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INTERESTS OF AMICUS CURIAE1 
 

Maureen L. Condic, Ph.D., a research scientist, is Associate Professor of 

Neurobiology and Anatomy at the University of Utah School of Medicine.2  Dr. 

Condic is the author of over 50 peer-reviewed studies and reviews.  Her teaching 

focuses primarily on embryonic development.  In 2008, Dr. Condic authored a 

scientific white paper entitled, When Does Human Life Begin? A Scientific 

Perspective (attached as Appendix A).  Dr. Condic is familiar with the NIH 

regulations both in her capacity as medical school faculty, as well as from her own 

research involving human research subjects.  In an ongoing collaborative project, 

Dr. Condic is studying the properties of human amniotic fluid stem cells with the 

long-term goal of determining whether these stem cells can be used to treat 

congenital heart disease in newborn human babies or in late-term human fetuses.  

In 1999, Dr. Condic was awarded the Basil O'Connor Young Investigator Award 

for her studies of peripheral nervous system development.  In 2002, she was 

named a McKnight Neuroscience of Brain Disorders Investigator, in recognition 

of her research in the field of adult spinal cord regeneration.  Dr. Condic submits 

this brief in the interest of informing this Court’s legal analysis with the objective 

science underlying the controverted issue.  
                                                 
1 Pursuant to Cir. Rule 29(b), the parties have consented to the filing of this brief. 
 
2 This brief is presented solely on behalf of Dr. Maureen L. Condic; it in no way 
represents the views or opinions of the University of Utah or its employees. 
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INTRODUCTION  

 Modern science is well suited to clarify the factual predicates that underlie a 

normative debate.  The plain language of the Dickey-Wicker Amendment, properly 

relied on by the lower court, reflects the Congressional adoption of a normative 

principle, namely, that of respect for the consciences of citizens who do not want 

their tax dollars used to support research that makes them complicit in the knowing 

destruction of human lives.  It does this by referencing laws that protect “human 

subjects” in taxpayer funded research. 

 The factual predicate of this legal norm is that human embryos are human 

subjects, i.e., human beings, and not merely collections of cells.  This factual 

predicate is confirmed by the empirical scientific evidence presented in the interest 

of informing this Court’s review of how the challenged National Institute of Health 

Guidelines for Human Stem Cell Research (NIH Guidelines) violate the human 

subject regulations incorporated by reference  in the Dickey-Wicker Amendment. 

 Part A of Section I summarizes the empirical conclusions of a cogent 

scientific white paper authored by Amicus Dr. Maureen L. Condic entitled, When 

Does Human Life Begin: A Scientific Perspective (2008) (attached as Appendix A).  

The white paper presents this Court with a concise yet comprehensive review of 

the human biology underlying the ethical and legal norms embodied in the Dickey-

Wicker Amendment.  Using universally accepted criteria, the white paper 
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establishes that from a scientifically well-defined moment of sperm-egg fusion – 

and a fortiori at the blastocyst stage when the embryo may be destroyed to derive 

embryonic stem cells – a  human embryo is a distinct, individual human being, and 

not a mere collection of human cells.   

 Part B of Section I then sets forth the text of the two human subject 

protections that Congress references in the Dickey-Wicker Amendment as the 

standard to be applied to federally funded research that endangers human subjects 

at the embryonic stage of life.  These two provisions, 45.C.F.R. 204(b) and Section 

289g(b) of the Public Health Act, demonstrate that human subjects at the embryo 

stage (even those “no longer needed”) are not to be subjected in federally funded 

research to risks greater than that allowed for research on fetuses in utero who are 

intended to be brought to term. 

Section II addresses the implausibility of the government’s attempt to 

bifurcate human embryonic stem cell (hESC) research when it purports that its 

funding for one aspect of the research does not implicate the integral first phase of 

destroying the human embryo to derive the hESCs. The inextricable continuity of 

both phases of the research is made especially clear in light of the NIH Guidelines’ 

detailed provisions that predicate eligibility for funding on the hESC researcher 

himself providing documentation of the parents’ “voluntary written consent for the 

human embryos to be used for research purposes.” 
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Both the law and the underlying science demonstrate that the lower court 

properly applied the Dickey-Wicker Amendment “as its language is most naturally 

read, and in accordance with what that language makes clear is its basic purpose.”  

Barber v. Thomas, 130 S. Ct. 2499, 2509 (U.S. 2010).    

 

ARGUMENT 

I.  The challenged NIH Guidelines squarely undermine the normative core 
of the Dickey-Wicker amendment, and the underlying human 
subject protections it references. 
 

 In this litigation, the defendants-appellants (“the government”) offer a 

construction of the Dickey-Wicker Amendment that renders it meaningless to 

justify the federal funding of research that inherently involves, depends on, and 

promotes the destruction of living human embryos.3  Through this misconstruction, 

the government seeks judicial sanction of a policy that erodes the legitimacy of 

representative democracy in our nation’s science policy; namely, that the scientific 

community alone should determine what research should be supported with 

taxpayer funds, even if such research unavoidably requires the destruction of 

                                                 
3 Amicus agrees with the lower court’s ruling that human embryonic stem cell 
research is “research in which” human embryos are destroyed, based, inter alia, on 
the text of the NIH Guidelines highlighted in Section II, infra. See District Court 
Memorandum Opinion (August 23, 2010), at JA 235-239. 
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vulnerable human subjects in blatant contradiction of legally enacted research 

norms. 

 The only rationale offered by President Barack Obama in his March 9, 2009 

Executive Order is that there is “broad agreement in the scientific community that 

[embryonic stem cell] research should be supported by federal funds.”4  In his 

remarks, the President elaborated: “Promoting science. . . is about letting scientists 

like those here today do their jobs, free from manipulation or coercion, and 

listening to what they tell us, even when it’s inconvenient. . . .”5  

 The notion that “the scientific community” alone should determine what 

research should be supported with taxpayer funds undermines the legitimate role of 

democracy in defining the moral and ethical boundaries of biomedical research on 

human subjects.6  In fact, the current administration has never even raised, much 

                                                 
4 Executive Order No.13,505, 74 Fed. Reg. 10,667 (March 9, 
2009))(emphasis added). 
 
5 REMARKS OF PRESIDENT BARACK OBAMA – AS PREPARED FOR DELIVERY – 

SIGNING OF STEM CELL EXECUTIVE ORDER AND SCIENTIFIC INTEGRITY 

PRESIDENTIAL MEMORANDUM , Washington, D.C., March 9, 2009. 
 
 
6 See generally, O. Carter Snead, Science, Public Bioethics and the Problem of 
Integration, 43 U.C. DAVIS L. REV. 1529, 1531 (2010)(quoting Einstein’s 
statement, “Science can only ascertain what is, but not what should be, and outside 
of its domain[,] value judgments of all kinds remain necessary.” Albert Einstein, 
"Science and Religion," in Daniel Bronstein, Approaches to the Philosophy of 
Religion: A Book of Readings (New York, Ayers Publishing, 1954), at 68-69). 
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less engaged the central moral question posed by embryonic stem cell research, 

namely, the moral status of the human embryo used and destroyed in this context. 

By elevating the financial demands of hESC scientists above the codified will of 

the people, the challenged NIH Guidelines violate the normative core of the human 

subject protections expressly cited in the Dickey-Wicker Amendment.  The 

“scientific community alone” policy ignores the right of all men and women in a 

democracy, as exercised by their representatives in Congress, to set reasonable 

ethical limitations on biomedical research – especially when it impacts the 

American ideals of human dignity, human equality, and the integrity of science. 

This shared responsibility is clearly reflected in the Dickey-Wicker 

Amendment’s funding restriction on “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 45 C.F.R. § 

46.204(b) and section 498(b) of the Public Health Service Act (42 U.S.C. § 

289g(b)).”7   

In support of the lower court’s ruling, Amicus herein brings this Court’s 

attention to the citations within the Dickey-Wicker Amendment.  These citations 

are of notable significance because they refer to laws that protect human subjects 

                                                 
7 Consolidated Appropriations Act, 2010, Pub. L. No. 111-117, § 509(a)(2), 123 
Stat. 3034, 3280-81 (the “Dickey-Wicker Amendment”). 
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in federally funded research.  Amicus first presents the underlying scientific facts 

establishing that a human embryo is indeed a human subject, followed by a review 

of the text of the two codified research norms that are applied to human beings at 

the embryonic stage of life by the Dickey-Wicker Amendment.  

 

A.  Modern embryology establishes that the life of a new human 
embryo begins at a scientifically well-defined moment, and that 
the human embryo is a distinct, individual, human organism; 
i.e., a new human being, and not a mere collection of cells. 

 
Debates concerning the practice and funding of human embryonic stem cell 

research are often perceived as thorny because of the widespread misperception 

that we do not or cannot know when the life of an individual human being begins 

as a matter of empirical fact.  Yet if this view is correct, we are left with a serious 

ethical dilemma:  while no one objects to the destruction of ordinary human cells 

for biomedical research, the destruction of human beings to obtain biological 

material for research is a matter of grave moral and legal consequence.8  As a 

                                                 
8 See YUVAL LEVIN, IMAGINING THE FUTURE: SCIENCE AND AMERICAN DEMOCRACY 
(2008); Robert P. George and Christopher Tollefson, EMBRYO (2008); see also 
Albert R. Jonsen, THE BIRTH OF BIOETHICS 90-100 (1998), recounting the history 
of the1974 legislation that created the National Commission for the Protection of 
Human Subjects of Biomedical and Behavioral Research. The Commission was 
charged to conduct a “comprehensive study of the ethical, legal, and social 
implications of advances in biomedical research” involving human subjects.  The 
Commission ultimately produced The Belmont Report, which became the basis for 
federal regulations at 45 CFR 46, Subpart A “to cover all biomedical researchers 
who received federal funds for their work.” The human subject regulation 
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matter of logic, there must be some non-arbitrary scientific criteria to determine 

when living human cells give rise to a new individual human being.  

These criteria are presented in the white paper authored by Amicus Dr. 

Maureen Condic, When Does Life Begin: A Scientific Perspective (2008)(attached 

as Appendix A).9   This white paper provides a concise yet comprehensive 

assessment of the foundational question of when, as a matter of developmental 

biology, the life of a new human being begins.  The conclusions unambiguously 

support the factual premise underlying the Dickey-Wicker Amendment.  After all, 

its references to “human subject” regulations are coherent only if the protected 

research subject – the human embryo – is indeed a human being and not a mere 

collection of human cells.   

 In specific, the review of modern embryology found in the attached white 

paper provides this Court with the objective conclusions of two central questions 

regarding the biological beginning of human life: (1) in the course of sperm-egg 

interaction, when is a new cell formed that is distinct from either sperm or egg? 

                                                                                                                                                             
pertaining to human fetuses is cited in the Dickey-Wicker Amendment, as 
discussed in Section IB, infra.   
 
9 Maureen L. Condic, Ph.D., When Does Human Life Begin? A Scientific 
Perspective, Westchester Institute White Paper (October 2008), available at 
http://www.westchesterinstitute.net/images/wi_whitepaper_life_print.pdf 
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And (2) is this new cell a distinct individual human organism (i.e., a new human 

being), or merely a new kind of human cell?10   

 Based on universally accepted scientific criteria, the white paper sets forth 

the unequivocal conclusion that a new cell, the human zygote, comes into 

existence at a precise moment of sperm-egg fusion, an event that occurs in less 

than a second.  Upon formation, the zygote immediately initiates a complex 

sequence of events that establish the molecular conditions required for its own self-

directed development.  The behavior of the one-cell embryo and its molecular 

composition are radically unlike that of either sperm or egg separately, and are 

characteristic of a human organism.11   

 As the human embryo matures, it continues to meet the distinguishing 

feature of an organism or being; self-directed interaction of parts in the context of a 

coordinated whole.12  In contrast, collections of human cells (such as skin cells) are 

alive and carry on the activities of cellular life, yet fail to exhibit coordinated 

interactions directed towards any higher level of organization.  Collections of cells 

                                                 
10 Id. at 5. 
 
11 Id. at 7. 
 
12 Id. at 6. 
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do not establish the complex, interrelated cellular structures (tissues, organs, and 

organ systems) that exist in a whole, living human being.13   

 Thus, from the beginning – and a fortiori at the blastocyst stage, when the 

embryo might be destroyed to derive embryonic stem cells – the human embryo is 

a living, individuated human being.14 Yet, amici in support of the government 

seem to disregard the biological status of the embryo based, inter alia, on the size 

of the human being at this stage of life:  

Human embryonic stem cells (hESCs) are derived from blastocysts, 
which are pre-implantation embryos that develop within five days 
after fertilization of an egg by a sperm. A blastocyst is smaller than 
the period at the end of this sentence.15 
 

                                                 
13 Id.  
 
14 Id. 
 
15 Brief of Amici Curiae the State of Wisconsin, et al. Supporting Reversal of the 
Preliminary Injunction, Sherley, et al. v. Sebelius, et al. (No. 10-5287) (Dkt. 1272219)  
(filed 10/18/2010), at 27. (emphasis added).  Amici supporting the government also 
use misleading terminology in their claim the blastocysts used for hESC line 
derivation are “not viable” unless they are implanted.  Id. The term “viable” more 
aptly reflects an internal state of being compatible with long term survival in an 
appropriately supportive environment.  No human being of any age is able to 
survive in all environments; e.g., on the moon or at the bottom of the ocean.  The 
human embryos subject to the derivation phase of hESC research are actively alive 
and generally have no internal state or condition of genetic defect that will produce 
their imminent death.  As discussed in Section B, infra, the relevant human subject 
protections require that these human embryos not be subjected to risks greater than 
that allowed for research on fetuses in utero that are intended to be brought to 
term.  
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 This flawed argument was squarely addressed by a colloquium of scholars 

including scientists and philosophers: 

The embryo is a being: that is to say, it is an integral whole with 
actual existence.  The being is human; it will not articulate itself into 
some other kind of animal.  Any being that is human is a human 
being.  If it is objected that, at five days or fifteen days, the 
embryo does not look like a human being, it must be pointed out 
that this is precisely what a human beings looks like – and what 
each of us looked like – at five or fifteen days of development.  
Clarity of language is essential to clarity of thought.16 
 
As established by the empirical evidence in Appendix A, a human embryo is 

a human organism, and the life of a new human being commences at a 

scientifically well-defined moment.  This unambiguous scientific finding supports 

the factual premise underlying the “human subject” laws referenced in the Dickey-

Wicker Amendment – that the human embryo is indeed a human being.  

                                                 
16 Ramsey Colloquium, The Inhuman Use of Human Beings: A Statement on 
Embryo Research, 49 FIRST THINGS 17, 18 (January 1995), available at 
http://www.firstthings.com/ftissues/ft9501/articles/ramsey.html (last checked 
October 17, 2010). 
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B. The Dickey-Wicker Amendment’s reference to certain 
“human subject” protections is consistent with Congress’ 
implicit recognition that a human embryo is a human being.  

 
 The legitimate role of Congress in defining the legal and ethical boundaries 

of research involving human subjects is not an issue that originated with the 

administration of President George W. Bush.   In fact, it was the persistence of 

Senator Walter Mondale (D-MN) and Senator Edward Kennedy (D-MA) that 

resulted in the 1974 legislation establishing the National Commission for the 

Protection of Human Subjects.17  Congressional hearings held between 1968 and 

1973 by Senators Mondale and Kennedy were prompted by “medical advances 

[that] raise grave and fundamental ethical and legal questions for our society. Who 

shall live and who shall die?”18  The hearings addressed the ethics of biomedical 

advances such as genetic engineering and organ transplantation, and were 

especially driven by reports on human research subject abuses such as the 

Tuskegee Syphilis Study19 and the emerging practice of “fetal research.”20  

                                                 
17 For a history of the Mondale and Kennedy hearings leading to the enactment of 
the National Research Act, Pub. L. No. 93-348 (1974), see Albert R. Jonsen, THE 

BIRTH OF BIOETHICS 90-106 (1998). 
 
18  Id. at 91  (citing Statement of Senator Mondale, U.S. Senate Subcommittee on 
Government Research, Committee on Government Operations, Hearings on S.J. 
Resolution 145, 90th Congress, 2nd session, 1968, p 1-3.) 
 
19 Id. at 96 (A hearing called by Senator Kennedy on April 30, 1973, focused on 
the news story of a federally funded experiment that deprived a group of rural, 
African-American men of treatment for syphilis over a 30-year period. ) 
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 The Mondale and Kennedy hearings ultimately resulted in the enactment of 

45 C.F.R. 46, Subpart A (“Human Subject Regulations”) that governs “research 

that is conducted on human beings if it is funded by one of 18 federal agencies.”21     

Enacted in 1974, the Human Subject Regulations are a body of research standards 

with roots in numerous international agreements, such as the Nuremberg Code and 

the Declaration of Helsinki, as well as in domestic policies adopted by the U.S. 

Department of Health and Human Services (HHS) following cases involving 

research that harmed human subjects.22  Since 1974, HHS has promulgated and 

                                                                                                                                                             
 
20 Id. at 94 (recounting how the Federal Research Act was prompted in part by 
Eunice Shriver’s efforts to stop fetal research after she read a news report about an 
NIH advisory panel report “‘encouraging the use of newly delivered live fetuses 
for medical research before they died.’” Delivered intact as the result of a late 
abortion, the fetus could be briefly maintained alive “while studies were done that 
might improve the care of future mothers and children. In the article, one scientist 
commented, “‘I don’t think it’s unethical.  It’s not possible to make this fetus into a 
child, therefore, we can consider it as nothing more than a piece of 
tissue.’”)(quoting Victor Cohen, Live fetal research debated, WASHINGTON POST, 
April 10, 1973, at A1, A9.) 
 
21 U. S. Congressional Research Service, Federal Protection for Human Research 
Subjects: An Analysis of the Common Rule and Its Interactions with FDA 
Regulations and the HIPPA Privacy Rule, (RL32909; June 2, 2005), by Erin D. 
Williams, at 6, available at http://www.fas.org/sgp/crs/misc/RL32909.pdf. 
 
22 Id. at 1, 70; See generally Nathan A. Adams IV, et al, Specially Respecting the 
Living Human Embryo by Adhering to Standard Human Subject Experimentation 
Rules, 11 YALE J. HEALTH, POLICY, LAW &  ETHICS 111 (2001).  
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amended additional regulations for the protection of human subjects in “vulnerable 

populations,” including pregnant women and fetuses.23 

Advances in biomedical technology made the practice of conducting 

research on human embryos in vitro and destroying them to obtain human 

embryonic stem cells possible in the 1980s and 1990s.   Human embryonic stem 

cells were first isolated and grown briefly in the laboratory in 1994, and first 

successfully maintained long-term in the laboratory by in 1998. 24 

Respecting the consciences of citizens who do not want their tax dollars 

used to support research that makes them complicit in the knowing destruction of 

vulnerable human lives in the fatal practice of conducting research on human 

embryos in vitro, Congress authorized the 1996 budget rider known as the Dickey-

Wicker Amendment.25  

 The Dickey-Wicker Amendment, in relevant part, prohibits the use of 

federal funds for: 

 (2) research in which a human embryo or embryos are 
destroyed, discarded, or knowingly subjected to risk of injury or death 

                                                 
23 U.S. Congressional Research Service, supra n. 21, at 6. 
 
24 JA at 260, citing Bongso, et al., Human Reproduction 9, 2110 (1994) and 
Thomson, et al., Science 282, 1145 (1998).  
25 June Mary Zekan Makdisi, The Slide from Human Embryonic Stem Cell 
Research to Reproductive Cloning: Ethical Decision-Making and the Ban on 
Federal Funding, 34 RUTGERS L.J. 463, 477 (2003). 
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greater than that that allowed for research on fetuses in utero under 45 
CFR 46.204(b) and section 498(b) of the Public Health Service Act 
(42 U.S.C. 289g(b)).26 
 
Despite various attempts to change its language, Congress has included the 

Dickey-Wicker Amendment in every Health and Human Services (“HHS”) 

appropriations bill since 1996 and has not altered the Amendment in any material 

respect. JA 54–55.  For example, an ultimately defeated amendment was offered 

by Congresswoman Lowey that would have authorized federal funding for 

research on “spare” embryos just as proposed by the challenged NIH Guidelines in 

this case.  Rising on the floor of the Congress in opposition to the Lowey 

Amendment, Congressman (now Senator) Roger Wicker, the co-author of the 

Dickey-Wicker Amendment, reminded the Congress why the budget rider had 

been passed and should not be changed: 

What the Lowey amendment would do, however, is cause our 
Government to embark into an area of research which we have never, 
never before been willing to do as a government. As the chairman of 
the subcommittee stated, this is a very sensitive issue. It is also a very 
important issue for millions of Americans. As a matter of fact, 76 
percent of Americans oppose funding for the type of research that the 
Lowey amendment would sanction. This goes to the very profound 
questions of human life and to very sensitive questions of bioethics. 
   
Proponents of the Lowey amendment say there is a distinction 
between spare embryos and embryos created for research purposes. 
But the leading experts say there is no distinction. Let me quote Dr. 

                                                 
26 Consolidated Appropriations Act, 2010, Pub. L. No. 111-117, § 509(a)(2), 123 
Stat. 3034, 3280-81 (the “Dickey-Wicker Amendment”)(emphasis added). 
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Robert Jansen of the National Health and Medical Research Council. 
He says, 
 
     It is a fallacy to distinguish between surplus embryos and  
     specially created embryos in terms of embryo research. The  
     reason I say this is that any intelligent administrator of an  
     in vitro program can, by minor changes in his ordinary  
     clinical way of doing things, change the number of embryos  
     that are fertilized. 
 
. . . . [L]et us respond to the 76 percent of Americans who say, ‘Do 
not use tax dollars to fund embryo research.’ 27 
 

The two federal laws referenced as standards by Congress in the Dickey-

Wicker Amendment show a clear intent to protect human embryos as human 

subjects, i.e. human beings. 

 The first federal regulation cited in the Dickey-Wicker Amendment, 45 

C.F.R § 46.204(b), is found within Part 46 in Title 45 of the Code of Federal 

Register, under the title, “Protection of Human Subjects,”28  revealing Congress’ 

understanding that the human embryo is a human subject.  This regulation is found 

under Subpart A, which is entitled “Basic HHS Policy for Protection of Human 

Research Subjects.”  The following is the text, substituting the phrase “human 

embryo” for the phrase “pregnant women and fetuses” as required by the Dickey-

Wicker Amendment: 

                                                 
27 142 Cong. Rec. H7340 (1996) (Statement of Rep. Wicker). 
 
28 45 C.F.R § 46 (2009)(emphasis added). 
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 §46.204 Research involving [human embryos]  
 
 [Human embryos] may be involved in research if all of the 

following conditions are met: 
 
(b)The risk to the [human embryo] is caused solely by 

interventions or procedures that hold out the prospect of direct 
benefit for the [human embryo]; or, if there is no such prospect of 
benefit, the risk to the [human embryo] is not greater than minimal  
and the purpose of the research is the development of important 
biomedical knowledge which cannot be obtained by any other 
means.29 

 
 The risks to the human embryo involved in the necessary first phase of  

human embryonic stem cell research, namely the removal of the inner cell mass 

which destroys a living human embryo, violate the requirements of this human 

subject regulation.30  There is no “prospect of direct benefit” to the human embryo, 

nor is the risk of death “minimal.”  Moreover, the speculative argument that hESC 

research is necessary to develop “important biomedical knowledge which cannot 

be obtained by any other means,” fails to meet the conjunctive requirement that 

“the risk to the [human embryo] is not greater than minimal.”31 

                                                 
29 45 C.F.R § 46.204(b) (2009)(emphasis added)(substituting the statutory word 
“fetus” with “human embryo” as required by the terms of Dickey-Wicker). 
 
30 See Section II, infra, explaining that hESCs are laboratory produced cells, not 
natural cells.   

31 Proponents of human embryonic stem cell research frequently choose to ignore 
the effective performance of immune-matched ASCs and iPSCs methods that do 
not require the destruction of human embryos, asserting that because they don't 
know which stem cell is best, research on all types of stem cells must go forward. 
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The second federal law cited in the Dickey-Wicker Amendment defeats the 

faulty rationale that the risk is minimal to the embryo because the embryo is going 

to die anyway.  This invalid rationale forms the basis of the challenged NIH 

Guidelines’ authorization of funding for research on “hESCs . . . derived from  

human embryos created using in vitro fertilization for reproductive purposes and 

were no longer needed for that purpose.”32   

This provision of the NIH Guidelines is in clear violation of the second 

federal statute referenced in the Dickey-Wicker Amendment in its provision that 

human embryos not be “knowingly subjected to risk of injury or death greater than 

that allowed for research on fetuses in utero under. . . 42 U.S.C. 289g(b).”33  The 

text of this statute requires that “fetuses intended to be aborted” be given the same 

human subject protections as “fetuses intended to be carried to term”: 

(b) Risk standard for fetuses intended to be aborted and fetuses 
intended to be carried to term to be same 
 
In administering the regulations for the protection of human research 
subjects which –  
 

                                                                                                                                                             
This argument presupposes moral neutrality of all methods, disregarding the 
destruction of human beings at the embryonic stage of life that is necessary to the 
derivation phase of human embryonic stem cell research (which must be 
documented with the NIH by hESC researchers, see Section II, infra). 
 
32 Nat’l Insts. of Health Guidelines for Human Stem Cell Research, 74 Fed. Reg. 
32,174 (July 7, 2009). 
 
33 § 509(a)(2), 123 Stat. at 3280–81. 
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(1) Apply to research conducted or supported by the Secretary; 
(2) Involve living human feuses in utero; and 
(3) Are published in section 46.208 of part 46 of title 45 of the Code 

of Federal Regulations; 
 

Or any successor to such regulations, the Secretary shall require that 
the risk standard (published in section 46.102(g) of such part 46 or 
any successor to such regulations) be the same for fetuses which are 
intended to be aborted and fetuses which are intended to be 
carried to term.34 
 
Substituting the term “human embryo” for the term “human fetuses” in the 

above statute, as required by the terms of the Dickey-Wicker amendment, results in 

an unambiguous conclusion:  “Excess” human embryos abandoned in fertility labs 

are entitled to the same human subject protections in federally funded research as 

human embryos intended to be transferred to the mother’s womb and carried to the 

fetal and infant stage of human development.  

This is confirmed by the following statement made during the 1996 floor 

debate of the Dickey-Wicker Amendment, regarding an ultimately rejected 

amendment that would have allowed federal funding for the same kind of research 

authorized by the challenged NIH Guidelines: 

 The supporters of [the Lowey] amendment claim that this funding 
will be used only to do experiments on ‘‘spare’’ embryos that would 
be discarded anyway. We, as a Congress, have already addressed this 
question.  In 1985, Congress was made aware of abuses in some NIH 
research programs. These programs were conducting risky 
experiments on unborn children who were scheduled for abortions. At 

                                                 
34 42 U.S.C. § 289g (b)(emphasis added). 
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that time we wisely enacted a law insisting that federally funded 
research should treat these children the same as children intended 
for live birth.  This law protects human embryos in the womb at every 
stage and is still in effect today. There is no reason that it should 
not be extended to protect human embryonic children outside the 
womb.35 
 
The foregoing establishes that human subjects at the embryo stage (even 

those considered “spare”) are to be treated in federally funded research with no 

greater risk of harm or death than human subjects at the fetal stage intended to be 

brought to birth.36  Thus, it would be a clear violation of the federal laws examined 

above if NIH were to issue guidelines authorizing taxpayer funding of ultra-

hazardous, non-therapeutic research on unborn children under the condition that 

the mother gave her “proxy” consent.  Yet, the challenged NIH Guidelines do just 

that with respect to human embryos.  As discussed more fully below, the NIH 

Guidelines explicitly predicate federal funding on the requirement that the human 

embryonic stem cell (hESC) researcher himself submit written compliance to the 

NIH stating that the hESCs were derived from human embryos destroyed with the 

proxy consent of his or her biological parents.  Because proxy consent is obviously 

not necessary if the subject of the research is merely cells or tissues, the challenged 

                                                 
35 142 Cong. Rec. H7342 (1996) (Statement of Rep. Vucanovich). 
 
36 42 U.S.C. 289g (b) (as cited in the Dickey-Wicker Amendment, §509(a)(2), 123 
Stat. at 3280-81)(providing risk standards are “the same for fetuses which are 
intended to be aborted and fetuses which are intended to be carried to term.”) 
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NIH Guidelines implicitly acknowledge that the subject to be destroyed via proxy 

consent is a human subject.37   

                                                 
37 This raises grave implications if the lower court is reversed, because no court has 
ever approved proxy consent for research that is ultra-hazardous and non-
therapeutic to the human subject, even with parental consent. See, e.g., Grimes v. 
Kennedy Krieger Inst., 782 A.2d 807 (Md. 2001), where researchers associated 
with Johns Hopkins University subjected otherwise healthy children to the 
probability of lead poisoning to assess the effect of various levels of lead dust 
abatement.  The Court found inadequate disclosure of these health risks to the 
children's parents, and added:   
 

[I]n our view, parents whether improperly enticed by trinkets, food 
stamps, money or other items, have no more right to intentionally 
and unnecessarily place children in potentially hazardous non-
therapeutic research surroundings, than do researchers. In such 
cases, parental consent, no matter how informed, is insufficient. 
Id. at 177 (emphasis added).   
 

See also, T.D. v. New York State Office of Mental Health, 626 N.Y.S.2d 1015 
(N.Y. Sup. Ct. 1995), aff'd, 650 N.Y.S.2d 173 (N.Y. App. Div. 1996), finding that 
a state agency could not authorize non-therapeutic experiments on mental patients 
including both adult and minor subjects, reasoning that  

 
The benefits of, and needs for, the medical research at issue are 
clear and evident; but at what cost in human pain and suffering to 
those subjects who are not capable of expressing either their 
consent or objection to participation?. . . . .[H]owever laudable the 
ends which defendants seek to achieve may be, those results must be 
gained through means within their grant of authority and which 
properly safeguard the rights of the [the human subjects].   
 

Id. at 177 (emphasis added).  This Court should likewise decline the government’s 
invitation to become the first court to approve a research policy that requires proxy 
consent of parents for ultra-hazardous, non-therapeutic research on human 
subjects. 
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II.  The express terms of the NIH Guidelines demonstrate that destruction 
of human embryos “for research purposes” is an integral part of 
human embryonic stem cell research, not merely a separate 
preparatory step. 

  
The foregoing review brings us to the critically relevant issue at the core of 

this litigation: whether human embryonic stem cell research is “research in which” 

a human subject at the embryo stage of life is “destroyed, discarded, or knowingly 

subjected to risk of injury or death.”38  In support of the lower court’s ruling that 

the fatal derivation phase is part of hESC “research,” it should first be noted that 

the derivation of hESCs is indeed a research process, not simply a preparatory act 

of removing cells from a human embryo.  In fact, hESCs are laboratory produced 

cells, not natural cells.  The only cells known beyond a shadow of a doubt to 

produce all cells of the human body (i.e. to be truly pluripotent) are cells within the 

embryo that actually perform this job in normal development.  These cells, known 

as “inner cell mass” or ICM, are the cells from which hESCs are produced in the 

laboratory.  Studies by independent groups have shown hESCs are not identical to 

ICM cells.39  Thus, derivation is the necessary first step in hESC research.    

                                                 
38 § 509(a)(2), 123 Stat. at 3280–81 (emphasis added). 
 
39 See, e.g., R.A. Reijo Pera, et al., Gene expression profiles of human inner cell 
mass cells and embryonic stem cells, 78 DIFFERENTIATION 18-23 (July 2009); T.C. 
Brink et al., The origins of human embryonic stem cells: a biological conundrum, 
188 CELLS TISSUES ORGANS 9-22 (2008). 
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 This is confirmed by the express language in the NIH Guidelines, quoted 

below, characterizing the derivation phase as “research.”  And the continuity of 

both phases of the research is made especially clear with the NIH Guidelines’ 

funding requirement that the hESC researcher himself must provide extensive 

documentation of the “voluntary written consent for the human embryos to be used 

for research purposes”:   

A.  Applicant institutions proposing research using hESCs derived 
from embryos donated in the U.S. on or after the effective date of 
these Guidelines may. . . establish eligibility for NIH funding by 
submitting an assurance of compliance with Section II (A) of the 
Guidelines, along with supporting information demonstrating 
compliance for administrative review by the NIH.  For the 
purposes of this Section II (A), hESCs should have been derived 
from human embryos: 
 
1. That were created using in vitro fertilization for reproductive 

purposes and were no longer needed for this purpose; 
 

2. That were donated by individuals who sought reproductive 
treatment . . .and who gave voluntary written consent for the 
human embryos to be used for research purposes. 

 
3. For which all of the following can be assured and 

documentation provided, such as consent forms, written 
policies, or other documentation, provided [a long list of other 
requirements that the hESC researcher must document such as 
the absence of cash or in kind payment for the donated 
embryos].40 

 

                                                 
40 74 Fed. Reg. 32,170, 32,174-75 (emphasis added). 
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Thus, as a condition of eligibility for taxpayer funding, the NIH Guidelines 

clearly and extensively implicate the complicity of the researcher in the time, place 

and manner of how the hESCs were derived from human embryos donated by their 

parents “for research purposes.”  This unequivocally supports the lower court 

ruling.41   

The impact of the NIH proxy consent provisions is illustrated in an October 

3, 2010 story covering the announcement by the University of Michigan that it had 

created the state’s first embryonic stem cell line.  Explaining that the university 

plans to adding it new hESC line to the “National Institutes of Health Embryonic 

Stem Cell Registry,”42 the report gave a concrete example of how the challenged 

NIH Guidelines directly induce the university to actively recruit fertility patients to 

sign NIH compliant consent forms for the destruction of their offspring “for 

research purposes:” 

The couple who donated the embryo to U-M is unaware theirs became 
the first embryonic stem cell line, Smith said. They are among 5 
couples who have donated about 20-30 embryos to U-M since 
January, when U-M developed consent forms to comply with 
federal, state and university guidelines. 

                                                 
41 For an analysis of other express provisions within the NIH Guidelines that 
support the lower court’s ruling, see Brief of Appellees Dr. James L. Sherley, et al., 
Sherley v. Sebelius (No. 10-5287 ) (Dkt. 1272219) (filed 10/18/2010), at 14-24.   
 
42 Kim Kozlowski, U-M stem cell milestone advances research, controversy, THE 

DETROIT NEWS (Oct. 3, 2010), at 
http://detnews.com/article/20101003/LIFESTYLE03/10030305/1040/ 
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It is believed that all of its donor embryos are genetically normal, so 
U-M is now working to get couples to donate embryos that are 
genetically abnormal.43 
 
The level of NIH complicity in creating demand for and then regulating the 

circumstances of the destruction of human subjects “for research” makes the 

government’s position completely untenable. The law, the underlying science, and 

the inevitable impact of the NIH Guidelines demonstrate that the lower court 

properly applied the Dickey-Wicker Amendment “as its language is most naturally 

read, and in accordance with what that language makes clear is its basic purpose.”  

Barber v. Thomas, 130 S. Ct. 2499, 2509 (U.S. 2010).    

                                                 
43 Id. 
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CONCLUSION 

Amicus herein joins appellees in asking this Court to affirm the preliminary 

injunction issued by the district court and to dissolve the stay pending appeal. 

       Respectfully submitted, 

 

       /s/ Dorinda C. Bordlee_________             

   Nikolas T. Nikas, AZ Bar No. 011025   
*Dorinda C. Bordlee, LA Bar No. 20115   

   BIOETHICS DEFENSE FUND 
   6811 E. Voltaire Avenue 
   Scottsdale, AZ  85254 
   (480) 483-3597 
 

* COUNSEL OF RECORD 
 

  Attorneys for Maureen L. Condic, Ph.D. 
 
 

DATED:  November 1, 2010 
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APPENDIX A 
 
 

Maureen L. Condic, Ph.D., When Does Human Life Begin? A Scientific  
Perspective, WESTCHESTER INSTITUTE WHITE PAPER (October 2008), available at 
http://www.westchesterinstitute.net/images/wi_whitepaper_life_print.pdf 
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john.pettibone@quarles.com 
Andrew T. Karron, Esq. 
Arnold & Porter 
555 Twelfth Street, NW 
Washington, DC 20004 
andrew.karron@aporter.com 
 
Robert Charrow, Esq. 
Greenberg Traurig LLP 
2101 L Street, NW 
Washington, DC  20037 
charrowr@gtlaw.com 
 
 

Service was also accomplished on the following by U.S. Mail: 
 

Beth S. Brinkmann 
U.S. Department of Justice 
(DOJ) Civil Division, Appellate Staff 
950 Pennsylvania Avenue, NW 
Washington, DC 20530-0001 
 
Robert Phillip Charrow 
Greenberg Traurig, LLP 
2101 L Street, NW 
Suite 1000 
Washington, DC 20037 
 
Ronald C. Machen, Jr. 
U.S. Attorney’s Office 
(USA) Appellate Division 
555 4th Street, NW 
Washington, DC 20530 
 
 

DATED: November 1, 2010    /s/Dorinda C. Bordlee 
Dorinda C. Bordlee 
Counsel for Amicus Dr. Condic 
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