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Japan’s Ethical Position on

Beginning of Life in Bio-medical Research

Principles

1) Prohibition of creation of embryo for research

2) Permission of use of surplus embryo for research

3) Permission of differentiation of gametes from ES/iPS cell

4) Permission of therapeutic cloning only for ES cell
derivation

5) Permission of research using chimeric animal-human
embryo and induction of chimeric embryo to animal

womb

Historical development of regulations on embryo

1996 Birth of Dolly

1997 Establishment of National Bioethics Committee

1998 First derivation of human ES cell (Thomson, Wisconsin, US)

1999 Report “Basic conception on reproduction of human being through cloning technology”

2000 Report “Basic Conception on research on human embryo, including human ES cell”
Law on regulation of cloning technology on human being
2001 Guidelines on derivation and use of human ES cell (MEXT)
Guidelines on the research on certain kinds of embryos (MEXT) (therapeutic cloning ban)

2004 Report “Basic conception on handling of human embryo”
2006 Ethical guidelines on clinical trials using human stem cells (MHLW)

2009 Revised Guidelines on research on certain kinds of embryos (therapeutic cloning)
Guidelines on derivation of human ES cell / Guidelines on use of human ES cell (MEXT)

2010 Guidelines on research of creation of gametes from human iPS cell an human stem cell
(MEXT)

Revised Ethical guidelines on clinical trials using human stem cells (iPS cell only)

2013 Approval of a protocol using iPS cell for a clinical research
Act on Promotion of Regenerative Medicine
Act on Safety of Regenerative Medicine

Revised Act on Pharmaceutical Affairs 3
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Status of human embryo

Human embryo = Germ of human life
Dignity derived from dignity of human being
Decent handling of human embryo

Prohibition of creation of human embryo
for research purpose

Research for
XCePLIoNS  Regenerative medicine/
Assisted reproduction

Permission of use of surplus embryo
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Ethical issues of therapeutic cloning Gametes and embryo from ES/iPS cell

Background

No creation of embryo other than for reproductive purpose - Expectation for the development of treatment and
diagnosis of incurable diseases in gametes and embryo
Exception = Research of regenerative medicine - Scientific advancement in creation of gametes from
@ pluripotent stem cells in small animals
ﬂm - Spread and establishment of ethics awareness on human
AClonTgpgY«------ Therapeutic cloning embryo and human ES cells by ES guidelines since 2001
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