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Doctor:
Practice:
Patient Name ...........................................

Date Randomised ..... / ..... / ..........
Date Of Birth ..... / ..... / ..........


Active Trial No. ....................
Hospital No. ..........................
Dear Dr 

Your above named patient has agreed to take part in ACTIVE, a randomised trial of different surgical procedures for a chondral defect in the knee in which we, and many other centres in the UK, are collaborating.

 

The trial aims to compare the long-term benefits and costs of autologous chondrocyte transplantation (ACT or cartilage cell grafting) with the “best alternative” from a range of other surgical treatments such as mosaicplasty, microfracture and debridement.  All of the treatments have been widely used for up to 5-15 years, but not previously compared to ACT in a randomised trial. 

The trial is organised by the Robert Jones and Agnes Hunt Orthopaedic Hospital, Oswestry together with the University of Birmingham Clinical Trials Unit and is funded by the UK Medical Research Council and supported by the Department of Health.

 

Patients are eligible for the trial if they have had a previous surgical intervention for the defect more than 6 months ago that has not relieved symptoms.  All of the treatment alternatives have been explained to your patient who was randomly allocated the following treatment: 

□  Cartilage cell grafting with periosteum      □   Cartilage cell grafting with membrane

□ Debridement    □ Mosaicplasty
□ Microfracture       □ Drilling      □ Abrasion
Cartilage cell grafting requires 2 operations approximately 3-5 weeks apart. In the first stage (day case), a small sample of cartilage is removed from the knee, cells are removed and amplified in the laboratory.  At the second stage (2 day in patient stay) the cells are transplanted back into the knee and retained in place either by a patch of periosteum removed from the shin, or by a porcine collagen patch.  Mosaicplasty, the transplant of a chondral plug from a non-load bearing area of the knee into the defect also necessitates a 2-day in patient stay.  Microfracture usually requires a 1-day in patient stay while debridement and drilling are usually carried out as day cases.

 

PTO
Following surgery your patient will follow a rehabilitation programme appropriate for the allocated procedure.  There are no requirements or restrictions on medication nor will the patient be prevented from having any further treatment for the same problem if that becomes necessary.  Follow up will comprise assessment of knee function by an observer who has no knowledge of the treatment allocation, and by self-assessment questionnaires completed by the patient.  The follow-up will take place at intervals in the outpatient clinic, and by post, for 10 years.  No additional invasive tests or radiology are required.

 

If you require any further information about the trial please contact me or the study co-ordinator ........................................................................................................
Yours sincerely,
.................................................
Consultant Orthopaedic Surgeon
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