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* QGuidance for industry: guidance for human somatic cell
therapy and gene therapy. FDA/CBER, 1998.3.

 Suitability determination for donors of human cellular and
tissue—based products. FDA/CBER, 97N-484S, 1999.9.30

* Guidance for reviewers: Instructions and template for
chemistry, manufacturing, and control (CMC) reviewers of

human somatic cell therapy investigational new drug
applications (IND). FDA Aug 2003

* Point—to—consider on the manufacture and quality control
of human somatic cell therapy medicinal products. EMEM,

CPMP/BWP/41450/98, 2001.5.31

* Point to consider on xenogenic cell therapy medicinal
products. December 17 2003, EMEA
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