3. I agree to cooperate fully with the study doctor and will tell him/her if I experience any side effects, symptoms or changes in my health.  

4. I am free to withdraw from the study at any time, for any reason, and without prejudice to my future medical treatment.

5. I understand that representatives of the sponsor or other regulatory authorities may wish to review my medical records.  I have been assured that my name, address and telephone number will be kept confidential to the extent permitted by applicable laws and/or regulations.   By signing this document, I give permission for such review and data collection, and grant direct access to my medical records.

6. By signing and dating this document, I am aware that none of my legal rights are being waived.

Signature:                                     



    Date/Time: 



 

Printed name of above:











I confirm that I have explained the purpose, duration etc of this clinical trial, as well as any potential risks and benefits, to the subject whose name and signature appears above. I confirm that I believe that the subject has understood and has knowingly given their consent to participate by his/her personally dated signature.

Signature:                                  



       Date/Time: 


  
Printed name of above:




   Study role:





ALL SIGNATORIES MUST DATE THEIR OWN SIGNATURE

1 of 5 pages, date 

Initials of Subject: 

5 of # pages, versions date of consent 




Initials of Subject: 


