Mfple|=e Ruieinel MiolISIE| Ll YET} 289, 14

AKX} : skkoo@korea kr / 043—249-2510

Standard Procedure for Informed Consent of Somatic Cell or Tissue Donation
and Donor Eligibility for Clinical-Grade Induced Pluripotent Stem Cell Line
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School of Law, Ewha Womans University
Choi Kyungsuk

BACKGROUND: Human pluripotent stem cells (hPSCs) are promising with respect to their possible application in cell
therapy. To be used in clinical application, hPSCs must be derived from somatic cells or embryos that are non-contaminated
with pathogenic virus or bacteria; furthermore, the samples should come from donors who provided their informed
consents.

METHODOLOGY/RESULTS: The National Center for Stem Cell and Regenerative Medicine, Korea National Institute of
Health, has prepared the standard procedure for obtaining informed consent of somatic cell or tissue donation and donor
eligibility for clinical-grade human-induced pluripotent stem cell (hiPSC) lines.

CONCLUSION: In order to comply with international standards and domestic guidelines, we developed the informed

consent form and donor eligibility checklist for somatic cell or tissue donation for hiPSC.
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HBs Ag: Hepatitis surface antigen, HBV: Hepatitis B virus, NAT: Nucleic acid amplification test, HCV: Hepatitis C virus, HIV 1/2: Human immuno—deficiency

virus type 1 and 2, RPR: Rapid Plasma Reagin, FTA—-ABS: Fluorescent treponemal antibody absorption, HTLV: Human T—lymphotropic virus
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