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Embryonic Stem Cell Research

Pluripotent cells (“stem cells”) are unique and valuable because they are undifferentiated
(meaning that they have the capacity to become any kind of tissue in the body) and, in principle,
self-renewing (that is, they can reproduce themselves indefinitely without losing their
pluripotency). They can be derived from the inner-cell mass of the early human embryo
(embryonic stem cells), the gonadal ridge of the early human fetus (embryonic germ cells), and
perhaps from a variety of other sources, including amniotic fluid, bone marrow, adipose cells,
etc.” Recent developments suggest that adult cells can be reprogrammed to pluripotency through
the introduction of certain genetic factors.

The primary normative question raised by the practice of embryonic stem cell research is
whether (and under what circumstances) it is morally defensible to disaggregate (and thus
destroy) living human embryos in order to derive stem cells for purposes of basic research that
may someday Yield regenerative therapies. The public question at issue for the past twelve years
has been whether and to what extent to fund such research with taxpayer dollars. This issue
raises additional contested normative questions about moral complicity, respect for conscience in
a pluralistic society, the moral and political significance of government endorsement (e.g.,
through federal funding), and the obligations of citizenship.

On Monday, March 9, 2009, President Obama issued Executive Order 13505, titled “Removing
Barriers to Responsible Scientific Research Involving Human Stem Cells.” 2 This order
authorizes the Secretary of Health and Human Services and the National Institutes of Health
(NIH) to “support and conduct responsible, scientifically worthy human stem cell research,
including embryonic stem cell research, to the extent permitted by law.”* The order lifted
limitations placed by President Bush on federally funded human embryonic stem cell research.
Finally, it directed the Secretary and the Director of NIH to issue new guidelines for such
research consistent with E.O. 13505. This guidance has now issued. The upshot is that the
United States government, for the first time, will fund research that depends on and incentivizes
the use and destruction of living human embryos.

To understand the scope and substance of President Obama’s policy, it is necessary first to
understand the legal and political background against which it was developed. The more than
thirty-year history of the embryo-based research funding debate is one of stalemate. In the
1970s, acting on the advice of the National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research, the U.S. Department of Health, Education, and Welfare
issued regulations requiring any funding for research involving the use and destruction of in vitro
human embryos to be approved by the federal Ethics Advisory Board (EAB).* In 1979, the EAB
issued a report that concluded, in principle, that funding of embryo research was ethical.’
However, its charter expired shortly thereafter, before it had the opportunity to pass on such
proposals for funding.® It was never reconstituted, though its approval remained on the books as
a legal prerequisite for funding such research. The result was a de facto moratorium on federal
funding of embryo research until 1993, when Congress, at the request of President Clinton,’
nullified the rule requiring EAB approval.®



President Clinton convened a panel to advise the NIH Director to recommend guidelines for
funding embryo research. The NIH Human Embryo Research Panel issued a report in 1994
recommending funding for embryo research, including proposals in which embryos were created
solely for use in such research.® President Clinton accepted the general recommendation to fund
embryo research, but explicitly rejected the advice to fund proposals requiring the intentional
creation of embryos for such use.”® Before he could act on the recommendations, however, the
newly-elected Congress passed an appropriations rider (the Dickey Amendment) which forbade
the funding of

the creation of a human embryo or embryos for research purposes; or [for] research in
which a human embryo or embryos are destroyed, discarded, or knowingly subjected to
risk of injury or death greater than that allowed for research on fetuses in utero [under the
relevant human subjects protection regulations].™

The Dickey Amendment (which has been reauthorized every year since its passage in 1996)*2
seemed to settle the matter until 1998 when researchers derived stem cells from human embryos
for the first time.*® This development provoked renewed enthusiasm in some quarters for
federally funded embryo research. It also prompted a closer look at the Dickey Amendment to
discern its precise scope. Specifically, did Dickey permit the federal funding of research
involving stem cell lines that had been derived in the course of privately funded embryo-
destructive research? The HHS General Counsel opined that Dickey did not prohibit such
funding.** This construction of Dickey opened the door for broad federal funding of stem cell
research.

Before any funds were made available for such research, however, President George W. Bush
was elected. After reviewing the matter, President Bush promulgated his own guidelines for
embryonic stem cell research.™ Under these guidelines, federal funds were not to be “used to
create incentives to destroy, or harm, or create living embryos for purposes of research.”*®
Concretely, this entailed support for all nonembryonic sources of stem cells, including stem cells
derived from adult cells, discarded umbilical cords, and placentas. It also entailed support for
research on embryonic stem cell lines that had been derived before the announcement of the
policy on August 9, 2001, as the embryos had already been destroyed and could thus no longer
be saved. The combined approach would allow exploration of many kinds of stem cell research
without using taxpayer funds to incentivize the further destruction of embryos.

Over the course of his two terms in office, President Bush explained the ethical foundation
underlying his new policy on many occasions. It was driven by two propositions, one empirical
and one normative. First, President Bush acknowledged that the human embryo destroyed in
embryonic stem cell research is a living organism of the human species (a proposition confirmed
by modern embryology) that will, if all goes well, direct itself along a seamless trajectory across
all the various biological stages of development. Second, President Bush invoked the American
foundational principle of equality, and concluded that it is unjust for some members of the
human species to be intentionally used and destroyed for the benefits of others in scientific
research (even in those cases where a prior decision has been made that such early-stage human
beings are no longer wanted and should be destroyed in any event). The clearest iteration of



President Bush’s thinking on this question came in his July 2006 remarks upon vetoing
Congressional efforts to liberalize his funding policy:

Yet we must also remember that embryonic stem cells come from human embryos that
are destroyed for their cells. Each of these human embryos is a unique human life with
inherent dignity and matchless value. We see that value in the children who are with us
today. Each of these children began his or her life as a frozen embryo that was created
for in vitro fertilization, but remained unused after the fertility treatments were complete.
Each of these children was adopted while still an embryo, and has been blessed with the
chance to grow up in a loving family... These boys and girls are not spare parts.
(Applause.) They remind us of what is lost when embryos are destroyed in the name of
research. They remind us that we all begin our lives as a small collection of cells. And
they remind us that in our zeal for new treatments and cures, America must never
abandon our fundamental morals.... America was founded on the principle that we are
all created equal, and endowed by our Creator with the right to life. We can advance the
cause of science while upholding this founding promise. We can harness the promise of
technology without becoming slaves to technology. And we can ensure that science
serves the cause of humanity instead of the other way around.*’

In a 2007 Executive Order (discussed immediately below), President Bush likewise confirmed
that two key ethical principles driving his approach to federal funding in this context were that
“the destruction of nascent life for research violates the principle that no life should be used as a
mere means for achieving the medical benefit of another;” and “human embryos and fetuses, as
living members of the human species, are not raw materials to be exploited or commaodities to be
bought and sold.”*® President Bush made it clear, however, that he was committed to pursuing
stem cell research to the maximal extent possible, consistent with these principles.

Opponents of President Bush’s policy argued that the funding restrictions were unduly narrow,
particularly given the perceived breakthrough possibilities of embryonic stem cell research,
coupled with the view (held by most advocates of embryonic stem cell research) that human
embryos are not entitled to the same moral respect owed to post-natal human beings. Some
opponents made the narrower argument that funding should at least be authorized for research on
stem cell lines derived from living embryos that were destined to be destroyed in any event.

Later, in response to a host of revolutionary developments regarding the derivation of pluripotent
(i.e., stem) cells*® from non-embryonic sources (including a technique for reprogramming adult
cells to be functionally equivalent to embryonic stem cells (induced pluripotent state cells or iPS
cells)), President Bush issued an executive order directing the NIH to redouble its efforts to
promote such research.?’ As of July 2007, the federal government had made over $3 billion
available for all eligible forms of research, including more than $130 million for embryonic stem
cell research using cells derived from the pre-August 9, 2001 lines.?

The private sector and the States also allocated more than $4.2 billion to support stem cell
research, including embryonic stem cell research that fell outside President Bush’s guidelines for
federally funded research. (California alone passed a law in 2004 allocating $3 billion for
embryo research).?



President Obama’s executive order authorizes funding for all forms of embryonic stem cell
research that are “responsible, scientifically worthy, [and] ... permitted by law.”?* The order
cites as its underpinning the promise of the research and “the broad agreement in the scientific
community that the research should be supported by Federal funds.”** The executive order does
not define “responsible” stem cell research or lay out an ethical framework within which this
term may be understood and on its face would permit federal funding of research on embryonic
stem cell lines derived by whatever means, including from embryos created solely for the sake of
research (by, for example, in vitro fertilization or human cloning). The order does however
direct the NIH Director to review existing NIH Guidance and other widely recognized guidelines
on human stem cell research, including establishing appropriate safeguards, and issue new
guidance consistent with the order. The order concludes by revoking President Bush’s
executive order that had directed NIH to pursue all promising avenues of stem cell research
derived without creating human embryos for research purposes or destroying, discarding or
harming human embryos, including adult stem cell research and induced pluripotent state cell
research.

In his remarks announcing the policy, President Obama added that “a majority of Americans”
have now reached a “consensus that we should pursue this research.”®> He did not give his own
view of the moral status of the embryo, although he did identify one practice that he deemed
unethical in this context — the use of cloning to produce a live born child. He did not, however,
explain his ethical objections to this practice. He called upon Congress to act to further promote
embryonic stem cell research.

In July 2009, NIH issued its final guidelines implementing President Obama’s policy.?® The
guidelines cited two animating normative principles that grounded the regulations: 1)
“Responsible research with hESCs has the potential to improve our understanding of human
health and/or treat illness; and 2) individuals donating embryos for research purposed should do
so freely, with voluntary and informed consent.” Neither the guidelines nor the response to
comments speak to the question of the moral status of human embryos.

The NIH guidelines authorize funding for a narrower species of research than would be possible
under the President’s executive order standing on its own. Most importantly, funding is
restricted to research on embryonic stem cell lines derived from embryos that were “created
using in vitro fertilization for reproductive purposes and were no longer needed for this
purpose.” The NIH regulations also forbid funding for research in which human embryonic stem
cell lines are “introduced into non-human primate blastocysts,” or research involving “the
breeding of animals where the introduction of hESCs or human induced pluripotent stem cells
may contribute to the germ line.” The guidelines explicitly forbid funding for research involving
embryonic stem cells derived from embryos conceived by human cloning (somatic cell nuclear
transfer), parthenogenesis, “and/or IVF embryos created for research purposes.” Finally, the
guidelines explicitly mention that the Dickey Amendment forbids federal funding for the
derivation of embryonic stem cells (i.e., the use and destruction of embryos for stem cell
research).



The NIH guidelines also include informed consent provisions requiring applicants to provide
documentation that “all options available in the health facility where treatment was sought” were
explained; no payments were offered for the embryos; and that donors were informed “what
would happen to the embryos in the derivation of hESCs for research.” For those applicants
seeking funding for research involving lines derived before the new policy was announced, an
Advisory Committee to the Director of NIH may recommend funding even if the above criteria
are not completely met, if it is persuaded that the embryos in question were created by IVF for
reproductive purposes, and donated by individuals who gave voluntary written consent. Indeed,
the NIH has recently approved several lines derived before 2009 (lines approved for funding by
President Bush) following this procedure.

A few concluding observations about the Obama funding policy are in order. First, and most
obvious, it is a major departure from longstanding federal neutrality on the question of embryo
destructive research. For the first time, the federal government is providing direct financial
incentives for research that depends on and therefore potentially incentivizes the use and
destruction of living human embryos. Second, even though the NIH guidelines are narrower
than the executive order, they do not forbid any research practice that is currently possible or
widely practiced.”” Human embryonic stem cells have not yet been derived from cloned human
embryos, and very few researchers create embryos by IVF solely for the sake of research (and
very few, if any, donors are willing to conceive embryos for this purpose).?® Third, the NIH
guidelines could be expanded with little difficulty. The scope of permissible research would
expand automatically if the Dickey Amendment were ever revoked, and many commentators
have interpreted President Obama’s invitation to Congress to act in this arena and the NIH
regulations’ specific citation to Dickey) as forerunners of such legislative action.” Fourth, it is
notable that the NIH informed consent guidelines do not require the researcher to advise the
donor of alternatives to donation outside of the treating facility. Thus, in most cases there will be
no requirement to advise donors of the possibility of embryo adoption. The NIH guidelines also
do not require the researcher to inform the donor that the embryos will be destroyed in the
process of cell derivation. Nor do the NIH guidelines require that the person soliciting donation
of embryos be someone other than the donor’s treating physician. Fifth, and last, the Obama
policy is notable in that it does not offer any normative account of the moral status of the
embryo. Nor does it respond to the normative arguments of opponents of embryo-destructive
research.

In short, the moral and political debate over embryonic stem cell research continues to roil
American society. President Obama’s policy puts the prestige and resources of the executive
branch squarely behind those who argue strongly in favor of such research.

*Prof. O. Carter Snead is an Associate Professor of Law at the University of Notre Dame Law
School.
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