
[image: image1.png]f ACTIVE



Eligibility

· Symptomatic chondral/osteochondral defect(s) on the medial or lateral femoral condyle or trochlea suitable for either ACI or one of the existing conventional treatments (debridement, drilling, microfracture, AMIC, mosaicplasty, bone graft)

· Not more than 2 defects, not kissing and total area not greater than 12 cm2
· Surgical treatment/washout for the same defect, carried out at least 6 months previously, that has failed
· No concurrent total meniscectomy/osteotomy or untreated malalignment of patella

· No generalised osteoarthritis, inflammatory condition or history of mesenchymal tumours

· Likely to comply with appropriate physiotherapy

· HIV, Hepatitis B & C, Syphilis, HTLV I & II negative (or tests as required by the cell supplier)

· Patient not in clinical trial involving the knee, currently or in last 6 months
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Randomisation

· Obtain patient’s written informed consent

· Serology: all tests as required by cell provider completed and negative

· Specify ACI or MACI options (which may include a sub-randomisation as listed below)
· Decide treatment in the event patient is randomised to `alternative’ arm of trial 

· Ring randomisation service and answer all questions on Registration Form

· Eligible patients will be randomised




Randomise 

                            ACI or MACI (according to choice)


ALTERNATIVE






     


 



         (debridement, abrasion, 









         


         microfracture, mosai
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Pre-operative Assessment

(i) Independent observer



(ii) Patient Self-assessment
Semi-structured interview



Lysholm knee score

Physical/functional assessment



Cincinnati score

Lysholm knee score




EQ5D









IKDC 
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Treatment 

When the above assessment has been completed and confirmed, the ACTIVE treatment allocation will be issued.

Treatment will be completed as soon as possible

-------------------------------------------------------------------------------------------------------------------------------------------------------

Follow up

(i)  Clinic assessments at 2/3 & 6 months & 1, 3, 5 & 10 years post-op

(i) Independent (blinded) observer

(ii) Patient self-assessment
Semi-structured interview


Lysholm knee score

Physical/functional assessment


Cincinnati score

Lysholm knee score



EQ5D


Cessation of benefit 



IKDC








Resource usage

  (ii)   Patient self-assessment postal questionnaires at 2, 4, 6, 7, 8, & 9 years post-op

Lysholm knee score

Cincinnati score

EQ5D


IKDC


Resource usage 
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Debridement


Drilling


Microfracture


AMIC


Mosaicplasty


Bone graft





TRIAL SCHEMA





With periosteum or


With collagen membrane or


sub-randomised to periosteum  vs.  collagen membrane





MACI or


Sub-randomised to MACI vs. Chondron




















