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INFORMED CONSENT [SAMPLE]

Carpal Tunnel Syndrome: new tests for following response to treatment

Dr. X, Rehab Centre tel. 737-7350 ext. 7XXXX

I, _________________________, agree to take part in this research being done by Dr. X. I have read the fact sheet that gives all the details about this study. I have had enough time to ask any questions I had about it. 

Risks and benefits

If I take part in this study:

· I will be given some standard tests to see if I have Carpal Tunnel Syndrome (“CTS”). Then I will be given two extra tests.

· These extra tests should add only 10 more minutes to my visit. 

· The extra tests should be no more uncomfortable than the standard ones. 

· There is no known risk to these extra tests.

· The extra tests will not affect any other tests or treatments I might have at The Rehab Centre.

· I will also be asked to return to the clinic in about 6 months to repeat all of today’s tests. This is to look for any changes following my treatment for CTS.

· The extra tests may not directly benefit me, but they might give doctors a better way to follow how CTS patients respond to treatment. 

· If I find the extra testing too much, I may stop it at any time.

Compensation

I will be compensated for parking, or for reasonable travel expenses to The Rehab Centre.

Although none is expected, if any harm should come to me during the study Dr. X will see that I get proper treatment. There would normally be no payment for losses such as discomfort, disability or lost wages. However, by signing here I am not giving up any of my legal rights. 

Initials:                
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Privacy

· The researchers will take care to protect my identity. They will use only a code number on my study records. Only Dr. X will keep a record of my name.

· My study records will not be shown to anyone outside the study team.

· Study records will be kept in a locked file cabinet for at least ten years. After that, they will be destroyed according to Rehab Centre policy.

· A member of the study team will need to see my medical records during the study. This is to check that all information is complete and correct.

· If the results of this study are published, my identity will not be revealed.

Continuing consent

During this study, Dr. X will tell me about any new information that might affect my wanting to stay in the study.

Questions?

If I have any questions, or if I want a copy of the study results, I can contact Dr. X at 737-7350 extension 7XXXX. 

If I have any ethical questions about this study, I can contact the Chair of the Research Ethics Board, Dr. Y, at 737-7350 extension 7YYYY.
I understand the purpose of this study. By signing below, I agree to take part. 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 Z.  This will not affect in any way my present or future treatment at the Rehab Centre.

· After signing, I will get a copy of this consent form and the information sheet for my records.

Signed,

__________________       __________        _________________     __________

Participant

       Date
           Researcher/delegate
  Date
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