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NIH Stem Cell Guidelines, MSC 7997
9000 Rockville Pike
Bethesda, Maryland, 20892-7997

Re: Draft Guidelines on Human Embryonic Stem Cell Research
Dear Sir or Madam:

On behalf of the United States Conference of Catholic Bishops (“Conference™), I offer
the following comments on draft guidelines proposed by the National Institutes of Health
(NIH) to authorize federally funded human embryonic stem cell research, published at 74
Fed. Reg. 18578-80 (April 23, 2009) (“Guidelines™).

Interest of the United States Conference of Catholic Bishops

The Conference is a nonprofit corporation organized under the laws of the District of
Columbia. All active Catholic bishops in the United States are members of the
Conference. The Catholic Church, the largest religious denomination in the United States,
has over 67 million adherents in over 18,000 parishes throughout the country. The
Conference advocates and promotes the pastoral teaching of the bishops in such diverse
areas as education, family life, health care, social welfare, immigration, civil rights, and
the economy. The Conference participates in rulemaking proceedings of importance to
the Catholic Church and its people in the United States. Rulemaking that concerns the
protection of unborn human life and the ethical integrity of medicine is of paramount
concern to the Conference.

In the Conference’s view, the dignity and inviolability of human life at every stage of
development is a foundational principle of any truly civilized society. The core ethical
norms protecting human research subjects, affirmed in the Nuremberg Code and many
subsequent documents, reflect this principle. The right not to be subjected to harmful
experimentation without one’s express and informed consent is an innate human right,
belonging to each and every member of the human family by his or her very nature as a
human being. Thus it does not belong to government to recognize this right for some
human beings and not for others, or to set aside protection of this right in the name of
expanded knowledge or the good of society. Laws or regulations which fail to give full



recognition to this fundamental right do not succeed in nullifying the right in question,
but only call into question their own moral legitimacy. It is in light of this moral
conviction that we offer the following comments.

General Comments

The central fact of science relevant to this issue is the fact that the living human embryo
at the blastocyst stage — the being who will be destroyed to obtain embryonic stem cells
for research funded under these Guidelines -- is a human being at a very early stage of his
or her development. As one widely used embryology textbook notes: “The development
of a human begins with fertilization, a process by which the spermatozoon from the male
and the oocyte from the female unite to give rise to a new organism, the zygore.”! Or to
cite another: “A zygote is the beginning of a new human being.”

Advisory groups seeking to inform federal policy on human embryo research have
consistently acknowledged this scientific fact, and recognized that it has serious moral
implications. The NIH Human Embryo Research Panel of 1994 concluded: “The
preimplantation human embryo warrants serious moral consideration as a developing
form of human life.”® The National Bioethics Advisory Commission appointed by
President Clinton noted widespread agreement in our society that “human embryos
deserve respect as a form of human life.”*

This consensus does not rely on a particular religious view, or a particular theory about
“personhood.” It is a basic human insight, a recognition that each one of us began life as
an embryo and engaged in continuous development through the stages of fetus, infant,
newborn, toddler, etc. to reach maturity. Dr. Shinya Yamanaka, whose discoveries have
enabled researchers to reprogram ordinary adult cells into “induced pluripotent stem
cells” (iPS cells) without doing any harm to human life, was struck by this insight while
looking at a human embryo through a microscope: “When I saw the embryo, I suddenly
realized there was such a small difference between it and my daughters... I thought, we
can’t keep destroying embryos for our research. There must be another way.”” The
“other way” he developed has been hailed by the journal Science as last year’s leading
scientific breakthrough in any field.® Ethically responsible stem cell research has indeed

! Sadler, T.W. Langman's Medical Embryology. Tth edition. Baltimore: Williams & Wilkins 1995, at 3.

? Moore, Keith L. and Persaud, T.V.N. The Developing Human: Clinically Oriented Embryology. Tth
edition. Philadelphia: Saunders 2003, at 2.

? National Institutes of Health, Report of the Human Embryo Research Panel (Sept. 1994), at 2.

* National Bioethics Advisory Commission, Ethical Issues in Human Stem Cell Research (September
1999), Vol. I, at ii.

* Quoted in M. Fackler, “Risk Taking Is in His Genes,” The New York Times, December 11, 2007,
www.nytimes.com/2007/12/11/science/1 1prof.htmi.

¢ See G. Vogel, “Breakthrough of the Year: Reprogramming Cells,” 322 Science 1766-7 (19 December
2008).



moved forward, under a federal policy that researchers may not create new cell lines (that
is, may not destroy more living human embryos) for federally funded stem cell research.

Yet President Obama’s executive order of March 9 not only rescinded that policy, but
also rescinded the executive order of 2007 instructing the NIH to thoroughly explore new
avenues for obtaining pluripotent stem cells without destroying human embryos.” Both
science and ethics have been ignored in this decision.

The National Bioethics Advisory Commission did not hold, as we do, that the human
embryo has the same inherent human dignity as every other human being. Yet it
concluded that because the embryo deserves our “respect,” we must ensure that any
research requiring the destruction of that embryo is a last resort, to be pursued only after
other ways to pursue important research goals have been exhausted:

“In our judgment, the derivation of stem cells from embryos remaining following
infertility treatments is justifiable only if no less morally problematic alternatives are
available for advancing the research.”

The Commission added that it did not think these less problematic alternatives were
available in 1999, but that this would have to be constantly reassessed as research
progressed.

The President’s executive order and these Guidelines fail the Commission’s test, by
failing to require that morally unproblematic avenues for exploring important medical
research goals be thoroughly investigated before the NIH considers any avenues that
require destroying embryonic human life. Avenues of stem cell research which pose no
moral problem are now showing great promise. In fact, human patients suffering from all
the conditions cited by President Obama when he signed his executive order — cancer,
juvenile diabetes, Parkinson’s disease, spinal cord injury, heart disease — have been
shown in peer-reviewed studies to benefit from clinical trials using human stem cells.’
And in every case, the benefit has come not from embryonic stem cells, but from the

7 Executive Order 13505 of March 9, 2009, “Removing Barriers to Responsible Scientific Research
Involving Human Stem Cells,” 74 Fed. Reg. 10667 (March 11, 2009) at 10668, revoking Executive Order
134335 of June 20, 2007, “Expanding Approved Stem Cell Lines in Ethically Responsible Ways,” 72 Fed.
Reg. 34591-3 (June 22, 2007).

¥ National Bioethics Advisory Commission, Ethical Issues in Human Stem Cell Research (Sept. 1999),
Volume I, at 53.

® See Remarks of President Barack Obama, “Signing of Stem Cell Executive Order and Scientific Integrity
Presidential Memorandum,” Office of the press Secretary, The White House, March 9, 2009, at
www.whitehouse gov/the press_office/Remarks-of-the-President-As-Prepared-for-Delivery-Signing-of-
Stem-Cell-Executive-Order-and-Scientific-Integrity-Presidential-Memoranduny.




adult and cord blood stem cells that this organization and others have said should receive
priority attention.

Therefore we agree with the President’s statement on March 9 that the government must
ensure “that scientific data is never distorted or concealed to serve a political agenda —
and that we make scientific decisions based on facts, not ideology.” But it is ideology,
not fact, that continues to insist that millions of taxpayers with moral objections to the
killing of embryonic human beings must subsidize research that involves such killing.
This Administration should not adopt the misguided belief that such a policy is demanded
by “science.” As the President noted, we must not make “a false choice between sound
science and moral values.” In fact, these sources of guidance both point in the same
direction, away from destructive embryonic stem cell research. His executive order and
these Guidelines nonetheless insist on a course of action that is both morally
objectionable and, increasingly, scientifically obsolete.""

The Scope of the Guidelines
1. Creating Embryos for Research

The President’s executive order of March 9 gave the NIH broad authority to pursue
“responsible, scientifically worthy human stem cell research, including human embryonic
stem cell research, to the extent permitted by law.”'? This authority was potentially broad
enough to authorize federally funded stem cell research involving mass-production of
embryos in laboratories solely for research purposes, using in vitro fertilization, cloning
or other techniques. The President underscored the scope of his order by stating in his
accompanying remarks that he would not allow “the use of cloning for human
reproduction,” generally understood to mean the transfer of cloned embryos to women’s
bodies in an attempt to produce a live-born child. The prospect was left open that cloning
human embryos for use in stem cell research may be acceptable, as long as no embryo is
placed in a woman’s body to attempt a live birth.

1% See: Do No Harm, “Peer-Reviewed References Showing Applications of Adult Stem Cells that Produce
Therapeutic Benefit for Human Patients” (April 11, 2007), at www.stemcellresearch.org/facts/asc-refs.pdf;
M. Levesque et al., “Therapeutic Microinjection of Autologous Adult Human Neural Stem Cells and
Differentiated Neurons for Parkinson’s Disease: Five-Year Post-Operative Outcome,” 1 The Open Stem
Cell Journal 20-29 (2009), at www.neurogeneration.com/pdf/Levesque-MS.pdf.

11 “The world has changed... Over time, these [iPS] cells will be used in more and more labs. And human
embryo stem cell research will be abandoned by more and more labs.” Dr. James Thomson, quoted in C.
Nickerson, “Breakthrough on stem cells,” The Boston Globe, November 21, 2007, at
www.boston.com/news/nation/articles/2007/11/21/breakthrough_on_stem_cells/?page=full. Also see
Bernadine Healy, M.D. (former director of the NIH), “Why Embryonic Stem Cells are Obsolete,” U.S.
News & World Report, March 4, 2009, at hitp://health.usnews.com/blogs/heart-to-heart/2009/03/04/why-

embryonic-stem-cells-are-obsolete.html.

12 Executive Order 13505, note 7 supra, Sec. 2, at 10667.



Such creation of human life in the laboratory, solely for use as an “object” of research, is
especially abhorrent to Americans on all sides of the stem cell debate.'®* Therefore we are
relieved that the Guidelines do not, at this time, contemplate funding stem cell research
that involves creating human embryos for research purposes. However, this prospect still
looms on the horizon, as the President’s order instructs the NIH to “review and update”
the Guidelines periodically.'* This Administration should make a clear and authoritative
statement, as the Clinton Administration did, that it will never fund research that relies on
the creation of human embryos for research purposes.'’

2. Comparison with Past Guidelines

While the Guidelines do not encourage researchers to create human embryos solely for
stem cell research, in key respects the Guidelines are nonetheless broader or more
permissive than any policy approved in the past by any branch of the federal government.
Therefore the President’s March 9 statement that the government would “develop strict
guidelines, which we will rigorously enforce,” is not reflected in the text of the
Guidelines.

There have been three major proposals for a federal policy on funding embryonic stem
cell research:

(1) The Clinton guidelines of 2000 were similar to the new Guidelines in
encouraging the destructive harvesting of stem cells from so-called “spare” embryos
originally created for reproductive purposes in fertility clinics. However, the 2000 policy
was limited to embryos that had previously been frozen, so parents in these clinics could
exhaust other options and have significant time to consider whether to donate their
embryonic son or daughter for destructive research.'®

(2) The Bush guidelines of 2001, now rescinded by President Obama, did not
allow the use of federal funds to encourage researchers to destroy human embryos for
their stem cells. Only previously existing stem cell lines (from embryos destroyed before
President Bush issued his policy) were eligible for federally funded research. Under this

13 “The creation of human embryos specifically for research that will destroy them is unconscionable... [T]t
is not necessary to be against abortion rights, or to believe human life literally begins at conception, to be
deeply alarmed by the notion of scientists’ purposely causing conceptions in a context entirely divorced
from even the potential of reproduction.” Editorial, “Embryos: Drawing the Line,” The Washington Post,
October 2, 1994, at C6. Also see remarks by Rep. Nancy Pelosi during House floor debate on the
Dickey/Wicker amendment in 1996: “Let me say that I agree with our colleagues who say that we should
not be involved in the creation of embryos for research. I completely agree with my colleagues on that
score.” Congressional Record, July 11, 1996, at H7343.

1 Executive Order 13505, note 7 supra, Sec. 3, at 10667.
* President William J. Clinton, Statement, 30 Weekly Comp. Pres. Doc. 2459 (Dec. 2, 1994).

1 See “National Institutes of Health Guidelines for Research Using Human Pluripotent Stem Cells,” 65
Fed. Reg. 51976-81 (August 25, 2000) at 51980.



policy, the Bush administration argued, federal funds could be used to explore the
potential of embryonic stem cell research, but providing these funds for stem cell
research grants would not encourage researchers to destroy more embryos for such
researcl};7 any cell lines thus obtained would be ineligible for use in a federally funded
project.

(3) Legislation passed by Congress in 2006 and 2007 was vetoed by President
Bush as violating the ethical limits he had tried to place on federally funded embryonic
stem cell research. However, even under this legislation, embryonic stem cells could
only be used for federally funded research if, “[p]rior to the consideration of embryo
donation and through consultation with the individuals seeking fertility treatment, it was
determined that the embryos would never be implanted in a woman and would otherwise
be discarded.”'® This two-step consent process — parents must first be sure they would
never allow the embryos to survive, and only then would be approached about the
possibility of donating them for stem cell research — had been recommended by the
National Bioethics Advisory Commission to ensure that federal funds would not be used
to encourage the destruction of embryos whose parents otherwise may have allowed them
to survive.

The new Guidelines are broader than any of these proposals. Unlike the Bush policy, the
new policy will encourage researchers who want to receive federal stem cell research
grants to destroy new embryos for their stem cells — embryonic human beings who are
alive now, and others not yet conceived as of this writing. Unlike the Clinton guidelines,
it will encourage the destruction of recently conceived or “fresh” embryos as well as
those which have been frozen. And unlike past bills approved by Congress that were
vetoed by President Bush, it will ensure that parents are invited to consider donating their
embryonic children for destructive stem cell harvesting at the same time that they
consider all other options —including the options that would have allowed these children
to survive and ultimately be born alive. In short, the Guidelines do not present this option
only to parents who had already decided not to let these embryos survive. The embryos

destroyed under this policy will not only be embryos that “would be discarded
anyway.”zo

' See National Institutes of Health, “NIH Funding of Research Using Specified Existing Human

18 See: Stem Cell Research Enhancement Act of 2007, 110™ Congress, S. 5; Stem Cell Research
Enhancement Act of 2005, 109® Congress, H.R. 810.

' See National Bioethics Advisory Commission, note 8 supra, at vi.

2 Once embryos are identified as “no longer needed” for reproductive purposes, a decision which parents
may make at any time, the Guidelines require that “all options™ including donation for destructive stem cell
research be presented. 74 Fed Reg. at 18579. Generally fertility clinics offer options such as: discarding
the embryos; freezing them for possible later reproductive use in case the couple later decides they want
another child; donating them to another couple for their reproductive attempts; and donating for research.


















