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This Court should enjoin Defendants from taking &myher actions to implement or ap-
ply the guidelines for public funding of researnkalving stem cells derived from human em-
bryos (“Guidelines”) promulgated by National Instés of Health (“NIH"). 74 Fed. Reg. 32,170
(July 7, 2009) (attached to Decl. of Bradley J.gann Support of PIs.” Mot. for Prelim. Inj.
(“Lingo Decl.”), Exh. A). Each of the well-establied requirements for a preliminary injunc-
tion—Ilikelihood of success on the merits, irrepédiarm to the plaintiffs, the balance of hard-
ships, and public-interest considerations—weigtanglly in favor of an injunction.

Plaintiffs have a high likelihood of success ontierits of their claims. To begin, the
Guidelines violate federal law, which prohibits flimg of “research in which” a human embryo
is “destroyed, discarded, or knowingly subjectedsgk of injury or death.” Omnibus Appropr-
iations Act of 2009, Pub. L. 111-8, § 509(a)(2)3 Xat. 803 (2009). It is indisputable that re-
search involving human embryonic stem cells nec#gsand inevitably involves the destruction
of human embryos. (Lingo Decl., Exh. B at 5 [Comiseof Do No Harm et al.].) Thus, Defen-
dants’ actions are clearly contrary to law, andthezefore invalid under the Administrative Pro-
cedure Act (“APA”"), 5 U.S.C. § 706(2)(A).

In addition, the Guidelines should be set asidabse in deciding to fund embryonic
stem cell research, NIH failed to explain how sfteiding will fulfill the Guidelines’ stated pur-
pose to support “ethically responsible” and “sdiasdlly worthy” research and failed to address
substantial evidence in the administrative rectuasng that federal funding of such research
will in fact have the opposite effect. 74 Fed. R&170. Scientific discoveries auult stem
cell research have made it unnecessary to engageearch that destroys a human embryo.
NIH’s failure to explain its decision to fund embnjc stem cell research in light of less morally

problematic alternatives—and to nevertheless prgatalethically dubious guidelines funding



scientifically obsolete research—is arbitrary aagrecious. Sees U.S.C. 8 706(2)(A). Finally,
by giving interested parties a mere 34 days to centran this important issue and refusing to
consider comments by those asking NIH to reconsigelecision to fund embryonic stem cell
research, NIH has failed to follow the procedurethe Administrative Procedure Act, 5 U.S.C.
§ 553.

This case provides the quintessential grounddyursgi a preliminary injunction: Once
destroyed, an embryo cannot be revived. NIH begaepting embryonic stem cell research
funding applications even before the Guidelinek teibect on July 7, 2009. Absent injunctive
relief, many embryos will be destroyed in federdllpded research, and this irreparable harm to
Plaintiffs far outweighs any conceivable harm tdddelants or others in maintaining tstatus
qguo. Given the significant moral, ethical, and sai@ntoncerns at stake, injunctive relief is also
necessary to further the public interest.

FACTUAL BACKGROUND

The Use Of Stem Cells To Treat Medical lliness

Stem cell research holds the potential to treatyntbseases that have long resisted tradi-
tional methods. But it is important to understémat, from both scientific and moral stand-
points, not all stem cells are created equal. &hee three general types of stem cells: embryo-
nic, adult, and induced pluripotent. While embrgostem cells have received much of the pub-
lic and media attention, scientists have been ngafttamatic breakthroughs in the use of adult
and induced pluripotent stem cells, and theserlattd less morally objectionable research me-
thods have generated the vast majority of medicajness.

Embryonic stem cells—as the name implies—are faorle inner cell mass of a living

embryo. Because these cells are the building Blo€khe human organism, they have the po-



tential to turn into any type of cell in the hunmtaody. In 1998, Dr. James Thomson, a professor
at the University of Wisconsin, discovered a predes deriving stem cells from embryos. De-
spite the ethical concerns of engaging in resetli@hcauses the death of a human embryo, many
researchers hailed the discovery and predictecethatyonic stem cell research would lead to
the cure of many diseases such as Parkinson’sefidr’s, and diabetes. Those predictions
have not come to pass. In fact, rather than trgatipatient’s disease, research shows that em-
bryonic stem cells would likely form tumors wheifeicted into the body. (Lingo Decl., Exh. B
at I-1, 1-2.) In addition, because embryonic statis do not come from the patient, they would
likely be rejected by the patient’'s immune systd®eelingo Decl., Exh. B at G-8.) Thus, not
only have embryonic stem cells failed to demonsttiaé miracle-working potential that some
had forecasted, research shows they have the @btentause harm.

Adult stem cells are cells found in the body antlsaues normally discarded after birth
(such as umbilical cord blood and the placenta)hhsae the potential to generate most or all of
the different tissues in the human bodid. &t G-1.) And, unlike embryonic stem cells, adult
stem cells have shown tremendous promise in tigdisease. As former NIH head Dr. Berna-
dine Healy stated earlier this year, adult sterts ¢bhve become stars” representing “most of the
stem cell triumphs that the public hears aboutérradine Healy, M.DMWhy Embryonic Stem
Cells Are ObsoletdJ.S. News & World Report, March 4, 20@8;ailable at
http://health.usnews.com/blogs/heart-to-heart/200/84/why-embryonic-stem-cells-are-
obsolete.html. Indeed, adult stem cells have iadlif treated countless individuals suffering
from a wide variety of diseases including, but limotted to, ovarian cancer, retinoblastoma,
brain tumors, testicular cancer, chronic and alautkemias, breast cancer, renal cell carcinoma,

anemias, Crohn’s disease, rheumatoid arthritis jarehile diabetes. (Lingo Decl., Exh. B at G-



5-G-7.) In addition, adult stem cells do not preéserisk of tumor formation, and because adult
stem cells often come from the patient’s own bdldgre is less risk of immune rejectiorid. (at
G-8.)

Induced pluripotent stem cells (commonly knownRS cells or iPSCs), are adult cells
that have been genetically reprogrammed suchhlegtare virtually identical to embryonic stem
cells. The process of replicating embryonic stefttsdrom human adult cells was discovered
less than two years ago by a group of researcinetading Dr. Thomson. (Lingo Decl., Exh. B
at H-2—H-3.) This discovery was a dramatic leagvéod in developmental biology, hailed by
the journalScienceas last year’s leading scientific breakthroughny field. Gretchen Vogel,
Breakthrough of the Year: Reprogramming CeB2 Science 1766 (2008). These cells “meet
the defining criteria [that were] originally propaksfor human [embryonic stem] cells, with the
significant exception that the [induced pluripotstgm] cells are not derived from embryos.”
Junying Yu et al.Induced Pluripotent Stem Cell Lines Derived frommtdém Somatic Cell318
Science 1917 (2007). In addition, unlike embryatam cells, NIH has stated that “tissues de-
rived from [induced pluripotent stem cells] will benearly identical match to the cell donor and
thus probably avoid rejection by the immune systeNat’l Institutes of HealthStem Cell Ba-
sics14 (2009) available athttp://stemcells.nih.gov/staticresources/info/bsisECpri-
mer2009.pdf.

For these reasons, Dr. Thomson—the pioneer of emniirystem cell research—has pub-
licly recognized that the availability of inducellippotent stem cells will soon make research
using embryonic stem cells an anachroniSeeG. Kolata,Man Who Helped Start Stem Cell
War May End ItN.Y. Times, Nov. 22, 2003yvailable athttp://www.nytimes.com/

2007/11/22/science/22stem.html (quoting Dr. Thoms®saying, “[ijsn’t it great to start a field



and then to end it”). Others have similarly redagd that induced pluripotent stem cells offer
all of the scientific possibilities of embryoniest cells—and more. For instance, Professor lan
Wilmut—whose research brought about the first ctbsieeep, Dolly—has declared that the in-
duced pluripotent “technique to obtain stem callsow the most efficient technique for re-
searchers” and that “[induced pluripotent] cells arore useful than embryonic cells.” (Lingo
Decl., Exh. Bat H-3.)
Il. Public Funding And Embryonic Stem Cell Research

In 1996, Congress enacted an appropriations ridmrohibits federal funding of re-
search in which human embryos are harmed or destroyhe rider, commonly known as the
Dickey-Wicker Amendment, provides in relevant ghet: “(a) [nJone of the funds made avail-
able by this Act may be used for—(1) the creatiba buman embryo or embryos for research
purposes; or (2) research in which a human embrgontryos are destroyed, discarded, or
knowingly subjected to risk of injury or death giexathan that allowed for research on fetuses in
utero under 45 C.F.R. 8§ 46.208(a)(2) and secti@{l)&f the Public Health Service Act (42
U.S.C. § 289¢g(b)).” Balanced Budget Downpaymertt Rab. L. No. 104-99, § 128, 110 Stat.
26, 34 (1996). The Dickey-Wicker Amendment hasheeluded in every Health and Human
Services (“HHS”) appropriations bill since 1996ddras not been altered in any material re-

spect! SeeOmnibus Appropriations Act of 2009, Pub. L. 1118%09(a)(2), 123 Stat. 803.

1 In 2005, the citation in the rider was changedifdb C.F.R. § 46.208(a)(2) to 45 C.F.R.
8 46.204(b). Whereas the old regulation allowelg arinimal risk in every case, the
new regulation appears to allow risk that is gnetitan minimal, as long as that risk “is
caused solely by interventions or procedures tbht but the prospect of direct benefit”
for the fetus.



From the time Congress passed the Dickey-Wickermdment, no federal money has
been spent on research that depended on the fadegk&uction of human embryos. Neverthe-
less, on July 7, 2009—in the face of the federaldnad the ever-accumulating evidence that em-
bryonic stem cells are scientifically obsolete—N#dued “Guidelines For Human Stem Cell
Research” that broadly promise federal fundingeimbryonic stem cell research that will neces-
sarily involve the destruction of now-living embsyo74 Fed. Reg. 32,174. These Guidelines
mark the first use of federal funds in a way thdltiwcentivize and cause the destruction of hu-
man embryos for research.

ARGUMENT

The NIH Guidelines violate a clear statutory prauisthat expressly precludes any fund-
ing for research in which embryos are injured astaged, and were in any event invalidly
promulgated because NIH ignored numerous commergsaived setting forth effective alterna-
tives to embryonic stem cell research and numesoigntific and ethical problems with funding
research in which embryos are injured and destroyed because the implementation of the
Guidelines risks the destruction of the embryostahs unquestionably a risk of irreparable
harm if NIH is not enjoined from further implemengithe Guidelines. Thus, as set forth below,
each of the well-established requirements for &miary injunction—Ilikelihood of success on
the merits, irreparable harm to the plaintiffs, fadance of hardships, and public-interest consid-
erations—weighs strongly in favor of an injunctidBeeMova Pharm. Corp. v. Shalgla40
F.3d 1060, 1066 (D.C. Cir. 1998).

l. Plaintiffs Are Likely To Prevail on the Merits of Their Claims
The Guidelines must be set aside for two competaagons. First, the Guidelines vi-

olate the plain language of the Dickey-Wicker Ameedt, which strictly prohibits the funding



of “research in which a human embryo or embryosdasgroyed, discarded, or knowingly sub-
jected to risk of injury or death.” Second, inpradgating the Guidelines NIH ignored scores of
comments detailing the scientifically and ethicallyperior alternatives to embryonic stem cell
research. Indeed, NIH ignored more than 60 peraftite public comments because those
comments did not support the agency’s preconcedeedion to fund embryonic stem cell re-
search. In so doing, NIH rushed to a predetermmégment that is not only scientifically and
ethically flawed, but also legally invalid.

A. The Guidelines Violate The Dickey-Wicker AmendmenBy Funding
Research In Which An Embryo Is Destroyed.

1. The Clear Text And Structure Of The Dickey-Wicker
Amendment Preclude The NIH Guidelines.

The NIH Guidelines violate Congress’s unambiguawdibition against federal funding
of “research in which a human embryo or embryosdastroyed, discarded, or knowingly sub-
jected to risk of injury or death.” Pub. L. No.1t&, 8§ 509(a)(2). The ban on research that in-
volves the destruction of embryos is broad; fundagrohibited for the actual destruction of
embryos, and also for any “research in whichembryos are destroyedltl. Because it is in-
disputable that human embryonic stem cell researaives injury to and destruction of human
embryos, the text of the Dickey-Wicker Amendmetimlly precludes federal funding for such
research.

NIH seeks to avoid Congress’s unambiguous ban stdgive embryo research by as-
serting that the funding ban applies only to thteocleriving the stem cells from the embryos,
but not to subsequent experiments on those célld-ed. Reg. 32,173. But this distinction ig-
nores the plain text of the statute, which not gorlyhibits funding for discrete acts that destroy
human embryos, but also for ateSearch in whichan embryo is “destroyed, discarded or kno-

wingly subjected to risk of injury or death.” Pub.No. 111-8, § 509(a)(2) (emphasis added).



Indeed, the Amendment contains two subsectionprotibits the use of funds for “(1)
the creation of a human embryo or embryos for rebegaurposes; or (2) research in which a
human embryo or embryos are destroyed, discarddehawvingly subjected to risk of injury or
death greater than that allowed for research arséstin utero under 45 C.F.R. § 46.204(b) and
section 498(b) of the Public Health Service Act (43.C. § 289¢g(b))Z Id. By its terms, sub-
section (1) prohibits funding for thepecific actof creating a human embryo for research pur-
poses, while subsection (2) prohibits funding bt eesearch in whicha human embryo is de-
stroyed or knowingly threatened. NIH’s interpratatrenders this two-section format nonsen-
sical: If Congress intended to forbid only the aééderal funds for specific acts that destroy
human embryos, it could have done so in a far @mgohd more straightforward way by utilizing
the format of subsection (1) to prohibit funding $pecific acts that destroy human embryos.
See Aliv. Fed. Bureau of Prisqri®8 S. Ct. 831, 840 (2008) (rejecting petitioaénterpreta-
tion of a statute, in part because “[hJad Congnetesnded to limit [the statute’s] reach as peti-
tioner contends, it easily could have written gt way]”).

Congress instead chose to protect human embryesdsting a much broader ban. Ra-
ther than banning funding only for specific actatttiestroy human embryos, Congress banned
funding for any fesearch in whicta human embryo or embryos are destroyed” or atewing-

ly subjected to risk of injury or death.” Pub.No. 111-8, § 509(a)(2) (emphasis added). Both

2 The cross-referenced regulation, when incorporitecthe appropriations rider, effec-
tively provides as follows: “No [human embryo] mag involved as a subject in any ac-
tivity covered by this subpart unless: . . . tiek tio the [human embryo] imposed by the
research is not greater than minimal and the perpbthe activity is the development of
important biomedical knowledge which cannot be iletéh by any other means.” 45
C.F.R. 8 46.204(b).



by its terms and by necessary implication, thahiimition bans the funding of research, such as
embryonic stem cell research, that is dependent apd induces the destruction of human em-
bryos. NIH’s contrary reading improperly ignorée important differences in the way Congress
structured its ban on funding for the creation wilan embryos, on the one hand, and its ban on
all research that destroys or threatens embryot)eather.See Russello v. United Stgté64

U.S. 16, 23 (1983) (holding that where Congress ddéerent language in proximate subsec-
tions of the same statute, courts must construst#itate to give effect to those differences in
language)Harbor Gateway Commercial Prop. Owners’ Ass'n VAEP67 F.3d 602, 606 (D.C.
Cir. 1999) (“We see no reason to depart from thebsanon that when Congress uses different
language in different sections of a statute, itste@intentionally.”).

Common sense dictates that this language was chos#sure that embryos are not de-
stroyed to support federally funded experimenteafly, Congress did not enact the funding
ban because it was trying to save taxpayer monegduce the deficit. It enacted the ban be-
cause it was concerned with the moral costs ofarekanvolving the destruction of human em-
bryos. NIH’s interpretation would make the Dickéfieker Amendment a hollow accomplish-
ment.

2. NIH’s Interpretation Of The Dickey-Wicker Amendment Is

Untenable And Is Incompatible With NIH’s Own Understand-
ing Of “Research.”

NIH’s supposed distinction between “research” veitam cells and “derivation” of stem
cells is also untenable on its face. As an initiakter, NIH itself has recognized that “research”
is not task specific. Under the Human Subjectdtoin Regulations—incorporated by Con-
gress in the Dickey-Wicker Amendment—*“researchiedined as “a systematic investigation,
including research development, testing and evialuatlesigned to develop or contribute to ge-

neralizable knowledge.” 45 C.F.R. § 46.102(d).oflmer words, research is a systematic process



involving multiple steps and procedures with therall purpose of advancing knowledge. De-
rivation of human embryonic stem cells for scigatihquiry thus constitutes an integral part of
the research being conducted under NIH’s own reigmis. Moreover, the Department of Health
and Human Service’s (“HHS”) own guidance on thesgitations provides that an institution
that receives federal funding is generally engagddiman subjects researatven where all
activities involving human subjects are carried bytemployees or agents of another institu-
tion.” Department of Health and Human Servig@gjdance on Engagement of Institutions in
Human Subjects Resear(ct. 16, 2008), available at http://www.hhs.gdwvfdhumansubjects/
guidance/engage08.html (emphasis added). Thusshittficial division of labor between de-
riving stem cells from human embryos and usingehmsls is inconsistent with its own interpre-
tation of the term “research,” which recognized gwch activities constitute parts of an overall
research project.

NIH’s overly narrow interpretation of the fundingris use of the term “research” is also
inconsistent with courts’ use of that term. Fatamce, irMlerck KGaA v. Integra Lifesciences I,
Ltd., 545 U.S. 193, 202 (2005) (emphasis added), tieetre Court, in analyzing the scope of
the research exemption under the patent stattepadedged that “research” is a multi-phase
process rather than a single experiment: “Thes@amgly no room in the statute for excluding
certain information from the exemption on the basithe phase of researdh which it is de-
veloped or the particular submission in which tilcobe included.”See also Nat'l Ctr. for Mfg.
Sciences, Inc. v. City of Ann Arb&63 N.W.2d 65, 68 (Mich. Ct. App. 1997) (agreeihat “re-
search is not limited to a specific experiment” imngludes “other critical steps in the research
process [such as] the definition of the researemdag, raising the money to perform the neces-

sary experiments, and the monitoring and evaluaifdhe results”).
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The Guidelines themselves acknowledge that reséavolving embryonic stem cells is
inextricably intertwined with, and indeed includ#® act of destroying human embryos. The
Guidelines demand that NIH-funded researchers deteethe matter of derivation to ensure that
the process by which the embryos were selectedestruction was in accordance with the
Guidelines.See74 Fed. Reg. 32,17(noting that “the Guidelines pertain primarily teetdona-
tion of embryos for the derivation of [human embrigostem cells]”). NIH cannot plausibly
contend that the embryonic stem cell researchittpadposes to fund is wholly separate and le-
gally distinct from the destruction of human emlzyedhile also mandating that individuals do-
nating “human embryos faesearchpurposes” be informed of “[w]hat would happenhe em-
bryos in the derivation of [the stem cells].” 7dd-Reg. 32,174 (emphasis added).

To demonstrate the implausibility of NIH’s interpagon of “research in which,” consid-
er that the Guidelines do not even prohibit fundm@ researcher who both derives stem cells
from an embryo and then uses the cells in fedefafiged activities. Indeed, far from prohibit-
ing such funding, the Guidelines actually contertgpthat the deriver and user may be the same
person. The Guidelines state that when it is ‘fizable,” the physician responsible for fertility
treatments should not have been the same perstimeagsearcher derivingnd/or proposing to
utilize [human embryonic stem cells].” 74 Fed. R&®,174 (emphasis added). The obvious im-
plication of the “and/or” construction is thasimgle researchecan both derive the cells and use
federal money for subsequent experiments on thelée dt defies common sense to suggest that
a federal grant recipient is not engaged in “redear which” a human embryo is destroyed
when the researcher is conducting a multi-phastysitistem cells and he derives the stem
cells—and thereby destroys an embryo—at phase faine oesearch effortSee Harbor Gate-

way, 167 F.3d at 606 (rejecting the EPA’s interpretaf an appropriations rider because “there
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IS no reason to mistrust the common sense unddistaof the statutory language” (internal qu-
otation omitted)).

3. The Language And Purpose Of The Dickey-Wicker Amend
ment Have Not Changed.

NIH also contends that Congress—by passing theeditKicker Amendment each year
without change—nhas “accepted” its “consistent” dndg-standing” interpretation. 74 Fed.
Reg. 32,173. This argument is baseless, howegeause HHS hawt consistently interpreted
the funding ban. In addition, NIH has never fundesearch that was dependant on the further
destruction of human embryos, belying the notiat ongress has acquiesced in such conduct.

In 1999, HHS General Counsel Harriet S. Rabb issue@morandum (“Rabb Memo-
randum”) in which she concluded that embryonic stelts are not “embryos” under the Dick-
ey-Wicker Amendment. (Lingo Decl., Exh. D [Rabbm@andum].) From that premise, she
reasoned that NIH could legally fund experimentshenstem cells after those cells had been
derived with private funds. Despite the fact it Rabb Memorandum saidthingabout the
scope of the word “research,” and was merely aniopiof agency counsel rather than a formal
interpretation by the agency head, NIH cited theriddeandum in promulgating its first guide-
lines involving human embryonic stem cells. 65.AReg. 51,976 (adopting the Rabb Memo-
randum’s conclusion that “federally funded resedhet utilizes [human embryonic stem cells]
would not be prohibited by the HHS appropriaticens prohibiting human embryo research, be-
cause such cells are not human embryos”).

These guidelines were never implemented, howelUbey were initially stayed due to
litigation, and in November 2001, NIH formally wittew the guidelines (66 Fed. Reg. 57,107)
after then-President Bush instituted a new policknit funding of embryonic stem cell re-

search to “existing stem cell lines where thedifiel death decision has already been made.”

12



Press Release, The White House, Fact Sheet: Embrgtem Cell Research (Aug. 9, 2001),
availableat http://www.whitehouse.gov/the press_office/Falseet-on-Presidential-Executive-
Order/. By withdrawing the guidelines, NIH alsahdrew its reliance on the Rabb Memoran-
dum.

After NIH withdrew the guidelines, on January 1002, HHS General Counsel Alex M.
Azar Il issued a memorandum (“Azar Memorandum”)aoding that the new policy comported
with the federal funding ban. (Lingo Decl., ExhaBF-1-F-8.) This time, HHS General Coun-
sel focused on the meaning of “research in whichhe Azar Memorandum concluded that
funding of experiments on “a discrete set” of argtstem cell lines for which the life-and-death
decision had already been made did not violat®ibkey-Wicker Amendment because such
funding “provides no incentives for the destructajradditional embryos.” In other words, be-
cause the “life and death decision” had already lmeade prior to the funding announcement,
there was no causal link between the federally édnésearch and the destruction of the em-
bryos.

The Azar Memorandum’s recognition of the need tesaer whether NIH was creating
an incentive for the further destruction of embryggresented a shift in HHS General Counsel's
interpretation of the Dickey-Wicker Amendment. @nthe Rabb Memorandum’s earlier deri-
vation-versus-use interpretation, the question hdrefederal funding created an incentive for
researchers to derive more stem cells was irretevAimus, even leaving aside the fact that both
memoranda were merely opinions of counsel rathaar thterpretations by the NIH Director,
NIH’s contention that it has “consistently” integped the Dickey-Wicker Amendment since

1999 is simply not true.
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Even the members of Congress who support embrgbein cell research have recog-
nized that NIH’s current interpretation does nanport with the plain terms of the Dickey-
Wicker Amendment. For this reason, in 2001, antexfél subsection was introduced in the
Senate version of the Dickey-Wicker Amendment thaild allow funding of all “stem cell re-
search, on embryos that have been created in eateklsical need and will be discarded, and
donated with the written consent of the progenito&. 1536, 107th Cong. 8§ 510(c) (2001). The
Executive Branch “strongly oppose[d] the Senatsieal’ because it modified the existing lan-
guage and “would signal a weakening of the Fedaaalernment’s commitment to protecting
human embryos,” and “strongly support[ed] the Housssion” which retained the existing lan-
guage. Office of Management and Budget, Statewfefstiministrative Policy (Oct. 30, 2001),
available athttp://www.whitehouse.gov/omb/legislative/sap/10%1536-s.html. Congress
agreed and ultimately rejected the Senate versinsent Congressional adoption of such statu-
tory language, the Dickey-Wicker Amendment mustdestrued—consistent with its plain
terms—to prohibit NIH from funding research in ammar that causes and incentivizes the de-

struction of human embryos.

The conclusion that the NIH Guidelines violate Casg’s funding ban is inescapable.
The Guidelines—which expressly regulate and indbeedestruction of human embryos—
plainly allow funding for research in which embryare destroyed. NIH’s contrary interpreta-
tion is implausible: It ignores the common usafthe term “research,” the structure of the
funding ban, and Congress’s purpose in avoidingdakpayers’ complicity in the sacrifice of

human embryos.
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B. The Guidelines Violate The Dickey-Wicker Amendmeng&ven Under
NIH’s Implausible Interpretation Of “Research.”

Contrary to NIH’s implicit assumption, moreoveretfunding ban extends beyond re-
search in which embryos are destroyed: It alsipits funding for research in which human
embryos arekKnowinglysubjected to risk of injury or death.” Pub. L..Nd 1-8, § 509(a)(2)
(emphasis added). It is indisputable that thosdifg and conducting embryonic stem cell re-
search knowingly subject human embryos to subsilaidk of injury or death. Thus, even as-
suming NIH’s implausible, task-specific interpréatof “research,” NIH cannot escape the
conclusion that the Guidelines violate the fundiag.

A person does not needitdenda consequence in order to act “knowingly”—he need
only set in motion a chain of events that ultimatehds to a foreseeable resufiee, e.gH.A.L.
v. Foltz 551 F.3d 1227, 1230 (11th Cir. 2008) (holding thatate employe&howingly sub-
jected[foster children] to a substantial risk of victmation” by placing another child with a his-
tory of aggressive sexual behavior in the same h@mghasis added)Ynited States v. Wal-
ters 997 F.2d 1219, 1223 (7th Cir. 1993) (stating thperson “knowingly causes” the use of
the mails when he “acts with the knowledge thatube of the mails will follow in the ordinary
course of business, or where such use can reagdmabbreseen” (internal quotation omitted)).
Under NIH’s Guidelines, grant-awarding officialsdafederally funded researchers will “kno-
wingly subject” human embryos “to risk of injury death” by funding and conducting embryo-
nic stem cell research that inevitably createsbstaumtial risk—indeed, a virtual certainty—that
more human embryos will be destroyed in order tivdenore embryonic stem cells for re-
search purposes. If a private scientist, who @srand studies embryonic stem cells without use
of public money, destroys an embryo in order ttsgat request for embryonic stem cells from

a federally funded scientist—a practice allowedarfdiH’s Guidelines—the public scientist
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knows that his request, which is an integral pahi® research, will subject living human em-
bryos “to risk of injury or death.” The public saitist could work in the same laboratory, refer
to himself as a collaborator, and even watch asdugsest is carried out. In fact, as already ex-
plained, the Guidelines do not even prohibit thevee and the user from being the very same
person, in which case the federally funded scientmild be absolutely certain that his research
subjects human embryos to death.

Similarly, by awarding new grants for embryonicnsteell research, NIH officials will
set in motion a chain of events that will creatended for additional, newly derived stem cells.
In so doing, there can be no question that NIHc@fs are knowingly subjecting human em-
bryos to risk of death. Indeed, as discussedGtidelines—by regulating the process by which
researchers destroy those embryos—explicitly coplat® the destruction of additional embryos
for purposes of federally funded resear8ee74 Fed. Reg. 32,174. There can therefore be no
doubt that the research which the NIH’s Guideline® promise to fund will involve “knowing-
ly” subjecting embryos to risks of injury and deahd the Guidelines therefore violate the
Dickey-Wicker Amendment even under NIH'’s interptita of the statutory language.

C. The Guidelines Are Arbitrary And Capricious And Therefore Invalid
Under The Administrative Procedure Act.

In its too-hasty effort to overturn the previousipg NIH did not engage in the statutori-
ly required “reasoned decisionmaking”: NIH faikedobserve the procedures required by the
APA, and accordingly it promulgated Guidelines tad arbitrary and capricious within the
meaning of 5 U.S.C. § 706(2)(ALf. Int'l Bhd. of Teamsters v. United Staté35 F.2d 1525,
1531 (D.C. Cir. 1984). As set forth below, NIH hafused to consider important information
about embryonic, adult, and induced pluripoteninstells, and in order to reach its desired re-

sult—and to lighten its intellectual and adminititra load along the way—NIH simply disre-
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gardedmore than 60 percermf the public comments on the Guidelines. In addj the Guide-
lines are at odds with numerous state and fedana,land the Guidelines’ provisions governing
conflicts of interest and informed consent procediare irrational and incomplete.

When taking any final action, an “agency must exanhe relevant data and articulate a
satisfactory explanation for its action includingational connection between the facts found
and the choice made.'Motor Vehicle Mfrs. Ass’n v. State Farm Mut. Audts. Co, 463 U.S.

29, 43 (1983). Importantly, courts do not simplyblber stamp” an agency’s decisiddnited
States v. Garner767 F.2d 104, 116 (5th Cir. 1985). Instead, tinegertake a “searching and
careful inquiry” to “ensure that the agency engagecasoned decisionmakinglit’| Ladies’
Garment Workers’ Union v. Donovan22 F.2d 795, 815 (D.C. Cir. 1983) (internal @tioin
omitted). In determining whether an agency hasged in “reasoned decisionmaking,” a court
must examine carefully the agency'’s articulatedsfas its decision.State Farm463 U.S. at

50. A court may neither supply its own rationabe consider an agency counsel’s “post hoc ra-
tionalizations” to justify the agency’s decisiold. On the basis of the agency’s explanation
alone, the court must determine “whether the decigias based on a consideration of the rele-
vant factors and whether there has been a clear@rjudgment.”Id. at 43.

The Guidelines cannot survive this review. Impitsmulgation of the Guidelines, NIH
failed to provide a rational connection betweenféwts found and its choice to fund embryonic
stem cell research instead of scientifically aridcaly superior adult stem cell research; failed
to consider viable alternatives such as inducedgutent stem cell research; ignored relevant
considerations such as the inherent flaws of enmbicystem cells; disregarded the effects of the
Guidelines on state statutory regimes; failed eenly justify the provisions addressing con-

flicts of interest and informed consent; and ab@idats responsibility to respond to significant
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arguments made during the public comment peridae dnsurprising result of this flawed deci-
sion-making process is an irresponsible set of &unds that fund unethical and unnecessary
research.

1. NIH Failed To Offer A Rational Connection Between he

Facts Found And The Decision To Fund Embryonic SterCell
Research.

The ostensible purpose of the Guidelines is torenthat NIH funding is “ethically re-
sponsible, scientifically worthy, and conductecatordance with applicable law.” 74 Fed.
Reg. at 32,170. This purpose echoes the Pressddantiable goal of ensuring that “scientific
data is never distorted or concealed to serveitigablagenda—and that we make scientific de-
cisions based on facts, not ideology And yet, ironically, NIH did just what the Presitt criti-
cized: It allowed ideology, not facts, to drive decision to fund research that is morally objec-
tionable and scientifically obsolete.

In contrast to embryonic stem cell research, astalin cell research delivers far greater
medical benefits with fewer disadvantages; is allyaesponsible; and comports with the law.
(Lingo Decl., Exh. B at 1-19, B-1-B-5, C-1-C-181EE-9, G-1-G-8, H-1-H-7, I-1-I-11, J-1-J-
8.) The administrative record demonstrates thasts fyet NIH has failed even to consider them
and accordingly has not fulfilled its statutory yltit establish a “rational connection” between
these facts and its choice to fund human embrystein cell researchSee, e.gUnited States

Telecomm. Ass’'n v. FGCR27 F.3d 450, 461 (D.C. Cir. 2000) (“Fundameptaiciples of ad-

3 President Barack Obama, Signing of Stem Cell Evee®rder and Scientific Integrity
Presidential Memorandum (Mar. 9, 200&)ailable athttp://www.whitehouse.gov/
the_press_office/Remarks-of-the-President-As-Pexpéor-Delivery-Signing-of-Stem-
Cell-Executive-Order-and-Scientific-Integrity-Présntial-Memorandum.
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ministrative law require that agency action be Hasea consideration of the relevant factors
and rest on reasoned decisionmaking in which tee@agmust examine the relevant data and
articulate a satisfactory explanation for its actimcluding a rational connection between the
facts found and the choice made.” (internal quotainarks omitted)).

NIH claims to be pursuing “scientifically worthytesn cell research, 74 Fed. Reg. at
32,170, but the administrative record demonstrida@isadult stem cell research offers far greater
medical benefits than embryonic stem cell reseafchhgo Decl., Exh. B at 9-13, 18, G-1-G-8,
H-1-H-7, 1-1-1-11.) Unlike embryonic stem cell easch, adult stem cell research has already
provento be “scientifically worthy.” Id.) Indeed, it has improved the health and savedibs
of thousands of patientsld( at G-4.) Moreover, though one would not knoWam reading
NIH’s Guidelines, adult stem cell research doessundfier from numerous shortcomings of em-
bryonic stem cell researchld(at G-1-G-8, I-1-I-11.) Because NIH overlookedsnaf the
shortcomings of embryonic stem cells—in their irdmgrproperties, their development, and their
potential uses—NIH has failed to consider an imgatraispect of the problensee Arkansas v.
Oklahoma503 U.S. 91, 113 (1992) (citir®tate Farm463 U.S. at 43). In sum, in light of the
successes of adult stem cell research, it simhkdreality for NIH to claim that it is rationally
pursuing “scientifically worthy” research whenst in fact, dedicating scarce funds to an unpro-
ven and inferior alternative.

Embryonic stem cells are inherently flawed becadheg are not normal cells. (Lingo
Decl., Exh. B at I-1.) Indeed, the formation oftors by human embryonic stem cells is such an
essential characteristic of those cells thatitsisd to identify a cell as a pluripotent human em-
bryonic stem cell and serves as a quality conérstl ised by commercial suppliers of human

embryonic stem cells.Id. at I-2.) Research has shown that this propetsitgrm tumors is not
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the product of a single aberrant embryonic sternbeelan inherent property of all embryonic
stem cell injections. 1d.) Tumor-producing cells are obviously highly fladvas potential medi-
cal cures—a fact that NIH does not even acknowlengeeh less explain away.

Embryonic stem cells are also flawed in the mammerhich they develop because they
do not differentiate into the type of cells neeftadtherapeutic treatments. Embryonic stem
cells differentiate only into fetal or immature ldgbes, rather than into fully functioning adult
cells. (d.) And fetal cells are not adequate cell replacemfar lost adult cells. Rather, expe-
rience shows thah vivo use of fetal tissue or cells leads to dangerouspntrolled cell growth
and tumor formation. 1¢. at I-2—1-3.) NIH stands mute in the face of thesgaous problems
with embryonic stem cells.

Given the major scientific problems with embryosiem cell research, it is unsurprising
that, although “more than a decade” has passed #ecdiscovery of human embryonic stem
cells, they are “not currently being used clinigaind NIH can express only the hope that they
will someday deliver a modicum of their supposedtémtial.” 74 Fed. Reg. 32,173-74. Not
only is NIH’s hope desperately misplaced, but therey also elides a critical point: Adult stem
cell research offers proven results, not far-oflveis. Adult stem cells haaéreadytreated
countless individuals suffering from a wide variefydiseases including, but not limited to, ova-
rian cancer, retinoblastoma, brain tumors, testicaancer, chronic and acute leukemias, breast
cancer, renal cell carcinoma, anemias, Crohn’sadserheumatoid arthritis, and juvenile (Type
) diabetes. $eelLingo Decl., Exh. B at G-5—-G-8.) Adult stem cal®currently being used to
clinically treat many diseases in human patietsccessful clinical trials include the use of
adult stem cells, in conjunction with chemotherapyadiation, in treatments for a wide variety

of cancers, and adult stem cells have been usedatments for sickle cell anemia and Fanco-
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ni’'s anemia. In short, it is not rational for Ntbl dedicate scarce resources to embryonic stem
cell research when adult stem cells are alreadyeteig verifiable medical results, and NIH did
not even attempt to explain its contrary conclusion

When one considers the following characteristicadflt stem cells (as NIH should have
done), it is no wonder that only adult stem cellsid-aot embryonic stem cells—have delivered
substantial medical results:

- Unlike embryonic stem cells, adult stem cells dopwase a risk of tumor formationld(
at G-2.)

- Adult stem cells provide a readily available arexible source of stem cells for the
treatment of diseaseld()

- Adult stem cells can be harvested from virtuallybaldy tissues, as well as tissues nor-
mally discarded after birth.€., umbilical cord blood and the placentald.)

- Adult stem cells often avoid the problem of immuegction because, in most cases, a
patient’s own stem cells can be used for treatm@dt) This obviously is not true for
embryonic stem cell research, which destroys (rdtten heals) the human life used to
supply the stem cells.

Adult stem cells have demonstrated the abilitydmah to sites of tissue damage, allow-

ing for the development of “minimally invasive adnstration techniques.”|d.)

Adult stem cells have successfully been used #i fratients with certain autoimmune

diseases. |Id. at G-6.)

With nary a word about why it is ignoring the meadibenefits of adult stem cell re-
search, NIH nonetheless decided to fund embrydaio sell research. In doing so, the agency

utterly failed to “examine the relevant data artitalate a satisfactory explanation for its action,
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including a rational connection between the faot$ the choice made.United States Tele-
comm. Ass’n227 F.3d at 461 (internal quotation marks omjttediH’s conduct in this regard is
quintessentially arbitrary and capricious.

2. NIH Failed To Consider Reasonable Alternatives To e
Funding Of Embryonic Stem Cell Research.

Even if NIH had rationally chosen to fund embryosiiem cell research instead of pur-
suing adult stem cell research, the Guidelines astill have to be set aside because NIH failed
to consider sufficiently another vastly superideaiative to the funding of embryonic stem cell
research—namely, induced pluripotent stem cellalede Human induced pluripotent stem cell
research offers all of the potential of embryonens cell research, with none of the moral diffi-
culties. Accordingly, even if NIH had reason tdi&ee that human embryonic stem cell re-
search would be as scientifically valuable as astelin cell research, it would still be arbitrary
and capricious for NIH to fund embryonic stem ceearch when it could achieve the same
scientific goals through the ethically superioesatative of research using human induced pluri-
potent stem cells.

Induced pluripotent stem cells are a perfectly Maubstitute for embryonic stem cells.
In fact, they are virtually indistinguishable frambryonic stem cells. (Lingo Decl., Exh. B at
H-2.) As explained by Dr. Thomson, a pioneer i fikld of embryonic stem cell research, in-
duced pluripotent stem cells “meet the definingecia [that were] originally proposed for hu-
man [embryonic stem] cells, with the significantegtion that the [induced pluripotent stem]
cells are not derived from embryos.” Yauprg 318 Science 1917. In addition, induced pluri-
potent stem cell research provides distinct adggst@aver embryonic stem cells. Because the
creation of induced pluripotent stem cells doesraqtiire use of embryos, eggs, or cloning,

iPSC research avoids the ethical concerns assdaiatie embryonic stem cell research. (Lingo
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Decl., Exh. Bat H-4.) In addition, induced pluripotent steml tieks can be created from a spe-
cific individual, allowing creation of patient-sp&c cell lines. (d.) Several such lines have al-
ready been created from individuals with specifsedses so that disease mechanisms and po-
tential drug-based therapies can be studied ifatimatory. [d.) Indeed, NIH itself has recog-
nized that, unlike embryonic stem cells, “tissuegwkd from [induced pluripotent stem cells]
will be a nearly identical match to the cell doaod thus probably avoid rejection by the im-
mune system.”Stem Cell Basi¢supraat 14.

Induced pluripotent stem cell research is a wetiviin, viable alternative to embryonic
stem cell research. In fact, according to Dr. Teom it will not be long before embryonic stem
cell research will be obsolete and the stem cddate“will be just a funny historical footnote.”
Kolata,supra Induced pluripotent stem cell research was roaeti in the notice announcing
the consideration of the Guidelines, 74 Fed. Re§)8#%78, and the promise and possibilities of
the research were explicitly described in the contsieeceiveddeelLingo Decl., Exh. B), but
NIH offered no explanation in the final Guideliresto why it chose to authorize funding of eth-
ically problematic human embryonic stem cell reskaather than focusing on the ethically su-
perior and scientifically equivalent alternativeirmnluced pluripotent stem cell research. Be-
cause NIH has offered no adequate explanation figritaxchose to fund embryonic stem cell re-
search when research using induced pluripotent sédisioffers the same (or even greater)
promise, the Guidelines are arbitrary and caprii&ee, e.g., Int'| Ladies’ Garment Workers’
Union, 722 F.2d at 817 (stating that the APA “demandadeaquate explanation when [such an

alternative is] rejected”).
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3. Adult Stem Cell Research Is Not Only More Promisinglt Also
Avoids The Serious Moral Problems Of Research Usingu-
man Embryos.

NIH offers no rational justification for its deaisi to pursue ethically problematic em-
bryonic stem cell research instead of focusingduitastem cell research and/or induced pluripo-
tent stem cell research. There is widespread cormeer the ethics of human embryonic stem
cell research. A deep concern is justified byftwe that human embryonic stem cell research
necessarily involves the killing of a human embdywring the harvesting of the embryonic stem
cells, and there is a scientific consensus that sach embryo is the “beginning of a new human
being.” Keith L. Moore & Persaud, T.V.N[he Developing Human: Clinically Oriented Em-
bryology2 (7th ed. 2003). As noted in comments submitbedIH, “[a]dvisory groups seeking
to inform federal policy on human embryo researabehconsistently acknowledged that fact,
and recognized that it has serious moral implicestid (Lingo Decl., Exh. C at 2 [Comments of
the U.S. Conference of Catholic Bishops].) Indé¢idH’'s own Human Embryo Research Panel
noted in 1994 that human embryos “warrant serioasahtonsideration as a developing form of
human life.” Nat'l Inst. HealthReport of the Human Embryo Research Pang&ept. 1994).
Similarly, the National Bioethics Advisory Commigsihas recognized our society’s widespread
agreement that “human embryos deserve respedoasaf human life.” Nat’l Bioethics Advi-
sory Comm’n, 1Ethical Issues in Human Stem Cell Reseair(Bept. 1999). Given these ethi-
cal concerns, it is not surprising that the Commissiltimately concluded that “the derivation of
stem cells from embryos remaining following infltyi treatments is justifiablenly if no less
morally problematic alternatives are availableddvancing the researchld. at 53 (emphasis
added).

Because adult and induced pluripotent stem cedlaret does not involve the killing of

human embryos, there are morally superior alterasti And because embryonic stem cell re-
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search is not the “only"—and, indeed, is the woratternative, NIH erred in pursuing it. More-
over, NIH also arbitrarily and capriciously disreded, and failed to justify, its decision in light
of the very goal that it explicitly set for itsetfamely, that NIH-funded research must be “ethi-
cally responsible.” 74 Fed. Reg. at 32,170. iimpossible to justify as “ethically responsible”
the destruction of human life in order to condestaarch that could be conducted as well or bet-
terwithoutthe destruction of human life, and in any everid Mid not even tryo explain how

its funding of human embryonic stem cell researelets its own stated criterion. That is the es-
sence of arbitrary and capricious decision-makiBge Am. Equity Inv. Life Ins. Co. v. SEC
2009 WL 2152351, at *10 (D.C. Cir. July 31, 2008plding that an agency “must defend its
analysis before the court upon the basis it emplayedopting that analysis”—even if “the
[agency] was not required” by statute to baseetssion on those grounds) (citi®EC v. Che-
nery Corp, 318 U.S. 80, 87 (1943)).

4, NIH Disregarded The Possible Effects Of The Guidehies On
State Laws.

In addition to ignoring much of the science of humnséem cell research, the Guidelines
fail to account for, and substantially undermire kaws of numerous States that protect human
life from the moment of conception or otherwisetpob human embryos from being destroyed
or placed at risk for the purpose of medical experitation. An agency “must engage in a care-
ful analysis of the possible effects of [agencyamjton the functioning and policies of other sta-
tutory regimes.”N.Y. Shipping Ass’n v. Fed. Mar. Com854 F.2d 1338, 1365, 1367, 1371
(D.C. Cir. 1988) (citingMicLean Trucking Co. v. United Stat&21 U.S. 67 (1944)). Because
NIH disregarded the statutory regimes across se8taites with which the new Guidelines

would be in tension, it has not satisfied this iezguent.
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Congress specifically directed that NIH, when ebsing its statutory discretion, must
cooperate with state regulatory regim&ee, e.g42 U.S.C. § 243(a) (asserting that the HHS
Secretary “shall assist States” in the enforceroéatate health regulationsyt. § 284(c)(1)
(stating that NIH “shall coordinate” its activiti@gth other public entities). But NIH promulgat-
ed the Guidelines without even mentioning—much &tsmpting to comply with or accommo-
date—state regulations that ban the destructidrunfan embryos, even though NIH was in-
formed during the public comment period of the ntouns state regulations at issue. This alone
is fatal to the Guidelines: Where a statute rexpuan agency to take into account conflicting or
concurrent regulatory schemes, failure to do $pse factoarbitrary and capricious and an
abuse of discretionSee Citizens to Preserve Overton Park v. Vaipa U.S. 402, 416 (1971)
(agency action must take into account factors Gasgyintended it to consideoyerruled on
other grounds by Califano v. Sande480 U.S. 99 (1977Bouthern S.S. Co. v. NLREL6 U.S.
31, 37-38 (1942) (failure to take into account @otihg regulatory scheme is an abuse of dis-

cretion);Can-Am Plumbing, Inc. v. NLRB21 F.3d 145, 153-54 (D.C. Cir. 2003) (the Natlon

Labor Relations Board “must . . . minimize[ ] drftake into account” the “impact of its ac-
tions on the policies of the other [conflictinghktte”).

That conclusion is particularly warranted in thése. State protection of human embryos
is pervasive.SeegenerallyJean R. Schroedds the Fetus a Person?: A Comparison of Policies
Across Fifty State@Cornell 2000). For example, many States haa feimicide statutes that

apply without regard to gestational &y&ome States have wrongful death statutes théi app

4 See, €.9.2006 Ala. Acts ch. 419 (amending the definitidriperson,” when referring to
the victim of a criminal homicide or assault, toan¢a human being, including an un-
[Footnote continued on next page]
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regardless of gestational ageStill other States explicitly proclaim that lifegins at concep-
tion.6 (See alsd.ingo Decl., Exh. B at B-1-B-5, C-1-C-18.) Finalyand perhaps most impor-
tantly—a number of States explicitly ban or restneman embryonic stem cell researSee,
e.g, La. Rev. Stat. § 9:122; Minn. Stat. § 145.42INStat. Ann. 88 24-9A-1 et.seq.; 18 Pa.
C.S. 88 3203, 3216.

NIH’s Guidelines make no attempt to coordinate fatlstem cell research with the re-
guirements of state law. Instead, NIH has actati@sgh the existence of conflicting state regu-
lations is not even a matter of passing concernddd the Guidelines, neither NIH nor a grant
recipient hasiny obligation to guarantee that federally funded aeste complies with state law.
This is no trivial matter: In States that acknadge and protect life from the moment of fertili-
zation or conception, “donation” of human embryamsthe purpose of destruction may be
viewed as a state criminal violation. The Guidetiiail even t@onsiderthis possibility, and

improperly seek to encourage and fund potentidéigal activity.

[Footnote continued from previous page]

born child in utero at any stage of developmemardless of viability”); Tex. Penal
Code 8§ 1.07(a)(26) (defining the term “individuads used in the Texas Penal Code, to
mean “a human being who is alive, including an unhahild at every stage of gestation
from fertilization until birth”); Utah Code Ann. 86-5-201(1)(a) (stating that when refer-
ring to the victim of a criminal homicide, the tefanother human being” includes “an
unborn child at any stage of its development”).

5  See, e.g.Neb. Rev. Stat. § 30-809(1) (amending wrongfatdestatute to include “an
unborn child in utero at any stage of gestatio8’)). Code Laws Ann. § 21-5-1 (amend-
ing wrongful death statute to include “an unboridh

6 See, e.gArk. Const. amend. 68, § 2 (“The policy of Arkasss to protect the life of
every unborn child from conception until birth...”); Mo. Ann. Stat. § 1.205.1(1) (“[t]he
life of each human being begins at conception”@#épnble).
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Because NIH has failed to even consider state atignk, NIH’s promulgation of the

Guidelines exceeds the scope of its discretion uindh its enabling statute and the APA.

5. NIH Failed To Explain Cogently Why It Exercised Its Discre-
tion To Create Inadequate Conflict-of-Interest Provsions And
Meaningless Informed-Consent Requirements.

Science and statutory regimes aside, even at tleeofdhe Guidelines, NIH has acted ar-
bitrarily and capriciously. By creating insufficieconflict-of-interest safeguards and inadequate
informed-consent standards, the Guidelines eviapersicial concern about ethical issues, but
do nothing significant to address those conceBexause NIH did not explain why two impor-
tant aspects of the Guidelines do not fulfill thegses they purport to serve, the agency has not
satisfied the APA’s requirement that an agency &ty explain why it has exercised its discre-
tion in a given manner.State Farm463 U.S. at 48ee alstchison, T & S.F.R. Co. v. Wichi-
ta Bd. of Trade412 U.S. 800, 806-07 (1973).

a. The Conflict-Of-Interest Provisions Leave Loopholes
That Eviscerate Their Effectiveness.

Although the Guidelines set out to create the agme® of protection against conflicts of
interest, the vagueness of the procedural requinestoeeates an unacceptable risk that these
conflicts will survive. The Guidelines claim torfd only “ethically responsible” research using
cells that were “created using in vitro fertilizatifor reproductive purposes and were no longer
needed for this purpose.” 74 Fed. Reg. at 32,32(,74. The loose procedural requirements,
however, fail to ensure achievement of this obyectiThe Guidelines do not prohibit contrac-
tual, agency, or corporate relationships betweemtkitro fertilization clinic that creates and
then cryogenically stores the human embryo, thearefiers who destroy that human embryo to
harvest its stem cells, and NIH-funded researcherswill continue the research process with

respect to these human embryonic stem cells. thdee Guidelines do not even prohibit the
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deriver and the user from being the very same perSee74 Fed. Reg. at 32,174. By allowing
the same person or clinic to be involved in thatiom of embryos “for reproductive purposes”
and the research using the embryos that are “rgeltomeeded,” the Guidelines tempt researchers
to evade the Guidelines’ requirements and creatgiadal embryos at the outset to ensure that
there are “spares” left for researcBee id. NIH avoided any real analysis of these issues by
proclaiming that it “is not always possible” to &yohis situation.Id. at 32,173. Thigpse dixit
does not even come close to satisfying NIH’s datgrigage in reasoned decisionmaking.

Furthermore, the Guidelines erroneously presunteliegparents of the human embryo
have the legal right under applicable state lawyasas the moral and ethical authority, to subs-
titute their judgment for the interests and judgtradrihe legally incompetent human embryo.
But parents’ moral and ethical authority to doséar from accepted. Without a judicial pro-
ceeding in which the interests of the human embryguestion are represented by a court-
appointed attorney pro vita (for life), such a pdiaé“donation” could violate state laws and
would create obvious conflicts of interest.

b. The Informed-Consent Requirements Fail To Inform

Parents Of The True Nature Of The Procedure To
Which They Are Consenting.

The Guidelines fail to describe adequately the trateire of the procedure to which “do-
nors” are consenting. The so-called informed conpeovisions are deficient from a scientific,
legal, and practical perspective. Scientificalhg informed consent procedures fail to notify
potential donors that each of their human embrgasliving human being and that the decision
to donate is, in fact, a life-or-death decisionre&earcher is required only to include information
about “[w]hat would happen to the embryos in thexv@gion of [human embryonic stem cells]
for research.” 74 Fed. Reg. at 32,174. The gyafithe decision to donate living human beings

for destruction cannot possibly be conveyed in sumhand evasive language. Moreover, the
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informed-consent requirements also fail to informtgmtial donors that many States hold that
human life begins at conceptisee, e.g.Ark. Const. amend. 68, § 2; La. Rev. Stat. Ann.

8 14:2(7), and that in these States, the “donatudiiuman embryos for research may be deemed
to be a criminal act. In addition, the informedhsent procedures do not always require donors
to be informed that adoption is an alternativedwihg the human embryo killed for research
purposes. 74 Fed. Reg. at 32,15 alsd\atalie LesterEmbryo Adoption Becoming the Rage
Wash. Times, Apr. 19, 2009, http://washingtontiroesy/news/2009/apr/19/embryo-adoption-
becoming-rage.

In sum, by including conflict-of-interest and infoed-consent requirements, NIH has
created the appearance of being concerned aboethiwal problems involved with human em-
bryonic stem cell research without taking the appede action to address those concerns. Be-
cause the agency has not “cogently explain whgstdéxercised its discretion” in this manner,
the Guidelines are arbitrary and capricious.

6. NIH Failed To Respond To Significant Comments ThaCast
Doubt On The Reasonableness Of The Guidelines.

For no apparent reason, the Executive Branch aeatashed and result-oriented rule-
making process in which it could not and did nafpend to the majority of significant comments
that it received.See als® 1.D.1,infra (the comment period was of insufficient lengil);

(NIH’s Acting Director had an unalterably closednehiabout the rulemaking). 5 U.S.C.

§ 553(c) of the APA requires the agency to “respona reasoned manner to those [comments]
that raise significant problemsCovad Commc’ns Co. v. FC@50 F.3d 528, 550 (D.C. Cir.
2006);seeAm. Mining Congress v. ERA07 F.2d 1179, 1190-91 (D.C. Cir. 1990). Nikedt
failed to do so, and it therefore acted arbitraaityg capriciously See idat 1191 (“the agency’s

failure to respond to . . . specific challengethimrecord is fatal here, since ‘the points raised
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the comments were sufficiently central that agesi®nce . . . demonstrate[s] the rulemaking to
be arbitrary and capricious’™).

NIH received “approximately 49,000 comments” on @uadelines. 74 Fed. Reg. at
32,170. Many of those comments raised substgmudllems with the Guidelines—including all
of the arguments made her&eg, e.g.Lingo Decl., Exh. B at 2 (explainingter alia, that hu-
man embryonic stem cell research is “unnecessatyreppropriate” due to the scientific ad-
vances in adult and induced pluripotent stem eskkarch)id., Exh. C at 2 (explainingnter
alia, that the informed consent protocols are inswdficifor the “life-and-death decision” parents
are being asked to make).)

Yet, after the comment period ended, NIH had oatyftwo days to review the 49,000
comments submitted and respond to the significaptraents presented therein. Even a team of
ten people working twelve hours per day for altyexwo days would have only six minutes to
devote to each comment. With some comments spguorvier 100 pages, the task was unwieldy.
And yet, the requirements of the APA do not yiel@hat an agency has only a brief span of
time in which to comply . . . cannot excuse itsigdion to engage in reasoned decisionmaking
under the APA.”Am. Mining Cong.907 F.2d at 1191.

NIH’s task of reviewing and responding to importaotments was made substantially
easier by its stunning decision not to consider—hriass respond to—maore than 60 percent of
the comments. NIH received “[a]bout 30,000” comitsedebat[ing] whether the NIH should
be funding embryonic stem cell research.” Jefifeyng, Administration Unveils Stem Cell
Rules, The Hill, July 6, 200@vailable athttp://thehill.com/leading-the-news/obama-
administration-unveils-stem-cell-rules-2009-07-@6\h But NIH admits that it “disregarded all

such comments,” and it instead branded such consmeétit the (ironic) label “unresponsive.”
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Id. NIH’s then-Acting Director offered this feelp®st hoexcuse: “[NIH] actually did not ask
the publicwhetherwe should fund research on human embryonic stdish délIH] asked the
publichowwe should fund human embryonic stem cell researtth.(emphases added). This
illegitimate decision t@ssumehe answer to the fundamental question at issaeatgustify the
agency’s decision to completely ignore the majaoityhe comments that it received. Indeed, if
agencies could proceed in this manner, it wouldteralte the purpose of APA’s public comment
process. NIH’s blatant disregard for the statlorniandated rulemaking process is illegitimate,
and its effects can be seen throughout the fingiae of the Guidelines.

In the Guidelines, NIH did not malaay attempt to explain its decision to allocate scarce
funds to embryonic stem cell research instead olt atem cell research. Nor did it address the
issue whether induced pluripotent stem cells apesor to embryonic stem cells. Consistent
with this theme, the agency’s response to evidémteembryonic stem cells create tumors was
complete silence. And the agency failed to offey adequate response to concerns about how
the Guidelines would conflict with numerous Staed. In the unusual situations where NIH
bothered to read and (at least superficially) radpgo comments, the agency often offered insuf-
ficient categorical statements. For example, wigsponding to the comment that potential do-
nors should be informed that derivation of embrgatiem cells destroys the embryo, NIH of-
fered nothing but obfuscation. The agency decl#rat“all necessary details are explained and
understood” in the informed consent process, kattiticould not require disclosure of informa-
tion about the destruction of embryos becausealindi want to mandate “exact wording for the
consent forms.” 74 Fed. Reg. at 32,173. Thisaese was entirely inadequate, and indeed,
misleading. As NIH well knows, the Guidelines nesty modify the substance of the required

disclosure, not its “exact wording.” In fact, tBelidelines contain an enumerated list of seven
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disclosures. Surely one of those could and sheafldct—in substance—that the “donated”
embryo will be destroyed.

Such categorical—and, ultimately, unresponsive—estants are insufficient to satisfy
the APA’s requirements. lAmerican Mining Congress v. EPpetitioners submitted comments
challenging the agency’s listings of the materes$hazardous, including specific evidence that
was contrary to the EPA’s findings, but the EPApmexled with categorical statements rather
than empirical analysis. 907 F.2d at 1190-91.a Assult, the court held that “the agency’s fail-
ure to respond to petitioners’ specific challenigethe record [was] fatal . . . , since the points
raised in the comments were sufficiently centrat tgency silence . . . demonstrate[d] the rule-
making to be arbitrary and capricioudd. at 1191 (internal quotation marks omitted). That
precedent is directly applicable here.

NIH'’s flagrant disregard for public input has bemsndent since the inception of this (all
too brief) rulemaking process. At bottom, the agyemdisregard for important public comments
reflects a disregard for a congressionally mandptedess that cannot simply be jettisoned in
favor of political expediency. That congressiopatiandated process requires the agency to
consider and respond to important public commeBecause NIH failed to offer more than
conclusory statements in response to the signifi@eguments raised by the comments to the
proposed guidelines, it has not engaged in theneaksdecisionmaking required by the APA.
Thus, the Guidelines are arbitrary and capriciowsraust be set aside.

D. The Guidelines Were Not Issued In Accordance Wit The Procedures
Required By Law.

Wholly apart from the arbitrary and capricious mataf the NIH Guidelines, the Guide-
lines should be set aside because they were iSaithdut observance of procedure required by

law.” 5 U.S.C. § 706(2)(D). Agencies participatim rulemaking are required to follow the
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procedures set out in 5 U.S.C. 8§ 553. NIH violdtexse procedures by not allowing enough
time for submitting comments and by entering tHemaking process with an “unalterably
closed mind.”

Under 5 U.S.C. 8§ 553, agencies patrticipating iemaking must publish “general notice
of the proposed rule making . . . in the Federai&er,” provide “interested persons an oppor-
tunity to participate in the rule making througibsussion of written data, views, or arguments,”
and incorporate “a concise general statement of §@opted rule’s] basis and purpose.”

8 553(b), (c). Although the APA exempts from itsine-and-comment requirement matters “re-
lating to agency management or personnel or ta@pbbperty, loans, grants, benefits, or con-
tracts,” 5 U.S.C. § 553(a)(2), many agencies, midg HHS, have specifically waived this ex-
emption. SeePublic Participation in Rule Making, 36 Fed. R2¢p32 (Feb. 5, 1971%ee also
Abbs v. Sullivan756 F. Supp. 1172, 1188 (W.D. Wis. 1990) (apmtime waiver to NIH),
judgment vacated on other groun@63 F.2d 918 (7th Cir. 1992). As the Departnexmiained,
the “public benefit” from the “greater participatidy the public in the formulation of this De-
partment’s rules and regulations . . . outweighfs} administrative inconvenience or delay.” 36
Fed. Reg. at 2,532.

1. NIH Provided Insufficient Time To Meaningfully Comment
On The Draft Guidelines.

In direct contravention of 8 553, NIH provided fhéblic insufficient time to meaningful-
ly comment on the Draft Guidelines. NIH issued bhvaft Guidelines and request for comment
on April 23, 2009, and all comments were due a r3drdays later. 74 Fed. Reg. at 32,170.
This truncated comment period did not afford indézd parties an adequate opportunity to com-
prehensively review and comment on the Draft Gingsl—especially given the scientific com-

plexity and ethical ramifications theredbee Fla. Power & Light Co. v. United Stgt846 F.2d

34



765, 771 (D.C. Cir. 1988) (explaining that a notaégroposed rulemaking must provide “ade-
guate time for comments,” and noting that inter@gt@rties should be able “to comment mea-
ningfully”); In re Estate of Smith v. Bowesb6 F. Supp. 1093, 1097-99 (D. Colo. 1987) (hold-
ing that a sixty-day period was inadequate). Mweeoby short-circuiting the process by which
the public provides valuable information, the bdbthcomment period precluded NIH from
having sufficient information to engage in informademaking.

2. Former Director Kington Precluded An Effective Comment
Period By Participating With An Unalterably Closed Mind.

Unfortunately, it is now clear why NIH was not cenged about providing the public an
insufficient comment period: NIH never had anyemtion of considering the views of those op-
posed to the federal funding of embryonic stemmeséarch. Agencies cannot fulfill their duty
to consider important commengge5 U.S.C. 8§ 553(b), when a participating agency nmemb
“has an unalterably closed mind on matters criticdhe disposition of the proceeding&ss’'n
of Nat'l Advertisers, Inc. v. FT&27 F.2d 1151, 1170 (D.C. Cir. 1979). FormeebDior Ray-
nard Kington’s mind was “unalterably closed” frohetoutset.

Agency members need not be excluded because oére “discussion of policy or advo-
cacy on a legal questionld. But when an agency member enters a rulemaking ediog with
an “unalterably closed mind,” public comments arevitably ignored.ld. In Nehemiah Corp.
of Am. v. Jacksqrb46 F. Supp. 2d 830, 848 (E.D. Cal. 2008), tséridi court determined that
HUD Secretary Jackson entered a rulemaking proogedth an “unalterably closed mind”

about the merits of a proposed rule. During theroent period, 8loomberg Newseport

7 Kington served as the Acting Director of NIH frdbttober 31, 2008 to August 7, 2009,
when the Senate confirmed Dr. Francis Collins asiéw Director of NIH.
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guoted Secretary Jackson as stating his viewseoprthposed rule and claiming that HUD “in-
tend[ed] to approve the new rule by the end ofyder even if the agency receive[d] critical
comments.”ld. at 847. After setting aside the rule on othewuguds, the district court ordered,
based on these statements, that Secretary Jacksxtlonded from the decision-making process
on remand.ld. at 848.

Kington’s prejudgment of this matter is even mdr&kmg. Kington made clear his
views on the result of the rulemaking proceedingigethe comment period even began. On
April 17, Kington reported to the press that NMlilt expand greatly the number of cell lines
eligible for funding.” Guatam NailjIH Offers Rules for Embryonic Stem Cell Reseaviall
St. J., Apr. 17, 200®vailable athttp://online.wsj.com/article/SB123999343505429688lI
(emphasis added). Moreover, Kington and NIH dertrated their prejudgment of this matter
by encouraging the submission of applications fobeyonic stem cell research even before the
issuance of the draft GuidelineSeelmplementation of Executive Order on Removing kEasr
to Responsible Scientific Research Involving HurBséem Cells, NOT-OD-09-085 (Apr. 17,
2009),available athttp://grants.nih.gov/grants/guide/notice-files/NOD-09-085.html.

Then, after the comment period concluded, Kingt@auena stunning admissiokie (and
the agencyjotally ignored all public comments that took a fpaular side of the central debate
in this rulemaking.SeeYoung,supra Approximately 30,000 of the 49,000 comments ad-
dressed the fundamental question “whether the Miilsl be funding embryonic stem cell re-
search.”ld. But Kington utterly refused to consider commehtt disagreed with his position,
id., that NIH should “expand greatly the number of tieés eligible for funding,” Naiksupra
Kington claimed that NIH “did not ask the publi@rfinput on this question. Youngypra But

an agency official may not hide an unalterably etbmind by prejudging an issue, ignoring tens
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of thousands of comments that address the issdehan declaring brazenly that he “did not
ask,”id., for comments that disagreed with his predeterchjndgment.

It is beyond dispute that Kington had an “unaltgrattosed mind” about the merits of
the NIH Guidelines. Because the administrativeepealing has now concluded, “the appropriate
remedy” is to “vacate and remand the proceedirigetoedone without the participation” of
Kington. Nehemiah546 F. Supp. 2d at 847.

Il. Absent An Injunction, The Plaintiffs Will Suffe r Irreparable Harm.

There can be little doubt that, absent an injunctibe plaintiffs will suffer irreparable in-
jury. Once destroyed, an embryo cannot be revikesigone forever. This “injury” is great
enough to meet any standard. “This is not a cdmzewlaintiff can wait until trial for a remedy.
Simply put, absent some form of preliminary rel@gintiff runs the real risk of dying and in
such circumstances money damages would be whalgssto plaintiff.” DiDomenico v. Em-
ployers Co-Op Indus. Truss76 F. Supp. 903, 907 (N.D. Ind. 1987)n addition, the destruc-
tion of the embryo results in irreparable injury &l to whom that embryo holds promise. Itis
no longer available to parents that might wishdog it or adoption agencies that might wish to

place it for adoptioA.

8 It makes no difference for purposes of irreparatjlery analysis that the embryos in
guestion are not yet mature human beings. Ondht&ary, the threat of harm to a hu-
man being not yet born constitutes irreparable Harmpurposes of deciding the question
of injunctive relief. See, e.gLewis v. Grinker1987 WL 8412, at *6 (E.D.N.Y. Mar. 6,
1987) (finding that denial of Medicare may leadrteparable harm of unborn child);
Woe v. Peralesl987 WL 108983 (W.D.N.Y. Oct. 29, 1987) (finditigat denial of pre-
natal care constitutes irreparable harm “[g]ivemithportance of this pre-natal care to
the health of the fetus and the future health efytit unborn child”).

9  Moreover, the Guidelines discourage parents fréfariag their embryonic children for
adoption by perpetuating the myth that embryosaesled for promising medical re-
[Footnote continued on next page]
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Apart from the irreversible destruction of humanbeyos, the Guidelines would irrepar-
ably injure researchers who work exclusively witlhula stem cells, like Drs. Sherley and Deish-
er, by illegally diverting scarce federal stem d¢etiding to embryonic stem cell research. By
putting adult stem cell researchers’ grant promosaCompetition with those of embryonic stem
cell researchers, the Guidelines will make it mdifcult for the former to obtain federal fund-
ing. (Decl. of Dr. James L. Sherley in SupporPtd.” Mot. for Prelim. Inj., 1 3—4 (“Sherley
Decl.”); Decl. of Dr. Theresa Deisher in Suppor®ds$.” Mot. for Prelim. Inj., 11 3—4 (“Deisher
Decl.”).) Under the Guidelines, embryonic ster oegearch will absorb a significant propor-
tion of total federal stem cell research fundiigven the fixation on embryonic stem cell re-
search that the Guidelines reflect, those workimgnore promising adult stem cell research will
no doubt be deprived of opportunities for funding.

Importantly, those adult stem cell researchershalle no after-the-fact remedy for the
loss of this opportunity for federal funding. ($leg Decl., at 1 4; Deisher Decl., at § 3.) In the
absence of an adequate remedy, this loss constitué@arable injury.See Bracco Diagnostics,
Inc. v. Shalala963 F. Supp. 20, 28 (D.D.C. 1997) (finding irregdde harm where there is “no
adequate compensatory or other corrective relefheghough harm is economic in nature). But

beyond mere pecuniary loss, enforcement of the €hinies will irreparably harm the research-

[Footnote continued from previous page]

search. Without a preliminary injunction, many eyas will be destroyed as parents are
misled into believing that there is a high moraigmse to donating embryos for research.
As a result, Plaintiffs who wish to adopt (or pldoeadoption) these embryos will be ir-
reparably injured. (Decl. of William T. Flynn iruBport of Pls.” Mot. for Prelim. Inj.,

1 4; Decl. of Tina Nelson in Support of Pls.” Mfuir Prelim. Inj., § 4.; Decl. of Ronald

L. Stoddart in Support of Pls.” Mot. for Prelimj.l] 6.)
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ers’ personal and professional interests in pugstheir lifelong work while this Court considers
this case. (Sherley Decl., at  4; Deisher Dath],3.) For these reasons, they will suffer irre-
parable harm.

lll.  The Balance Of Hardships Heavily Favors Immedate Injunctive Relief

In light of the serious and irreparable harm tHatrféiffs would suffer without a prelimi-
nary injunction, the balance of hardships stroriglyors immediate injunctive relief. As ex-
plained above, Plaintiffs’ reproductive choicese$, and livelihoods will be lost if this Court
permits the Guidelines to go into effect during pleedency of their suit. These enduring inter-
ests far outweigh any negligible harm to Defendantserest in enforcing an ethically dubious
and scientifically unnecessary government policyrduthe few months needed to litigate this
case.

Neither Defendants nor any other entity will bestahtially burdened by a preliminary
injunction in Plaintiffs’ favor. Federal funds rewnever before been used to incentivize the de-
struction of human embryos, and temporarily maimtaj thestatus quawill not impose any
new burden on Defendants. On the contrary, asygieallocating federal stem cell research
funds—the system NIH has used since the curremtypaias developed in 2001—is already in
place. Moreover, embryonic stem cell researcha&nscontinue to access non-federal funding for
their work, a prospect with which a preliminaryungtion would not interfere.

Courts have been particularly willing to preservedtatus qudhrough use of a prelimi-
nary injunction where, as here, the contemplatgahation will be of a “short duration.Hoff-
man-Laroche, Inc. v. Califan@53 F. Supp. 900, 903 (D.D.C. 1978). Becausedhe of this
case is a legal rather than a factual disputée tiiscovery will be necessary before this Court

can proceed to judgment on the merits. Under thiesemstances, “[i]ssuance of a preliminary
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injunction especially one of the short durationteomplated here will not substantially harm de-
fendants.”Id.
IV.  The Public Interest Favors A Preliminary Injunction

The public interest strongly favors a preliminamypunction in this case. In passing the
Dickey-Wicker Amendment, Congress necessarily miaténat the public interest would be
served by preventing taxpayer funding of resednahentails the destruction of human embryos.
It is well-established that “[i]t is in the publisterest for courts to carry out the will of Congge
and for an agency to implement properly the statdministers Mylan Pharm., Inc., v. Sha-
lala, 81 F. Supp. 2d 30, 45 (D.D.C. 2000). By vindimgtCongress’s prohibition of research
that entails the destruction of human embryosgéimmary injunction will serve the public in-
terest.

Moreover, a preliminary injunction will serve thalpgic interest by preventing a wasteful
diversion of public funds to needless and relayiveipromising research. Because the Guide-
lines will divert funds from a more promising typeresearch and perpetuate popular miscon-
ceptions about the science of embryonic stem aelpseliminary injunction will serve the inter-
est of the public.

Finally, a preliminary injunction will also servied public’s interest by withholding tax-
payer dollars from a type of research that mangdggrs and States recognize to be ethically
and morally troubling. The laws of numerous Stategect human life from the moment of
conception or otherwise protect human embryos foeing destroyed for the purpose of medical
experimentation. The public interest is dissetgdederal funding of an immoral and unneces-

sary research method.
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CONCLUSION
For the foregoing reasons, Plaintiffs’ motion for a preliminary injunction should be

granted.
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