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EMEA/724428/2

ASSESSMENT REPORT
FOR
ChondroCelect
Common name: characterised viable autologous cartilage

cells expanded ex vivo expressing specific marker proteins
Procedure No. EMEA/H/C/000878

http://www.gezondheid.be/index.cfm?
fuseaction=art&art_id=9251

“In order to address the carcinogenic potential of ChondroCelect, the Applicant performed an in vitro
study to evaluate senescence of human articular chondrocytes after serial passaging, using
ChondroCelect culture conditions. Cells were kept beyond the routine cell culturing as suggested in

EMEA/CHMP/410869/2006. BE5E D BARS A 3 -8k e 0D 12 D MR £ b Ein vitro TEE{

The results provide sufficient evidence that immortalisation of human chondrocytes during limited
time in in vitro culture conditions would not occur, and that the risk of tumorigenic growth is

negligible. EEMMPARECHROHRITE - EEREBIEIERETESD
—ZENLULDEBREERLESTEHLL

In view of these results, the absence of standard carcinogenicity studies was considered to be

acceptabld 3RS : SO KSABMISTER RNTIEE DL OB OFFEAMBMERH TEZDOH 2
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