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ORTHOMED NICE 
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Product information: brief summary  

 
NAME OF THE MEDICINAL PRODUCT: ChondroCelect 10,000 cells/microlitre implantation 
suspension. QUALITATIVE AND QUANTITATIVE COMPOSITION : General description : 
Characterized viable autologous cartilage cells expanded ex vivo expressing specific marker 
proteins. Qualitative and quantitative composition : Each vial of product contains 4 million 
autologous human cartilage cells in 0.4 ml cell suspension, corresponding to a concentration of 
10,000 cells/microlitre. PHARMACEUTICAL FORM: Implantation suspension. Before re-
suspension the cells are settled to the bottom of the container forming an off-white layer and the 
excipient is a clear colourless liquid. Therapeutic indications: Repair of single symptomatic 
cartilage defects of the femoral condyle of the knee (International Cartilage Repair Society [ICRS] 
grade III or IV) in adults. Concomitant asymptomatic cartilage lesions (ICRS grade I or II) might be 
present. Demonstration of efficacy is based on a randomized controlled trial evaluating the efficacy 
of Chondrocelect in patients with lesions between 1-5cm². Posology and method of 
administration: ChondroCelect must be administered by an appropriately qualified surgeon and is 
restricted to hospital use only. ChondroCelect is solely intended for autologous use and should be 
administered in conjunction with debridement (preparation of the defect bed), a physical seal of the 
lesion (placement of a biological membrane, preferentially a collagen membrane) and rehabilitation. 
Posology: The amount of cells to be administered is dependent on the size (surface in cm²) of the 
cartilage defect. Each product contains an individual treatment dose with sufficient number of cells 
to treat the pre-defined lesion size, as measured at biopsy procurement. The recommended dose of 
ChondroCelect is 0.8 to 1 million cells/cm², corresponding with 80 to 100 microlitre of product/cm² 
of defect. Method of administration: ChondroCelect is intended solely for use in autologous cartilage 
repair and is administered to patients in an Autologous Chondrocyte Implantation procedure (ACI). 
The implantation should be followed by an appropriate rehabilitation schedule for approximately 
one year, as recommended by the physician. Contraindications: Hypersensitivity to any of the 
excipients or to bovine serum. ChondroCelect must not be used in case of advanced osteoarthritis of 
the knee. Undesirable effects: In a randomized, controlled study in the target population, 51 
patients were treated with ChondroCelect. In these patients, a periosteal flap was used to secure the 
implant. Adverse reactions occurred in 78.4% of the patients over a 36-months postoperative follow-
up period. The most common adverse reactions were arthralgia (47.1%), cartilage hypertrophy 
(27.4%), joint crepitation (17.6%) and joint swelling (13.7%). Adverse reactions collected from 370 
patients included in a Compassionate Use Program are similar to those reported in the target 
population. Most of the reported adverse reactions were expected as related to the open-knee 
surgical procedure. The most frequently occurring reactions reported immediately after surgery 
include joint swelling, arthralgia and pyrexia. These were generally mild and disappeared in the 
weeks following surgery. Adverse reactions of special interest: Arthrofibrosis: In the compassionate 
use patients, a higher incidence of arthrofibrosis and decreased joint range of motion was observed 
in a subgroup of patients with a patellar lesion (8.2% and 13.1% respectively) compared to non-
patellar lesions (0.6% and 2.6% respectively). Cartilage hypertrophy: In the majority of the 370 
patients included in the Compassionate Use Program, a collagen membrane instead of a periosteal 
flap was used to seal the defect. According to current literature the incidence of cartilage 
hypertrophy can be reduced by using a collagen membrane to cover the lesion site instead of using a 
periosteal flap (Gooding et al., 2006; Niemeyer et al., 2008). When a collagen membrane was used 
to seal the lesion site after application of ChondroCelect, the incidence of cartilage hypertrophy was 
reported to be 1.8% compared to 25% in the randomized, controlled trial alone. Name of the MA 
holder: TiGenix NV, Romeinse straat 12/2, B-3001 LEUVEN, Belgium. Product authorization 
number: EU/1/09/563/001.  
Medicinal product to restricted medical prescription – restricted to hospital use only. 
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