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The Study on the Embryonic Stem Cell
Research under the U.S. Laws-
NIH/HSC And Patent System

Wen-Yin Chen™

Abstract

In 2001, President Bush made a statement to restrict federal grant on the
embryonic stem cells research which embryos were destructed; in 2007, Bush
signed the Executive Order 13435 to restate the restriction and expand the funding
to non-human pluripotent stem cell research. In 2009, President Obama signed
Executive Order 13505 to overturn 134350rder and lift the ban. To accord the
Executive Order, NIH enforced “NIH Guidelines for Research Using Human Stem
Cells”(HSC Guideline). As to patent system, embryonic stem cells-related
inventions have always been patentable without regard to the executive order.

Embryonic stem cells research raises ethical issues, other than religion, how
to derive it is the main issue causing endless debate. NIH/HSC Guideline deals
with this issue and hopefully smoothes down the dispute. Since 2001, there have
been many outstanding results in the stem cells research, especially in the field of
regenerative medicine and pluripotent stem cells. Whether the government shall
get involved and how the patent system adjusts embryonic stem cells research are
the main subject in this paper.
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Till now, most of stem cells-related patents, especially embryonic stem cells,
are basic science and research tools which researchers need to work on research.
Patent holders may exclude others from using their patented technique or tools,
researchers are forced to choose to pay royalty or not to use those technique/tools,
it would be inevitable to block the scientific development.

The following measures may solve the problem: 1. The granting authority
may establish guideline, like NIH/HSC Guideline, to require the grantees license
their patents by following the guideline. 2. Experimental exemption and
compulsory licensing may help researchers to utilize stem cell patented technique
without infringing others’ patents. 3. Knowledge commons — To organize
cooperative union may expand cooperation around the world and promote
embryonic stem cells research.

Keywords: Stem cells, Embryonic stem cells, NIH Guidelines for Research
Using Human Stem Cells, Regenerative medicine, Experimental
exemption, Compulsory licensing, Knowledge commons
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