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You will need to answer the questions on this form when randomising, either by phone on 0800 953 0274 (+44 (0) 121 687 2319 outside UK), or web randomisation on https://www.trials.bham.ac.uk/active 

When patients are identified prior to randomisation, surgeon should complete parts A & B and pass form to local trial coordinator.  At randomisation, local trial coordinator should check that parts A & B are complete and correct before randomising the patient.
PART A: IDENTIFYING DETAILS

Hospital Name                                                                                                    Responsible clinician
Patient’s Surname



                                  Given Name(s)                                                           
Patients’ Address

Date of Birth (dd:mon: yyyy)                    :
:
  Sex:    M             F            Tel. No. 
Hospital number



                    N.H.S. Number

PART B: PATIENT’S MEDICAL DETAILS

Affected Knee
Left

Right

Both (ineligible)

Date of most recent procedure (dd:mon: yyyy)                                  :
     :

Type:

(n.b. randomisation must be at least 6 months post procedure)

Type of defect:   Medial femoral     
     Trochlea
            Lateral femoral               patella

Predicted size

cm2
PRE-RANDOMISATION ELIGIBILITY CHECKLIST                                                 If OCD, predicted depth of bone                        mm
Generalised OA, inflammatory condition or history of mesenchymal tumours? 
No
Yes (ineligible)



Untreated malalignment of patella or unstable knee? 

No
Yes (ineligible)

Concurrent total menisectomy or osteotomy? 


No
Yes (ineligible)

Intended STANDARD  treatment:          Debridement              Bone graft    
     Drilling
              Microfracture             Mosaicplasty        AMIC
Intended CELL-GRAFTING  treatment :          
              ACI (membrane)        ACI (periosteum)            ACI (rand. periosteum /membrane)           MACI             MACI (rand. Chondron/MACI)
Expected date of surgery (mon:yyyy)

       :

(NB Surgery must take place within 3 months of randomisation)

Please pass this form now to the local trial coordinator who will contact the patient at a later date.  

When ready to randomise, coordinator should check parts A and B and complete the rest of the form.
(Pre-registered patients) Details in Parts A&B been checked and/or corrected?
 
Yes
No (ineligible)

If patient decides not to take part, record below the reasons (if known) and return this form to the trial office 


PART C: RANDOMISATION DETAILS

 BLOOD TEST RESULTS  - if required prior to randomisation – check with cell company  Date of test (dd:mon:yyyy)                :      :


HIV
Negative
Positive (ineligible)
Hepatitis B
Negative
Positive (ineligible)

Hepatitis C
Negative
Positive (ineligible)
Syphilis
Negative
Positive (ineligible)

Has the patient given written informed consent?



Yes
No (ineligible)

Have all pre-randomisation assessments been completed? 


Yes
No (ineligible)

PLEASE HAVE THE PATIENT-RATED INDIVIDUAL ITEM LYSHOLM SCORES TO HAND WHEN RANDOMISING

TREATMENT ALLOCATION




ACTIVE Trial number




    ACI (periosteum) 
   ACI (membrane)              MACI            Chondron  

    Debridement         Bone graft      Drilling            Microfracture             AMIC
    Mosaicplasty

Please use the patient’s trial number on all correspondence / forms sent to the trial office. Please fax or send a copy of the consent form to the ACTIVE trial office and arrange for baseline assessments to be entered onto the ACTIVE database or sent to the trial office.


Contact Person







Telephone


N.B. After randomisation, follow-up data will be requested, even if the allocated treatment is not given or the diagnosis is changed. 

ACTIVE Trial Office, Robert Jones and Agnes Hunt  Orthopaedic Hospital, Oswestry, Shopshire, SY10 7AG. Fax: 01691 404170









PATIENT ENTRY FORM              Trial No.	�     





�





Or attach hospital sticker here if ALL details given
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