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PATIENT INFORMATION SHEET AND CONSENT FORM

Different forms of ketamine for treatment of breakthrough pain
Investigators: 
Professor Stephan Schug 

Dr Chui Chong

Department of Anaesthesia and Pain Medicine

You are having episodes of pain during certain times of the day or during specific activities such as physiotherapy or dressing changes.  This research is being performed to test whether ketamine tablets or ketamine lozenges can treat your acute pain better whenever it arises.
Please take as much time as you need to read the following information carefully and discuss it with your family, friends and your doctor if you wish.  Ask us if there is anything that is not clear or if you would like more information.

1. Do I have to take part?

It is entirely up to you to decide whether or not to take part.  If you decide to take part you will be asked to sign a consent form.  You will receive a copy of this information sheet and your signed form.

If you decide to take part you are still free to withdraw at any time and without giving a reason.  This will not affect the standard of care you receive.  Should you not wish to take part, the trial doctor will explain what alternative treatments are available to treat your pain.

2. What will happen to me if I take part?

The trial will take 2 days overall.  During the treatment days you will receive one of two formulations of ketamine (tablet or lozenge), with “dummy” tablets and lozenges to hide which is the active drug.  You will always receive ketamine one way or the other.

In the 4 hours following each dose, a study doctor or study nurse will see you to assess your pain on a rating scale from “0 = no pain” to “10 = worst pain imaginable”.  If you feel comfortable with the scale, you can also record your pain score yourself.  The form of drug you receive (tablet or lozenge) will be determined by random methods, which is similar to throwing a dice.

Should pain occur on one of the days without ketamine, you will have access to all other types of medication for pain relief.
3. What are the possible benefits of taking part?

You are already using ketamine by one or another means through the Pain Service.  Participation in the trial might permit us to find the most suitable way of taking ketamine for pain relief in the future.  You may not benefit personally from participation in the trial, but will also not be disadvantaged, as you receive ketamine on both days anyway.  The results may help with development of better methods of administering ketamine in the future.

4. What are the possible disadvantages, risks and side effects of taking part?

You already receive or have received ketamine for pain relief and are therefore familiar with its potential adverse effects.  These can include drowsiness, slight confusion or nightmares and are not expected to be different when you will take ketamine in this study.

5. What are my rights if something goes wrong?
In the event that you suffer an adverse event or medical accident during this study that arises from your participation in this study, you will be offered full and necessary treatment by Royal Perth Hospital.  The Ethics Committee has approved this study on the basis (amongst others) that the reported risk of such an event is either small or acceptable in terms of the risk you face as a result of your current illness or the benefit that is possible with the new treatment being tested.  No provisions have been made in this trial to offer trial subjects who suffer an adverse reaction monetary compensation, but the absence of such a provision does not remove your rights under common law to seek compensation under common law.

6. Will my taking part in this trial be kept confidential?

Yes.  All your records will remain strictly confidential at all times.  The results of this trial may be submitted to national and international medicines regulatory authorities or to medical journals for publication which can take a long time.  If you are interested in receiving copies of publications resulting from this research, please discuss this with the research doctor.  You will not be identified in any record or publication.

7. Further Information

This research project has been approved by the Ethics Committee at Royal Perth Hospital (Chairman: Dr Frank Van Bockxmeer).  Further information may be obtained from Prof Schug or Dr Chui Chong (via Royal Perth Hospital switchboard (08) 9224 2244).
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Consent to Participate in the Study

Different forms of ketamine for treatment of breakthrough pain

I,…………………………………………….. agree to participate in the above study.  I have read and understand the Patient Information Sheet and I have been given a copy of it.  I have been given the opportunity to ask questions about the study.  I understand that I may withdraw from the study at any time.

Signed ..……………………………………………… Date ……………………….
Signature of Investigator …………………………….. Date ……………………….
March 2011
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