Guidelines for obtaining informed consent

The following information is intended to assist any researcher at The Rehabilitation Centre who is working with human subjects and needs to obtain their informed consent prior to enrolling them in a research project. Keep in mind that informed consent is not simply a signature at the bottom of a piece of paper, but rather a process whereby a potential study subject is given all the information necessary to make an informed decision of whether or not to participate. The concept of informed consent arises from the Nuremberg Code and its present day equivalent, the Declaration of Helsinki. The Nuremberg Code was drafted to ensure that the atrocities which occurred during the Second World War in the name of “medical research” are never repeated. It was intended to provide as much protection as possible to human participants of research studies. It is grounded in the ethical principle of autonomy, which ensures the patient’s right to self-determination at every step in the medical process, including research.

To confirm that researchers are taking the time and making the effort to ensure that study subjects truly understand all of the information being given to them in the consent process, the Research Ethics Board at The Rehabilitation Centre reserves the right to randomly observe the process of consent-taking place and/or to randomly question research subjects about their understanding of the study. If there is a concern that study subjects are not receiving adequate information in a form they can understand and remember, the study may be suspended while this issue is addressed.

Before they can give informed consent, potential study subjects must first have the content of the study explained to them in the language of their choice, with wording appropriate to their educational and cognitive level (for the general population, no higher than Grade-8 reading level is normally recommended). For example, in a randomized controlled drug trial, instead of using the term “randomization” you could describe the process “like flipping a coin” or “like drawing numbers from a hat”. Detailed information about the study should be given not just verbally but also in the form of a comprehensive Information Sheet that study subjects can read in detail beforehand, and that they can keep for continued reference. By putting the details of the study in a separate Information Sheet, it is possible to avoid making the consent form unnecessarily long and complex. 

The Information Sheet should include:

1) The title of the study – exactly the same as that used on the consent form and in the research application form.

2) The name, institutional affiliation and phone number of the Principal Investigator (PI). If the PI is off-site, e.g. in the case of a multi-site drug trial, the name and contact information of the on-site co-investigator should also be given.

3) The context of the study – e.g. if this is a new drug being tested, or an older drug being tested at a new dosage or in a new patient population, or a drug entering the next stage of testing (from phase-3 to phase-4) etc., and why this study is important in view of what is already known (or not known) from earlier studies.

4) The purpose and objectives of the study.

5) A summary of the content of the current study – the procedures, the number of subjects required, a description of treatments and tests etc., and differentiating between what is related to research and what is part of standard care.

6) A summary of any potential risks to the subject. If no risks are anticipated, say that the risk of harm will be no greater than in normal daily activities. If there is a likelihood of risk greater than this, quantify it in simple terms – e.g. “a one-in-ten risk of nausea or headache during the first few days of treatment”.

7) The source of compensation to the study subject, in case of any injury or damage resulting from participation in the study. 

8) A summary of any potential benefits to the study subject, including indirect ones.

9) A list of any treatment alternatives, where applicable; if a standard treatment is to be withheld e.g. in a placebo-controlled trial, the relative risk of withholding that treatment must be described.

10) The number of visits required during the study.

11) The time required during each visit.

12) The source of funding for the study. If this is a sponsored study, give the name and home office of the sponsor. Mention any possible conflicts of interest.

13) Mention of any possible commercialization of the results.

14) Mention of any remuneration for the participant. If there are specific costs (e.g. parking) for which the subjects will not be remunerated, these should also be mentioned

Subject should be asked if they have any questions. It would be a good idea to ask them to summarize in their own words their understanding of the trial and its potential risks and benefits, to ensure that they have understood and remembered the information presented to them.

The participant should then be given an Informed Consent Form, which will be reviewed and discussed with them by the person obtaining the informed consent. Subjects should again be encouraged to ask any questions, and should be asked to summarize their understanding of the Informed Consent Form. Page one of the Informed Consent Form should be printed on The Rehabilitation Centre letterhead. If an Information Sheet has been provided, the Informed Consent Form need not repeat all of that information, but it should include the following components:

1) The name of the study and the name, institutional affiliation and contact information of the Principal Investigator.

2) A statement that the participant has received an Information Sheet about the study, has had it explained fully and been given a chance to ask questions, and has fully understood the content of the study including its risks and benefits.

3) A compensation statement. The Ottawa Hospital REB recommends including one of the following, the first being preferred by the OHREB, the second being acceptable if preferred by the sponsor :

“If you are injured as a result of your participation in this study, The Rehabilitation Centre [or the PI] should ensure that adequate medical care is provided to you. The cost of this care 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 understand that you will not give up any legal rights by signing this form.”

or

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

4) a statement that the participant is free to withdraw from the study at any time and that this withdrawal will not affect the subject’s access to health care or treatment in any way (or, if the participant is a student or trainee, that it will not affect their academic status). This statement should be bolded and should include information similar to the following:

I understand the purpose of this study. By signing below, I agree to take part in this study. This is assuming that

· Information will be collected and used for research purposes only.

· This information will be kept private.

· There is no pressure on me to take part. If I do choose to take part, I am still free to leave the study at any time and for any reason, simply by telling Dr. X or his research assistant Ms. Y.  This will not affect in any way my present or future treatment at The Rehabilitation Centre.
· After signing, I will get a copy of this consent form and the information sheet for my records.

5) A description of the precautions that will be taken to protect the anonymity of the subject, including the encoding, storage and ultimate disposal of audio and video recordings, transcripts and other records. This statement should also describe how the researcher intends to use the collected data (e.g. research publication in a scientific journal, graduate thesis, etc.), and how in any publications only aggregate data will be reported so that individuals will not be identifiable.

6) A statement that the researcher will advise the participant of any new information that may have a bearing on the subject’s decision to continue in the study.

7) A statement informing subjects of the names and telephone numbers of the individuals they should contact if they have any scientific or ethical questions about the study. 

It should again be stressed that obtaining informed consent is not an event but rather a process – a process that may in fact continue for the length of the study if subjects continue to have questions or if the study reveals any new information that may have a bearing on their decision to participate. While this process may appear to be time-consuming, we must remember that these people are doing us a great service by volunteering to participate in studies that may not always benefit them directly, and we must ensure that we are giving them all the information and time necessary to make sure that their decision on whether or not to participate is truly an informed and voluntary one.
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