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APPENDIX D

Stem Cell Research Funding:
Policy and Law

The central policy question in the United States relating to human
embryonic stem cell research has not been its legality. While several
state legislatures have addressed measures that would limit or ban human
embryonic stem cell research, the central policy focus at the federal level
has been whether and how such research would receive federal funding.

No one has a right to receive federal funding. The people, projects,
and activities that receive federal taxpayer dollars do so as a matter of
explicit policy decisions. In our democratic system, decisions about fund-
ing rightly take into account not only material costs and benefits but also
moral judgments.!

In the stem cell debates, this has meant balancing the public interest
in finding new cures and treatments—part of our longstanding public
consensus in support of practical scientific research generally—against
the profound ethical problems raised by the research.

Policymakers Face the Embryo

"T'he policy debate over funding human embryonic stem cell research was
not wholly unprecedented. Scientists began experimenting on human fetal
tissue as early as the 1930s; by the 1960s, a handful of non-therapeutic
experiments had begun on “previable human fetuses”—still-living fetuses
that had been obtained by spontaneous and induced abortions.? In the
1970s, researchers became more interested in using fetal tissue for clinical
purposes. They hoped that if fetal tissue were implanted into the brains
of patients with degenerative diseases such as Alzheimer’s, Parkinson’s,
or Huntington’s, there might be new growth of some of the brain tissue
whose absence or defectiveness had caused the disease. The rapidly ris-
ing rate of abortions following the United States Supreme Court’s 1973
Roe v. Wade decision® may have encouraged scientific interest in these
possibilities.

During the administrations of Ronald Reagan and George H. W. Bush,
no federal funding supported such research, and attempts by Democratic-
controlled Congresses to fund it were blocked (although privately
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funded fetal-tissue-transplant experiments proceeded). But President
Clinton on January 23, 1993—just days after he took office—directed
the Department of Health and Human Services (HHS) to lift the Bush
administration’s moratorium on fetal-tissue research. On June 10, 1993,
the Democratic-controlled Congress passed the National Institutes of
Health Revitalization Act, which permitted federal funding for research
on fetal transplantation, provided that the tissues came from miscarried
or aborted fetuses that were donated with the mother’s consent.* The act
also included provisions intended to prevent the purchasing or commer-
cialization of fetal tissue.

The lifting of the moratorium opened the door for government fund-
ing of research on ex utero embryos created by IVE, although research
on embryos in utero was still prohibited under federal regulations for the
protection of human subjects.

On February 2, 1994, the NIH established the Human Embryo
Research Panel (HERP) as an ethics advisory body to provide recommen-
dations on human embryonic research. In a report published September
27, 1994, the panel recommended funding research on human embryos
created either for fertility treatments or specifically for the purposes of
research.” But there was widespread public unease over the research,
including a voluminous negative public response submitted to the panel;
so, just hours after the HERP report was released, President Clinton
rejected part of its recommendations, saying, “I do not believe that fed-
eral funds should be used to support the creation of human embryos for
research purposes, and I have directed that NIH not allocate any resources
for such research.”®

In the wake of this controversy, and following the 1994 election
that brought Republican majorities to the House and Senate, Congress
passed the Dickey-Wicker Amendment in 1995, named for its authors,
Representatives Jay Dickey (R.-Ark.) and Roger Wicker (R.-Miss.). The
amendment—a rider on the annual appropriations bill for HHS, which
funds the NIH—prohibited federal funding for research that involves
the creation or destruction of human embryos. The original amendment
tforbade funding for:

(1) the creation of a human embryo or embryos for research purposes;

Cand]

(2) research in which a human embryo or embryos are destroyed, dis-
carded, or knowingly subjected to risk of injury or death greater than
that allowed for research on fetuses in utero under 45 CFR 46.208(a)(2)
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and 42 U.S.C. 289¢g(b) [federal statutes relating to the protection of
human subjects and fetuses specifically’].

For purposes of this section, the phrase “human embryo or embryos”
shall include any organism, not protected as a human subject under
45 CFR 46 as of the date of enactment of this Act, that is derived by
fertilization, parthenogenesis, cloning, or any other means from one or

more human gametes.’

Ever since 1995, under presidents and congressional majorities of both
parties, the Dickey-Wicker Amendment has been included in the annual
appropriations legislation with largely the same language and purpose; it
remains in effect to the present day. (The only non-trivial change to the
language of the amendment appeared starting in 1997, when the defini-
tion of embryos was expanded to include organisms “derived...from one
or more...human diploid cells"—a change presumably prompted by the
announcement of the creation of Dolly the cloned sheep in early 1997.8)

In January 1999, two months after the announcement in Sczence that
James Thomson had (using private funding) derived human ES cells,
Harriet Rabb, the lead legal counsel for HHS, issued a memo advising
the director of the NIH that the Dickey-Wicker ban on federal funding
for embryo-destructive research would not apply to pluripotent stem cell
lines “because such cells are not a human embryo within the statutory
definition.” The Rabb memo thus drew an implicit distinction between
the destruction of human embryos and the research that relies on the
products of that destruction; federal funding for the former remained ille-
gal, but funding for the latter was deemed permissible. This distinction
would become central to the federal stem cell policies that followed.

Later that year, on September 7, 1999, the National Bioethics Advisory
Commission (NBAC) published a report recommending that federal fund-
ing be permitted for research on embryonic stem cell lines, as well as for
the derivation of new stem cell lines from unused embryos.1? Notably, the
NBAC report rejected the Rabb memo’s implicit conclusion that research
making use of ES cells is ethically distinct from the process that derives
them from embryos:

An ethical problem is presented in trying to separate research in which
human ES cells are used from the process of deriving those cells,
because doing so diminishes the scientific value of the activities receiv-
ing federal support. This division—under which neither biomedical
researchers at NIH nor scientists at universities and other research
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institutions who rely on federal support could participate in some
aspects of this research—rests on the mistaken notion that derivation
and use can be neatly separated without affecting the expansion of
scientific knowledge....

Instead, recognizing the close connection in practical and ethical terms
between derivation and use of the cells, it would be preferable to enact
provisions that apply to funding by all federal agencies....!!

The NBAC apparently believed that the Rabb memo’s recommendation
to fund ES cell derivation contradicted the Dickey-Wicker Amendment,
since the NBAC felt it necessary to recommend “an exception” to Dickey-
Wicker to permit federal funding for “research involving the derivation of
human ES cells”!? from unused IVF embryos.

Three months later, on December 2, 1999, the NIH released draft
guidelines for funding research on ES cells. Under the guidelines,
research on stem cell lines could be funded provided that their source
embryos came from IVF undertaken for reproductive purposes, and that
the embryos were voluntarily donated without financial inducement and
free of influence or pressure from the researchers who were proposing to
derive or make use of the embryonic stem cells.!® The guidelines went
into effect on August 25, 2000, and the NIH began accepting grant pro-
posals from scientists, although no grants were made before the Clinton
administration ended.

The Bush Funding Policy

Stem cell research funding was among the first major policy issues con-
fronted by the new Bush administration in 2001. President Bush faced
considerable political pressures on both sides of the issue. Eighty Nobel
laureates signed a letter dated February 21, 2001, asking the president
to fund the research; meanwhile, a Christian IVF-adoption organization
challenged the Clinton administration’s NIH guidelines in court, argu-
ing that they violated the Dickey-Wicker Amendment. Jay Lefkowitz, the
general counsel of the Bush White House’s Office of Management and
Budget, later recounted that he

led a team of lawyers in our own evaluation of the Dickey Amendment.
We decided that while spending federal dollars on such [ES cell ] research
might violate the spirit of the amendment, it would not violate the letter.
Responsibility for adjudicating the divide between spirit and letter was
necessarily the President’s as the nation’s chief executive officer.1*
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The Bush administration embarked on a months-long process of for-
mulating a new policy, aiming to weigh the ethical and legal concerns
against the medical promise held by stem cell research. In his memoirs,
President Bush describes a defining moment of his deliberations, during a
conversation with bioethicist Leon R. Kass on July 10, 2001. Kass advised
the president that because embryos are an early form of human life, “we
at least owe them the respect not to manipulate them for our purposes.”!5
The president suggested that federal funds could be authorized for
already-existing stem cell lines, on the reasoning that since the embryos
had already been destroyed, it would make sense to allow the scientists
to pursue research using them. There was a lingering concern that this
policy might nonetheless tacitly endorse the destruction of embryos. The
president’s memoirs paraphrase Kass’s advice:

[Kass7 said he believed that funding research on already destroyed
embryos would be ethical, with two conditions. I must reaffirm the
moral principle that had been violated—in this case, the dignity of
human life. And I must make clear that federal funds would not be used
in the further destruction of embryos. So long as I did both, he said,
the policy would pass the ethical test. “If you fund research on lines
that have already been developed,” he said, “you are not complicit in
their destruction.”

In an August 9, 2001 speech, President Bush announced that his
administration would fund research conducted on human ES cell lines
that had already been derived before his policy was announced.!6 Research
on ES cell lines established after August 9, 2001 was ineligible for federal
support; in this way, the government would avoid creating any incentive
for new acts of embryo destruction.

On November 7, 2001, the NIH officially established a registry list-
ing the ES cell lines eligible for funding under the new policy. It also
published a set of criteria for federal funding of research on ES cells.!”
Altogether, more than twenty human ES cell lines from across the world
would prove available for federal funding under the Bush policy.'®

In a January 11, 2002 memo, Alex Azar, general counsel for HHS,
reported his conclusion that the Bush policy “comports with the plain
language” of the Dickey-Wicker Amendment.!® Azar argued that, while
the amendment prohibits federal funding for “research in which a human
embryo or embryos are destroyed,” the Bush policy was limited to funding
research on “a discrete set of stem cell lines with respect to which the life
and death decision had been made prior to the announcement of his policy.”
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The Bush policy created no incentives for the destruction of additional
embryos, Azar wrote, and therefore did not provide funding for research in
which embryos are destroyed. Azar also noted that the legislative history
of the most recent reenactment of the Dickey-Wicker Amendment could
be taken as a congressional endorsement of the Bush policy. He referred to
a House Committee report on the amendment, issued on October 9, 2001,
which stated that the amendment’s language should not be construed to
limit federal support for stem cell research “carried out in accordance with
policy outlined by the President.”20

In his August 9, 2001 speech, President Bush also formed the
President’s Council on Bioethics, naming Kass as its first chairman and
charging it with monitoring stem cell research. The Council’s first report,
released in July 2002, dealt with human cloning, addressing not only ques-
tions concerning cloning to produce children but also the use of cloning
for biomedical research. A majority of the members of the Council sup-
ported a moratorium on cloning for biomedical research, and many among
that majority would also have supported a ban. Among those Council
members who disapproved of cloning for biomedical research, the report
noted, most believed that “it is immoral to create human embryos for pur-
poses that are foreign to the embryos” own well-being and that necessarily
require their destruction.”?! A later Council report on stem cell research,
published in January 2004, gave an outline of the moral foundations of the
Bush policy—namely “the principle that public funds should not be used to
encourage or support the destruction of embryos in the future,” balancing a
respect for human life with the importance of relieving suffering.?? And in
May 2005, the Council published a white paper exploring four proposals
for creating pluripotent stem cells without destroying embryos.?3

Further Policy Developments under President Bush

Over the course of his administration, President Bush sought opportuni-
ties to expand support for non-embryo-destroying stem cell research. So,
for example, in late 2005 he signed into law the Stem Cell Therapeutic and
Research Act, which established a program to help increase the amount of
bone marrow and cord blood available for transplantation.?* Meanwhile,
some members of Congress from both parties objected to President Bush’s
ES cell research funding policy, and there were attempts to undo it through
legislation. In May 2005, the House of Representatives passed the Stem
Cell Research Enhancement Act of 2005, which would have permitted
funding on any human ES cell lines derived from IVF embryos that had

WINTER 2012 ~ 119

Copyright 2012. All rights reserved. See www.TheNewAtlantis.com for more information.




WiITHERSPOON COUNCIL ON ETHICS AND THE INTEGRITY OF SCIENCE

been donated with informed consent and without financial inducement.
The bill passed the Senate fourteen months later, on July 18, 2006.2%

President Bush vetoed the bill the next day—his first use of the presi-
dential veto power. In announcing his decision, the president explained
that the bill crossed “a moral boundary” in its support for “the taking of
innocent human life in the hope of finding medical benefits for others.”26
Several children who had been born after having been adopted as “spare”
IVF embryos were present in the White House for the announcement; the
president said they served as a reminder “of what is lost when embryos
are destroyed in the name of research.”?” That same day, President Bush
signed into law another bill, the Fetus Farming Prohibition Act of 2006,
which prohibits the solicitation or acceptance of tissue from fetuses ges-
tated specifically for research purposes.?® Congress attempted to override
the Bush policy again the next year. The House and Senate both passed
the Stem Cell Research Act of 2007,29 and on June 20, 2007, President
Bush again vetoed the legislation. In justifying his decision, he reaffirmed
the moral principle underlying his policy: “destroying human life in the
hopes of saving human life is not ethical.”3¢

As we discuss elsewhere in this report (see especially Appendices A
and C), the arrival of new, less ethically problematic sources of pluripo-
tent stem cells transformed the factual and moral landscape of the stem
cell debate. The Bush policy had been intended in part to encourage the
development of such alternative sources of stem cells. In his June 20,
2007 announcement, the president lauded these developments, and took
steps to further advance that work, issuing an executive order “to ensure
that any human pluripotent stem cell lines produced in ways that do
not create, destroy, or harm human embryos will be eligible for federal
funding.”! The order directed the NIH to expand funding for research
on the “isolation, derivation, production, and testing” of pluripotent stem
cells “derived without creating a human embryo for research purposes or
destroying, discarding, or subjecting to harm a human embryo or fetus.”3?
In recognition of the change, the NIH registry of stem cell lines was
renamed from the Human Embryonic Stem Cell Registry to the Human
Pluripotent Stem Cell Registry. (The subsequent registry established
under the Obama policy reverted to the old name.)?3

The Obama Funding Policy

On March 9, 2009, President Barack Obama fulfilled a campaign pledge3*
by issuing an executive order revoking President Bush’s 2001 stem cell
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funding policy as well as Bush’s 2007 executive order encouraging
research into alternative sources. The new executive order allowed the
NIH to support and conduct “human stem cell research, including human
embryonic stem cell research, to the extent permitted by law.”3%

The order further directed the NIH to draft guidelines for funding
research on stem cells newly derived from human embryos. These new
NIH Guidelines on Stem Cell Research, which went into effect on July
7, 2009, provide criteria for NIH funding of stem cell research in accor-
dance with President Obama’s executive order.?6 For stem cell lines
derived after July 7, 2009 to be eligible for funding, they must have been
derived from IVF embryos left over and unwanted in fertility clinics.
Donors must have been informed ahead of time that the embryos would
be used to derive stem cells and that the embryos would be destroyed in
the process. Donors also must have been informed that the stem cell line
derived from the embryo might be kept indefinitely, and must also con-
firm that the donation was made without any restrictions or directions
regarding the people who may receive medical benefit from the stem cells.
Furthermore, donors must have been informed that the research would
not be intended to provide them with any direct medical benefit, and that
the donors would not receive any financial benefits from any commercial
developments that might come from the stem cells. Finally, donors must
have been notified whether any information that could identify them
would be available to researchers. The Guidelines also stipulate that there
should be a “clear separation between the prospective donor(s)’s decision
to create human embryos for reproductive purposes and the prospective
donor(s)'s decision to donate human embryos for research purposes.”37
To this end, the IVF clinician should not have been the same person as
the researcher proposing to derive or utilize stem cells, “unless separation
was not practical.”38

For ES cell lines derived from donated embryos before July 7, 2009, if
there is documentary evidence proving that the lines meet all the criteria
described above, they will be eligible for funding. Alternatively, if full doc-
umentation is not available—as it probably would not be for cells derived
before the Obama informed-consent rules were published—researchers
can submit what documentation they do have to a special NIH working
group. The working group will review the materials and recommend the
ES cell line be eligible for funding if the embryo donation satisfied “core
ethical principles and procedures” for obtaining informed consent. Stem
cell lines derived outside the United States must meet the same require-
ments in order to be eligible for research funding.39
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The Guidelines also prohibit funding for research in which pluripotent
stem cells, either embryonic or induced, are “introduced into non-human
primate blastocysts.” And no funding is permitted for breeding animals
that have had pluripotent human stem cells introduced to them in such a
way that they may contribute to the animal’s germ line.*0

As of this writing, there are 136 human embryonic stem cell lines
eligible for funding under the new Obama policy.*! There is not yet any
comprehensive data on how many of the ES cell lines newly available for
funding under the Obama Guidelines have actually been used, and there is
reason to believe that the lawsuit described below may have delayed some
research projects by creating an atmosphere of legal and funding uncer-
tainty.*? In 2010, the NIH spent $125.5 million on funding for embryonic
stem cell research, providing grants for 293 projects—not counting the
additional $39.7 million in funding provided by the American Recovery
and Reinvestment Act.3

The Legal Challenge to the Obama Policy

In a lawsuit that has been moving through the federal court system,
Sherley v. Sebelius, two research scientists argue that President Obama’s
NIH Guidelines are in violation of the Dickey-Wicker Amendment.

On August 19, 2009, several parties, including two researchers on adult
stem cells, an adoption agency, and a Christian medical association, filed a
lawsuit in the United States District Court for the District of Columbia seek-
ing to block HHS from implementing the new Guidelines.** The case was
assigned to Chief Judge Royce Lamberth, an appointee of President Reagan.
Judge Lamberth initially dismissed the entire suit, ruling on October 27,
2009 that all of the plaintiffs lacked legal standing to file the suit because
they were not materially harmed by the new federal policy.*®> But on June
25, 2010, the U.S. Court of Appeals for the D.C. Circuit overturned Judge
Lamberth’s decision, concluding that the two stem cell scientists, Dr. James
L. Sherley and Dr. Theresa Deisher, had standing, because the new Obama
administration policy would divert federal funds away from their research
on adult stem cells. The D.C. Circuit returned the case to Judge Lamberth
for a decision on the substantive merits of the case.6

On August 23, 2010, Judge Lamberth ruled in favor of the plaintiffs
and issued a preliminary injunction ordering HHS to cease funding embry-
onic stem cell research.*7 His analysis turned on the question of whether
the wording of the Dickey-Wicker Amendment, which prohibits federal
funding of “research zn which a human embryo or embryos are destroyed,
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discarded, or knowingly subjected to risk of injury or death” (emphasis
added), is broad enough to include a researcher’s work on stem cells derived
from embryos if the researcher being funded had not himself participated
in the initial phase of embryo destruction. On that point, Judge Lamberth
rejected the government’s position that HHS funded only one “piece of
research”*8—namely, research using stem cells already derived from
embryos—and not the related activities of deriving those stem cells from
embryos and destroying the embryos. Judge Lamberth concluded that

despite defendants’ attempt to separate the derivation of ESCs from
research on the ESCs, the two cannot be separated. Derivation of ESCs
from an embryo is an integral step in conducting ESC research....The
Dickey-Wicker Amendment is unambiguous. It prohibits research in
which a human embryo is destroyed, discarded, or knowingly subject
to risk of injury or death greater than that allowed under applicable
regulations. The [Obama administration’s NIH] Guidelines violate
that prohibition by allowing federal funding of ESC research because
ESC research depends upon the destruction of a human embryo.*9

As some commentators noted,’® Judge Lamberth’s reasoning not
only rejected the Obama administration policy for funding embryonic
stem cell research, but implicitly also rejected President Bush’s funding
policy—since Judge Lamberth denies the claim, first articulated in the
1999 Rabb memo, that the embryo-destroying act of deriving embryonic
stem cells is separable under the law from the act of using those stem cells
for research. However, since the plaintift scientists did not challenge the
funding of the Bush lines in this litigation, a ruling in their favor would
enjoin only the Obama Guidelines.

The Obama administration appealed the decision to the D.C. Circuit,
which on September 9, 2010 granted an administrative stay on the injunc-
tion, permitting the funding of embryonic stem cell research to continue
while the appeal was underway. (A few weeks later, on September 28,
2010, the same court issued a slightly different order, a stay pending
appeal, for technical reasons.)

Then on April 29, 2011, the D.C. Circuit ruled in favor of the govern-
ment, voiding Judge Lamberth’s injunction.®! Judge Douglas Ginsburg,
writing for himself and Judge Thomas Griftith, filed the opinion for the
court, arguing that

Dickey-Wicker is ambiguous and the NIH seems reasonably to have
concluded that, although Dickey-Wicker bars funding for the destruc-
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tive act of deriving an ESC from an embryo, it does not prohibit fund-
ing a research project in which an ESC will be used.

In an accompanying dissent, Judge Karen Henderson criticized the major-
ity opinion for its interpretation of Dickey-Wicker, which depended on
“breaking the simple noun ‘research’ into temporal bits,” “narrowing the
verb phrase ‘are destroyed’ to an unintended scope,” and other acts of
“linguistic jujitsu.”

The case then returned to the U.S. District Court for the District of
Columbia, where the plaintiffs sought a summary judgment on the merits
of the case. Judge Lamberth wrote that while he had “initially agreed with
plaintiffs’ understanding of the Dickey-Wicker Amendment,” the higher
court’s interpretation of Dickey-Wicker as “ambiguous” overrode his own
interpretation—and so, after analyzing the other merits of the plaintiffs’
case, he denied their motion for summary judgment.’? On the binding
basis of the higher court’s interpretation, Judge Lamberth dismissed the
case against the government on July 27, 2011. On September 19, 2011,
the plaintiffs filed an appeal to the U.S. Court of Appeals for the District
of Columbia as part of their stated effort to “exhaust all of our judicial
remedies” to the Obama policy.?3

Although the lawsuit is still pending final resolution in the courts,
the NIH has continued to announce grant opportunities and provide
funding for research on human ES cell lines eligible under the Obama
policy.5* All told, the NIH is on track to provide $562 million for human
ES cell research during the years of the Obama administration (from 2009
through estimates for 2011 and 2012), compared to a total of $294 million
during the years of the Bush administration (2002 through 2008).%%
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