Print the first page of the Information Sheet on Hospital letterhead if it will be carried out here, or on your institutional letterhead

Use second person (“You”) throughout the Patient Information Sheet, and use first person (“I”) throughout the Consent Form. 

Information Sheet and Consent Form

Insert Title of Study
Principal Investigator:
 Insert name and 10 digit phone number
Sponsor:


Insert name(s)
The document should be divided into sections with headings identifying each part.   The samples listed below may or may not be relevant to your study.
Introduction 

You are being asked to participate in this research project because…Inform participants why they are being approached.  Is it because they have a particular disease, or are they being approached as normal, healthy volunteers?  

Please read this Patient Information Sheet and Consent Form carefully and ask as many questions as you like before deciding whether to participate in this research study.  You can discuss this decision with your family, friends and your health-care team.
Background, Purpose and Design of the Study
Explain in lay terms the purpose of the study, and provide a brief description of how you plan to reach these goals.  This section should also state whether the study is a continuation of a previous study, increased dosage, changing administration of a drug, new patient population, etc. If the study is multi-centre, indicate the number of centres participating, the total number of subjects to be recruited from all centres and the number to be recruited from The Ottawa Hospital.
If this is a drug or device study, indicate whether the drug or device has been approved by Health Canada.

Study Procedures and or Description of Treatment
Explain what the research participant’s role will be in the study, provide a description of the various treatments they may receive, and whether the treatments are part of standard care, or attributable to the study.  (If the procedures are repetitive, consider using a table format.)
List each test as well as the frequency of each test, the number of x-rays if applicable, the number of blood tests if required, the volume of blood to be taken each time both in mls and teaspoons and/or tablespoons, as well as the total amount of blood to be drawn, both in mls and teaspoons and/or tablespoons, for the study.  Indicate which tests are solely for the purpose of the study.

If participants are to be randomized to various arms of the study, ‘randomization’ must be defined for them.  Randomization means that you are put into a group by chance.  If there are two arms to the study, define randomization as “similar to flipping a coin”.  If there are three or more arms to the study, define randomization as “like pulling a number out of a hat”. 

If it is a drug study and the participants may receive a placebo during their participation in the study, explain that placebo is “an inactive substance” which will look exactly like the study drug, etc.  If the study is double-blinded, the process should be explained to the participants.  Explain ‘why’ the participant and the investigator will not know which agent the participant is taking.
Participants must be reassured that the blind can be broken should an emergency arise and their treating physician require the information.  Participants should also be told if there will be any therapies withdrawn or withheld, and the reasons for including placebo therapy in the study.

If there are questionnaires to complete, inform the participant what type of questionnaires they will be asked to complete, how many times they will be asked to complete the questionnaires, and provide them with an estimated amount of time that you expect it will take them to complete the forms.  They must also be informed that they may skip any questions that they do not feel comfortable answering.
Inform the participants where they will take part in the study, whether it will be at the hospital, at home, how many visits their participation may involve, how long each visit will take, and whether there will be any follow-up required for the study, etc.

Study Duration
Inform the participant how long the study is expected to continue, and how long they will be expected to participate for.
Possible Side Effects and/or Risks
List all possible side effects and risks of the study.  Be sure to define all medical terms.
Quantify the side effects and risks whenever possible.  If there are no figures available, indicate if they are very likely, less likely, etc. 
Very Likely (seen in 21% or more of patients):

Less Likely (5 to 20%):

Rare (1 to 4%)

Very Rare but serious (less than 1%)

Pregnancy & Contraception

Although there is no adequate clinical experience in pregnant women, results of studies in animals with this drug have shown that the unborn child may be affected by….include explanation.  Therefore women must agree to try not becoming pregnant during this study (if there is a specific timeframe, provide it).  In the event of pregnancy, or suspected pregnancy, your doctor must be told immediately and the study medication may be stopped in order to avoid unknown risks to the unborn child.

If you are a woman of childbearing age, you will have a pregnancy test done to ensure that you are not pregnant before the study begins.  You may also be asked to have another pregnancy test done, during? or after? the study is complete.

Benefits of the Study
Identify the specific direct benefits to the subject if they participate in the study.  Ensure the statements made are not coercive in nature but realistically provides an appreciation of the scientific knowledge anticipated.  If there are none, inform the participant as well.

You may not receive any direct benefit from your participating in this study.  Your participation in this research may allow the researchers to…describe… which may be of benefit to future patients. 

Alternative Treatment Available
If there are other approved and/or standard treatments available for their disease and/or condition, these options should be provided to the participants so that they know there are other treatments available to them.

Participants should also be informed if there are no alternative treatments available to them.

You do not have to participate in this study to receive treatment for your…  Other treatments available include……Your study doctor will discuss these options with you. 

Withdrawal from the Study 
Inform participants that they may withdraw from the study at any time without any impact to their care.  If it is in their best interest to discuss their choice with the investigator or study nurse before they stop the study, recommend this to them and provide them with an explanation.

If withdrawal is impossible, state it.  For example, the well functioning experimental artificial hip cannot be removed, but participation in the study assessments may be. 

If the request to withdraw from the study must be in writing, a sample letter must be provided to the research participant.  (A sample is available on our website, under ‘Consent Forms’).

Participants should also be given the choice of having their data withdrawn from the study completely, or be provided with the reasons why this option may not be possible.  

You have the right to withdraw from the study at any time without any impact to your current and future care at the Ottawa Hospital.  If you decide to withdraw, you should discuss this with the study doctor or nurse before you stop the study.  (If you withdraw from the study, the final assessment visits will need to be completed.  This is important for your safety and well-being.)

In some cases, your study participation could be discontinued by your study doctor or study sponsor, without your consent, at any time for any of the following reasons:

· The study doctor feels it is in your best interest

· The sponsor or a government agency such as the U.S. Food and Drug Administration (FDA) or Health Canada cancels the study

· Your need additional medication that would interfere with the study

· You become pregnant

· You do not follow the study staff’s instruction

You may cancel this consent at any time.  If you withdraw your consent, the study doctor will no longer use and disclose your personal health information under the consent for this study, unless the study doctor needs to use and disclose some of your personal health information to preserve the scientific integrity.  Information given to the sponsor before you cancel this consent may still be used by the sponsor.

You have the right to check your study records and request changes if the information is not correct.  However, to ensure the scientific integrity of the study, some of your records related to the study may not be available for your review until after the study has been completed.

Compensation 
Insert one of the following two compensation clauses
“If you are injured or become ill as a result of your participation in this study, (insert the name of the investigator and institution) will ensure that adequate medical care/treatment is provided to you.  The cost of this care/treatment will be paid by (insert the sponsor’s name).  Financial compensation for such things as lost wages, disability or discomfort due to an injury is not routinely available.  You will not give up any legal rights by signing this form.”

Or
“In the event of a research-related injury or illness, you will be provided with appropriate medical treatment/care.  You are not waiving your legal rights by agreeing to participate in this study.  The study doctor and the hospital still have their legal and professional responsibilities.” 

Study Costs
Participants should be provided with a parking voucher, or be informed if they are to be reimbursed for expenses such as parking, meals, babysitting, etc.
You will not be paid to participate in this research study.  The drug will be provided to you free of charge as long as you participate in this study.  You will be reimbursed for parking and…directly related to this study.
If participants are to be compensated for their time in the study, they should be informed that the income may be taxable.  The following statement should be included:
Income earned as a result of your participation in this study, that is not for reimbursement of study expenses, will be considered taxable income by Revenue Canada.  In order to receive payment for your participation in this study, it will be necessary to provide the investigator or their delegate with your Social Insurance Number.  The Ottawa Hospital will then issue a T4A for any amount over $ 500.00, by the end of February of the following year.

Research participants must be informed if their physician will receive a fee for enrolling them in the study.

Confidentiality
(If there is no sponsor, delete mention of them)
All personal health information will be kept confidential, unless release is required by law.  Representatives of the sponsoring company _______, or of government regulators such as Health Canada, or the Food and Drug Administration (U.S.A.), representatives of the Ottawa Hospital Research Ethics Board, as well as the Ottawa Health Research Institute, may review your original medical records under the supervision of Dr. ___________'s staff for audit purposes.
You will not be identifiable in any publications or presentations resulting from this study.  No identifying information will leave the Ottawa Hospital.   All information which leaves the hospital will be coded with an independent study number.  (Initials should not be used.  If DOB is required, only the month and/or year should be used) 
The link between your name and the independent study number will only be accessible by Dr. ________ and/or his/her staff.   The link and study files will be stored separately and securely.  Both files will be kept for a period of _____ (15 years, or 25 years for investigational drug or device studies) years after the study has been completed.  All paper records will be stored in a locked file and/or office.  All electronic records will be stored _______ (Indicate where – Privacy Office/OHREB preference is for the records to be stored on a hospital server) and protected by a user password, again only accessible by Dr. ________ and/or his/her staff.  At the end of the retention period, all paper records will be disposed of in confidential waste or shredded, and all electronic records will be deleted.
Voluntary Participation
Your participation in this study is voluntary.  If you choose not to participate, your decision will not affect the care you receive at this Institution at this time, or in the future.   You will not have any penalty or loss of benefits to which you are otherwise entitled to.
New Information About the Study

You will be told of any new findings during the study that may affect your willingness to continue to participate in this study.  You may be asked to sign a new consent form.

Questions about the Study

Provide the participant with the names and phone numbers (xxx-xxx-xxxx) of the local investigators, and/or the research assistants/nurses that they may call should they have any questions about the study.  If the nature of the study is such that the participant may need to contact the local investigators and/or the research assistants/nurses after regular business hours due to unusual side effects or symptoms, an alternate 24-hour phone number should be provided, and participants told to contact them immediately.

If you have any questions about this study or if you feel that you have experienced a research-related injury, please contact Dr. ________ at 613-___-____or the study nurse at 613-___-____. 

The Ottawa Hospital Research Ethics Board (OHREB) has reviewed this protocol.  The OHREB considers the ethical aspects of all research studies involving human subjects at The Ottawa Hospital.  If you have any questions about your rights as a research subject, you may contact the Chairperson of the Ottawa Hospital Research Ethics Board at 613-798-5555, extension 14902.

Print the first page of the Consent Form on Hospital letterhead if it will be carried out here, or on your institutional letterhead.
The consent form should be personally dated by the participant, and by the person who obtained consent.

Consent Form

Insert Title of Study

Consent to Participate in Research
I understand that I am being asked to participate in a research study about      (describe).  This study has been explained to me by (insert person’s name). 
I have read this (insert total # of pages) Patient Information Sheet and Consent Form (or have had this document read to me).  All my questions have been answered to my satisfaction.   If I decide at a later stage in the study that I would like to withdraw my consent, I may do so at any time.

I voluntarily agree to participate in this study.

A copy of the signed Information Sheet and/or Consent Form will be provided to me.

Signatures

______________________________

Participant’s Name (Please Print)

______________________________

_________________
Participant’s Signature



Date
Investigator Statement (or Person Explaining the Consent)

I have carefully explained to the research participant the nature of the above research study.  To the best of my knowledge, the research participant signing this consent form understands the nature, demands, risks and benefits involved in participating in this study.  I acknowledge my responsibility for the care and well being of the above research participant, to respect the rights and wishes of the research participant, and to conduct the study according to applicable Good Clinical Practice guidelines and regulations. 
____________________________________

Name of Investigator/Delegate (Please Print)

____________________________________

Signature of Investigator/Delegate
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