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NOTES FOR RECRUITING SURGEON

NOTE: This information should accompany the Patient Entry Form.

Please ensure that the following eligibility requirements are met before you invite a patient to participate in the ACTIVE trial:

· the patient is not participating in any other clinical trial involving the knee, either currently or in the last 6 months

· there is a symptomatic chondral defect on the medial or lateral femoral condyle or trochlea needing surgery. Patients with 2 defects in the same compartment may be included if the defects are to be treated in the same way. 

· the defect is considered suitable for ACT and at least one of the existing alternative treatments

· there has already been a previous procedure (which may be ACT) carried out on the same defect at least 12 months previously which has failed to relieve symptoms

· there is substantial uncertainty as to whether to treat with ACT or with conventional therapy

For any eligible non-English speaking patients please ask the study coordinator to arrange for translation services.

A patient is not eligible for the study if subject to any of the following:

· a defect of greater than 12 cm2 in total area 

· meniscectomy, or untreated malalignment of the patella 

· osteoarthritis, inflammatory condition, history of mesenchymal tumours

· known anaphylaxis to any product used in chondrocyte preparation

· low probability of compliance with physiotherapy or follow-up, including a major life-threatening condition.

Informing eligible patients about the trial

Please explain to the patient that it is not clear to you which treatment would be the most effective for their knee problem.  Then say something like this:

“We are currently running a trial to try and determine which type of surgery is best for your knee problem.  You could benefit from more than one type of surgery and it is not yet known which surgery (if any) is best.  By taking part in the trial you will have a 50/50 chance of having ACI (describe ACI) or an alternative (describe your choice of alternative treatment from those listed on the Patient Entry Form).  You don’t need to make a decision about this today but if you are interested please take this information leaflet away to read.  By participating in the trial you will be expected to complete questionnaires and attend clinics so that we can assess your progress.  Because we are interested in assessing the long-term benefits of your surgery, we will continue to assess your progress for ten years.  Your participation in the trial will not affect any treatment you may require in the future.   
If you are interested and would like the study coordinator to contact you at a later date please complete and sign this pre-consent form.  Within the next few weeks the study  coordinator will  offer you an appointment so you can discuss the trial with her before deciding to participate.   
Whether you take part or not, you will be put on the waiting list for treatment and can expect to be treated within ___ months time (please let them know how long you expect this to be).
