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II. 成果の概要（総括研究報告） 
同種由来細胞製剤の強みは、大量かつ安価に同等の性能の細胞製剤を製造することができる点に
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ある。大量培養技術として micro carrier 法を選定し、拡大培養に特化した手順書を作成した。治験

時までに製造方法は製造販売以降での方法と同一のものとなった。平面培養法と micro-carrier 法で

は製造方法が変更されているため同等性を示しえないとの PMDA の見解に基づき、品質評価項目を

再検討し、治験届 CMC に対応させた。治験プロトコール、非臨床、品質 part を統合して治験届様

式（CTD）に取りまとめた。なお、ほぼ全ての間葉系幹細胞用無血清培地には TGF-βが含まれてお

り、線維芽細胞へと細胞特性を変化させてしまうことから、無血清培養法の導入は成功しなかった 
 

The strength of the homologous cell-based medicinal products is the ability to produce cell 
in large quantities and at low cost. We selected a micro carrier method as a mass culture 
technique and prepared the SOP for expansion culture. By the time of clinical trial, the 
manufacturing method was the same as the method after marketing. Based on the PMDA's 
indication that the planar culture method and the micro-carrier one are not biologically 
equivalent because the manufacturing method has been changed, the quality evaluations were 
re-examined and corresponded to the report of the trial notification. Clinical protocols, nonclinical, 
quality parts were integrated and summarized in a CTD package. the Unfortunately, introduction 
of serum-free culture method was not successful, because almost all the serum-free medium for 
mesenchymal stem cells contained TGF-β, which change the MSC characters into fibroblasts in 
their expansion. 
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