research study. These names and numbers are available for you to contact the study staff in the event that you need to speak with someone. You should keep a copy of these numbers with you at all times.

If you need information about your rights as a research subject, you can contact the Research Ethics Board at the University of Manitoba at 789-3389.

If you wish to speak with a St. Boniface General Hospital Patient Relations Officer, please contact Lorraine Bisson at 237-2306.

How do I know A research  study is safe?

Participation in any research study may involve risks that are not yet identified. Laboratory studies must be done first before a research medication or device is given to humans. Reports of all of the research done for medications and devices must be given to Health Canada on a yearly basis so that Health Canada can decide if is it acceptable to continue with the research. In addition, the drug or device company must send a report to Heath Canada immediately when a serious injury occurs.

Who has access to my medical chart?

The people and agencies that may have access to your medical chart are listed in the consent form. Access to any of your personal health information is protected by law as outlined in the Personal Health Information Act of Manitoba. 

Who will look after me when I am participating in a research study?

Most study doctors have experienced research nurses and research support staff working with them. All of the staff involved in the research study will have received special training in the conduct of the research study and the common side effects, if any, that may be associated with being in the research study. You will receive the same close attention and treatment that you would if you were not in a study.

Will I Ever Know What Study Group I was in or What Treatment I Received?

In some cases, you may be told which study group you are in as soon as you agree to be in the research study. In other cases, this information may be provided to the study doctor once all of the research information is processed. Sometimes this information is not available until many months after the study is over.  You will need to ask your study doctor if this information will be provided to you.

Will I ever know the results of the study?

The results of a study are often published in a journal or in some other form of media. The results of new drug or device studies must always be submitted to Health Canada on at least a yearly basis. Once the studies are completed, Health Canada will again review the results before allowing the drug company or device manufacturer to sell the product. 

Should I participate in a research study?

The decision to be in a study or not is a personal decision. We recommend that you take your time reviewing all of the information provided to you and that you take the opportunity to consult with your family and friends, if you feel that is necessary. Only once you feel that you have had all of your questions answered should you consent to be in a study. Be sure to keep a copy of the information and consent form provided to you. You should feel free to contact the research staff if and when any additional questions come up; that is why their names and contact numbers are provided to you.
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This information pamphlet is written for you, your family, and your friends, to help answer some questions that you may have about participating in a research study or a clinical trial at St. Boniface General Hospital.

This information, along with the specific information regarding the study that you may be in, should be discussed with your study doctor, study nurse, or study staff, to make sure that all of your questions have been answered.

What is Clinical Research?

Clinical research is research done on humans to learn about the effectiveness of a procedure, technique, tool, drug, vaccine, or medical device (i.e. a pacemaker). All clinical research must be approved by the St. Boniface General Hospital Research Review Committee and is reviewed to ensure that the research provides quality care to you as the patient.

Some research studies focus on quality of life or the psychological impact of a disease or social issue. This type of research may not involve treatment, but may use interviews and questionnaires instead. 

At St. Boniface General Hospital, you will not be enrolled in clinical research without your knowledge or consent. The decision to participate in research is always up to you.

What is Informed Consent?

Informed consent means that you are given information so that you can understand what is involved in any research study. You will be told what the known risks and benefits are, what the most common side effects are, and what you will be required to do in the research study. Given this information, you can speak to family and friends and then decide if you want to be in the research study or not.

You will be told about what treatments are being tested and what alternatives are available to you other than being in the research study. You will need to ask the study doctor, study nurse, or study staff about any part of the consent that is not clear to you. If you do not want to be in the research study, you may refuse without affecting your treatment or care.

If you are involved in a research study, you will be told about new findings and you will be given any new information that may affect your willingness to participate in the trial. Signing a consent form does not bind you to the study or waive any legal rights you have. You can still withdraw your consent at any time without having to give a reason.

Why Is Clinical Research Important?

New discoveries and advancements in health care and science are the results of research.  By doing research, we are able to identify which procedures and treatments work better, and which ones are safe and effective. The results of  research studies will direct which procedures and treatments become widely available. The results of research may also change the way we deliver care or provide services.

Do I have to be in a research study to get the care and treatment I need?

No. All of the treatment options that would normally be available to you should be discussed with your study doctor or study caregiver.  Treatment options will be identified to you so that you can make your own decision about any treatment that is experimental. Whether you decide to be in a research study or not, you will still receive at least the same level of care you would normally.

What do I do if I change my mind?

You always have the right to withdraw from a research study. 

If you are in a study that involves treatment, it is recommended that you discuss any plans about withdrawing with your study doctor so that you can be placed onto an alternate treatment plan in the event that you need to receive alternate therapy. In some cases, an abrupt or quick withdrawal from the study treatment might affect your health, therefore, do not stop your treatment without notifying your study doctor. If you have received an implanted device as part of a research trial, withdrawing your consent to be in the study may require removal of the device. This must be discussed with your study doctor.

Who do I call if I have a problem?

It is important that you contact your study doctor, the study nurse, or the study staff if you experience any health problems or have an accident while in a study or in the months following your participation. If you have a health problem, this may be the result of being in the research study or it may not, but your study doctor will need to be involved to help to sort that out. You might need to be taken off the study treatment or have a change in your treatment. 

In the event that you are hospitalized or have other medical treatment while you are in a treatment based research study, it is important to let your caregivers know that you are in a research study so that they can get details of your study treatment from your study doctor. Even if you have a car accident or a fall and hurt yourself and do not think it is because of being in a study, you still need to let the study doctor know.

The names and phone numbers for the study doctor and study staff are included in the consent form for any 

