Survey of People with Spinal Cord Injury
Answers to the following questions are needed to assist with discussions involving the Spinal Cord Society NZ and the Multiregion Ethics Committee.

What would be your response if you were approached about the following medical Trials?  
Please respond to the questions about each Trial quite separately.  The two Trials described are not alternatives.

Trial 1

· Trial 1 would ask people to take part in a physiotherapy programme involving active treatment for 2 hours per day, 5 days per week, with some activity supervised each week at a Physiotherapy Clinic or an appropriate Gym.  The Trial will go on for 2½ years.  The costs of attending the Clinic or Gym including travel will be paid back to you.

· The question being studied in the Trial is: Does the Physiotherapy programme lead to any long term benefit for muscle and or sensory function, even small benefits?  

Yes, very interested  FORMCHECKBOX 

Probably   FORMCHECKBOX 

Possibly  FORMCHECKBOX 
 
 No  FORMCHECKBOX 




If you wished to take part, do you think you can realistically commit the amount of time described above and actively take part in a physiotherapy programme for 2½ years in a medical research trial?  Please mark an X in the box to indicate how much of the physiotherapy activity you think you would realistically achieve.
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Now, please turn over and answer the second set of questions …

Trial 2

· Trial 2 would ask people to take part in a Trial that compared the effects of a physiotherapy programme (described in Trial 1) with surgery and cell therapy.  The surgery and cell therapy might produce small benefits in muscle and, or sensory function in people with chronic spinal cord injury.  
· The Trial would involve participants being allocated to one of two groups for the 2½ year period of the Trial.  People taking part in the Trial would not be able to choose the group in which you were placed.
· The Trial would involve all participants in the same active Physiotherapy treatment programme for 2 hours per day, 5 days per week, with some activity supervised each week at a Physiotherapy Clinic or an appropriate Gym.  The physiotherapy programme would go on for 2½ years.  

· The cell therapy would be provided for one group of participants.  It would involve surgery to the spinal cord, removal of some scar tissue and implanting some of your own tissue into the injury site.  
· As with any surgery there are some risks that include – 
· Bleeding or infection at the site – if either of these occurred you could be worse off than at present or some functions in your body might be worse.  This is a low risk – less than 5% and probably less than 1%.

· Temporary abnormal pain in some people for 2-3 months and require you to take a medicine to relieve the pain

· Leakage of fluid from around the spinal cord might occur and need to be corrected with a second operation.

· Possibly other uncommon adverse effects.
· The cell therapy may provide some benefit or no benefit.  A possibility exists that as a result of the surgery or a complication listed above, some individuals might be worse off than before.  The chance for this is low.

The question being asked by the Researchers is: Does the cell therapy plus Physiotherapy lead to any long term benefit for muscle and or sensory function, even small benefits, and is this better than Physiotherapy alone?
Yes, very interested in taking part  FORMCHECKBOX 

Probably   FORMCHECKBOX 

Possibly  FORMCHECKBOX 
 
 No  FORMCHECKBOX 




If you wished to take part, do you think you can realistically commit the amount of time described above and actively participate in a physiotherapy programme for 2½ years in a medical research trial?  Please mark an X in the box to indicate how much of the physiotherapy activity you think you would realistically achieve.
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Thank you for your help.  

Please return this survey by the 10th December '08 to one of the following:

Noela Vallis: 

428 Hinuera Rd Matamata, 3472; or
or email to us at
enquiries@scsnz.org.nz 
or fax to our office
03 479 5859
