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STATEMENT OF INTEREST  
OF AMICI CURIAE1 

 Amici Curiae are 12 Senators and 26 Representa-
tives in the state of Arizona who support Arizona’s 
chemical abortion regulation, enacted in Arizona 
House Bill (HB) 2036, codified at ARIZ. REV. STAT. 
§ 36-449.03(E)(6), and adopted into the administra-
tive code at ARIZ. ADMIN. CODE § R9-10-1508(G) (here-
inafter “the Arizona regulation”).  

 As Legislators who sponsored, voted for, and/or 
support the Arizona regulation, Amici have a special 
interest in the outcome of this case. First, as affirmed 
by this Court, Amici have an interest from the onset 
of pregnancy in protecting the health and welfare of 
women seeking abortions in Arizona. 

 Second, Amici have an interest in ensuring that a 
constitutional law is upheld and enforced. Amici seek 
to demonstrate that the Ninth Circuit failed to 
properly apply this Court’s guidance in Planned 
Parenthood v. Casey, 505 U.S. 833 (1992), and Gonza-
les v. Carhart, 550 U.S. 124 (2007), instead creating a 
new legal standard that directly contradicts the 
“undue burden” framework delineated by this Court. 

 
 1 Pursuant to this Court’s Rule 37.2(a), the parties have 
received at least ten days’ notice of the intent to file this brief. 
Written consent from both parties is filed along with this brief. 
Pursuant to this Court’s Rule 37.6, Amici state that no counsel 
for any party authored this brief in whole or in part, and no such 
counsel or party made a monetary contribution intended to fund 
the preparation or submission of the brief. 
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Moreover, Amici seek to demonstrate that the Ninth 
Circuit skewed factual data to support the Respon-
dents and ignored factual data that supports the 
State. 

 Amici include Senators Kimberly Yee (bill spon-
sor), Andy Biggs (President), Gail Griffin, (President 
Pro Tempore), Nancy Barto, Judy Burges, David 
Farnsworth, Al Melvin, Rick Murphy, Steve Pierce, 
Don Shooter, Kelli Ward, and Steve Yarbrough and 
Representatives David Gowan (Majority Leader), 
Rick Gray (Majority Whip), J.D. Mesnard (Speaker 
Pro Tempore), Andy Tobin (Speaker), John Allen, 
Brenda Barton, Sonny Borrelli, Paul Boyer, Eddie 
Farnsworth, John Kavanagh, Adam Kwasman, 
Debbie Lesko, David Livingston, Phil Lovas, Cathe-
rine Miranda, Darin Mitchell, Steve Montenegro, 
Justin Olson, Warren Petersen, Justin Pierce, Carl 
Seel, T.J. Shope, Steve Smith, David Stevens, Bob 
Thorpe, and Kelly Townsend. 

 Amici urge this Court to grant the petition for 
certiorari and reverse the court below. 

---------------------------------  --------------------------------- 
 

SUMMARY OF THE ARGUMENT 

 There are two general types of abortion: surgical 
and chemical (or medical). Surgical abortion involves 
the use of instruments to empty the uterus. Examples 
include aspiration and dilation and evacuation 
(D&E). Abortion providers consider surgical abortion 
in the first trimester “extremely safe.” See, e.g., Planned 
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Parenthood v. DeWine, 696 F.3d 490, 494 (6th Cir. 
2012); Planned Parenthood, In-Clinic Abortion Proce-
dures (2014).2 According to the Guttmacher Institute, 
the vast majority of first-trimester abortions are 
surgical abortions. See Guttmacher Institute, Fact 
Sheet: Induced Abortion in the United States (July 
2014).3 

 Chemical abortion, on the other hand, involves 
the use of abortion-inducing drugs. The undisputed 
recommended method of chemical abortion in the 
United States is the combined use of mifepristone 
and misoprostol. In the United States, mifepristone is 
marketed under the brand name “Mifeprex.” Mifeprex 
Final Printed Labeling (“Mifeprex FPL”).4 Together, 
the administration of Mifeprex and the second drug, 
misoprostol, is the only method of chemical abortion 
approved by the Food and Drug Administration 
(FDA) and is known as the Mifeprex (or “RU-486”) 
regimen. The Guttmacher Institute reports that 
chemical abortion accounts for only 36 percent of 
abortions before nine weeks gestation. Guttmacher 
Institute, supra. 

 According to the FDA, there have been at least 
2,207 reported adverse events related to use of the 

 
 2 http://www.plannedparenthood.org/health-topics/abortion/ 
in-clinic-abortion-procedures-4359.asp. All websites were last 
visited on September 18, 2014. 
 3 http://www.guttmacher.org/pubs/fb_induced_abortion.html. 
 4 http://www.accessdata.fda.gov/drugsatfda_docs/label/2005/ 
020687s013lbl.pdf. 
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Mifeprex regimen, including 14 deaths. Eight deaths 
were the result of bacterial infection, and each of 
these deaths followed an unapproved use of the 
Mifeprex regimen. FDA, Mifepristone U.S. Post-
marketing Adverse Events Summary Through 
04/30/11 (July 2011).5 On the other hand, the FDA has 
not received a single report of a woman dying from 
bacterial infection following the use of the FDA-
approved protocol. 

 Concerned that women were suffering serious 
complications following misuse of the Mifeprex regi-
men, many state legislatures around the country 
sought to protect maternal health by limiting the 
administration of the regimen to that protocol ap-
proved by the FDA. In 2004, Ohio became the first 
state to enact such a law, and the Sixth Circuit has 
determined that it does not pose an “undue burden.” 
See DeWine, 696 F.3d 490 (one issue remains before 
the trial court). In 2014, the Fifth Circuit upheld a 
similar Texas regulation, determining that a provi-
sion requiring abortion providers to administer 
abortion-inducing drugs in the manner approved by 
the FDA is not an “undue burden.” See Planned 
Parenthood v. Abbott, 748 F.3d 583 (5th Cir. 2014).6  

 
 5 http://www.fda.gov/downloads/Drugs/DrugSafety/Postmarket 
DrugSafetyInformationforPatientsandProviders/UCM263353.pdf. 
 6 A similar law has been enacted and challenged in North 
Dakota, where questions as to constitutionality of the law under 
the North Dakota constitution are before the North Dakota 
Supreme Court. An Oklahoma law was invalidated by the 

(Continued on following page) 
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 Likewise, the Arizona legislature enacted the 
Arizona regulation to protect women from the dan-
gerous, unapproved use of abortion-inducing drugs. 
Specifically, the Arizona regulation requires that the 
Mifeprex regimen be administered in the manner 
approved by the FDA. It does not ban the use of the 
Mifeprex regimen, nor does it ban any abortion before 
or after 49 days gestation. It requires that the regi-
men be administered in the way deemed safest by the 
FDA. Other “safe” alternatives exist for women with 
pregnancies beyond 49 days gestation. As such, the 
Arizona regulation imposes no obstacle to obtaining 
an abortion. 

 Instead, the Arizona regulation aims to protect 
the health and welfare of women – a state interest 
that has been declared “important” and “legitimate” 
by this Court. This Court has determined that a 
regulation designed to foster the health of a woman 
seeking an abortion is valid if it does not constitute 
an “undue burden.” Specifically, a regulation aimed at 
protecting maternal health should not be invalidated 
where there is a medical disagreement over the effect 
of the regulation (i.e., there is a rational basis) and 
there are commonly used alternatives to the regulat-
ed method of abortion (i.e., there is no undue burden). 
See Part I, infra. 

 
Oklahoma Supreme Court under that court’s interpretation of 
the state law; a subsequent law enacted in 2014 is currently in 
litigation before a state trial court. 
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 However, the Ninth Circuit Court of Appeals 
failed to properly apply the “undue burden” standard 
delineated by this Court, instead effectively employ-
ing a strict scrutiny standard of review that has been 
rejected by this Court. See Part II.A., infra. The 
Ninth Circuit improperly bifurcated the state’s inter-
est in maternal health from its interest in fetal life 
and required the state to prove that the Arizona 
regulation has been shown to “actually advance” the 
state’s interest in protecting maternal health, ignor-
ing this Court’s specific guidance that a medical 
regulation must simply have a rational basis and not 
pose an “undue burden.” See id. 

 Moreover, the Ninth Circuit ignored clear guid-
ance from Gonzales v. Carhart providing that a 
regulation of a particular abortion procedure cannot 
be invalid where other commonly used and generally 
accepted procedures are available, instead adding an 
additional requirement that any other alternatives 
must also be “very similar to the one” regulated. In 
sum, the Ninth Circuit erred as a matter of law and 
its decision must be reversed in accordance with this 
Court’s precedents in Planned Parenthood v. Casey 
and Gonzales v. Carhart. See Part II.A., infra. 

 The Ninth Circuit’s flawed legal analysis is 
exacerbated by its misapplication of the factual 
record and its failure to consider facts that support 
the Arizona regulation. See Part II.B., infra. When 
these facts are examined under the proper legal  
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standard, it is clear that certiorari should be granted. 
See Part III, infra.  

---------------------------------  --------------------------------- 
 

ARGUMENT 

I. An abortion regulation that protects 
maternal health is valid where there is a 
rational basis for its enactment and it 
does not impose an undue burden 

 Governing precedents in abortion jurisprudence 
are found in Planned Parenthood v. Casey and Gonza-
les v. Carhart. However, the Ninth Circuit’s decision 
rejects those precedents, particularly in regard to 
application of the “undue burden” standard and afford-
ing proper deference to a state’s interest in protecting 
maternal health. 

 In both Gonzales and Casey, this Court affirmed 
Roe v. Wade’s “essential” holding, which explicitly 
included not only the woman’s “right” to “choose to 
have an abortion” without “undue interference from 
the State,” but also “the principle that the State has 
legitimate interests from the outset of the pregnancy 
in protecting the health of the woman.” Gonzales, 550 
U.S. at 145; Casey, 505 U.S. at 846 (both citing Roe, 
410 U.S. 113 (1973)). Roe “was express in its recogni-
tion of the State’s ‘important and legitimate interests 
in preserving and protecting the health of the preg-
nant woman. . . .’ ” Casey, 505 U.S. at 875-76.  

 This Court elaborated on Roe’s “essential” hold-
ing by explaining that the woman’s “right” is not so 
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unlimited that it is absolute. Id. at 869. In fact, the 
Court termed it an “overstatement” to describe it as a 
“right to decide whether to have an abortion ‘without 
interference from the State.’ ” Id. at 875. Rather, from 
the outset of pregnancy, a state may show concern for 
maternal health and the life of the unborn child and 
act to further those interests. Id. at 853, 869.  

 Rejecting previous decisions that invalidated 
regulations “which in no real sense deprived women 
of the ultimate decision,” the plurality in Casey 
introduced the “undue burden” standard: only where 
a state regulation imposes an undue burden on a 
woman’s ability to choose abortion does the state 
overreach. Id. at 874-75. The Court elaborated: 

A finding of an undue burden is a shorthand 
for the conclusion that a state regulation has 
the purpose or effect of placing a substantial 
obstacle in the path of a woman seeking an 
abortion of a nonviable fetus. 

Id. at 877. As this Court further noted, “[a] particular 
burden is not of necessity a substantial obstacle.” Id. 
at 887. 

 Given that the “undue burden” standard estab-
lished a new framework for evaluating abortion 
regulations, the plurality in Casey provided some 
“guiding principles” to help direct the federal courts 
as to what constitutes a “substantial obstacle.” Id. at 
877-78. The Court explained that “[r]egulations 
designed to foster the health of a woman seeking an 
abortion are valid if they do not constitute an undue 
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burden.” Id. at 878. The Court added no other stan-
dards or qualifications for a regulation aimed at 
protecting maternal health. Such a regulation simply 
must pass the “undue burden” standard. 

 Equating the regulation of abortion to the regula-
tion of any medical procedure, this Court further 
stated that, “[a]s with any medical procedure, the 
State may enact regulations to further the health or 
safety of a woman seeking an abortion.” Id. Only 
“unnecessary” regulations which have the “purpose or 
effect of presenting a substantial obstacle to a wom-
an” pose an undue burden. Id. 

 In Gonzales, this Court elaborated on the signifi-
cant state interests that support an abortion regula-
tion. After recognizing that the state “has an interest 
in protecting the integrity and ethics of the medical 
profession” and that it has a “significant role to play 
in regulating the medical profession,” the Court 
determined, “[w]here it has a rational basis to act, 
and it does not impose an undue burden, the State 
may use its regulatory power to bar certain proce-
dures and substitute others, all in furtherance of its 
legitimate interests in regulating the medical profes-
sion. . . .” Gonzales, 550 U.S. at 157, 158 (citations 
omitted) (emphasis added). 

 This Court then explicitly held that state and 
federal lawmakers are given “wide discretion to pass 
legislation in areas where there is medical and scien-
tific uncertainty.” Id. at 163. In other words, the 
question of whether a state has a rational basis to 
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enact a certain abortion regulation should always be 
decided in favor of the state when there is medical 
disagreement over the effect of a regulation. “Consid-
erations of marginal safety, including the balance of 
risks, are within the legislative competence when the 
regulation is rational and in pursuit of legitimate 
ends.” Id. at 166. 

 As for the “undue burden” standard, this Court 
explained that if “a commonly used and generally 
accepted method” of abortion exists, then a regulation 
of a particular abortion method will not impose a 
substantial obstacle to the abortion right: 

When standard medical options are availa-
ble, mere convenience does not suffice to dis-
place them; and if some procedures have 
different risks than others, it does not follow 
that the State is altogether barred from im-
posing reasonable regulations. The Act is not 
invalid on its face where there is uncertainty 
over whether the barred procedure is ever 
necessary to preserve a woman’s health, giv-
en the availability of other abortion proce-
dures that are considered to be safe 
alternatives. 

Id. at 164, 166-67.7 

 
 7 See also Gonzales, 550 U.S. at 163 (“Physicians are not 
entitled to ignore regulations that direct them to use reasonable 
alternative procedures. The law need not give abortion doctors 
unfettered choice in the course of their medical practice. . . .”). 
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 Together, Casey and Gonzales demonstrate that 
regulations designed to foster the health of a woman 
seeking an abortion are valid if the state has a  
rational basis to act and there is no undue burden. 
Specifically, a regulation aimed at protecting mater-
nal health should not be invalidated where there is a 
medical disagreement over the effect of a regulation 
(i.e., there is a rational basis) and there are commonly 
used alternatives to a regulated method of abortion 
(i.e., there is no undue burden). 

 
II. The Ninth Circuit’s opinion is replete 

with legal and factual errors 

 The Ninth Circuit rejected this Court’s explicit 
holdings, choosing instead to employ its own standard 
of review in conflict not only with Casey and Gonzales 
but also with the standards employed by other federal 
courts. Moreover, the Ninth Circuit’s misapplication 
of the factual record undermines its flawed opinion 
and necessitates a grant of review. 

 
A. The Ninth Circuit ignored the plain 

language of Casey and Gonzales and 
employed its own manufactured stan-
dard 

 The Ninth Circuit committed legal error when it 
ignored this Court’s clear holdings in Casey and 
Gonzales.  

 Specifically, the court bifurcated the state’s 
interest in protecting maternal health with its interest 
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in the life of the unborn child, incorrectly concluding 
that Casey and Gonzales focused solely on “state laws 
purporting to advance the state’s interest in fetal 
life.” See App. 15-16.8 The court further improperly 
concluded that because the Arizona regulation in-
volves maternal health interests and not interests in 
fetal life, the typical “undue burden” analysis does 
not apply.  

 As demonstrated in Part I, supra, both Casey and 
Gonzales take into account laws that are based solely 
on a state’s interest in promoting maternal health. 
“Regulations designed to foster the health of a woman 
seeking an abortion are valid if they do not constitute 
an undue burden.” Casey, 505 U.S. at 878. The Ninth 
Circuit’s failure to apply this Court’s undue burden 
standard when evaluating a regulation intended to 
protect maternal health necessitates reversal. 

 Rather than applying this Court’s “undue bur-
den” standard, the Ninth Circuit manufactured its 
own standard, citing to Tucson Woman’s Clinic v. 
Eden, 379 F.3d 531 (9th Cir. 2004), weighing the 
extent of the burden a law allegedly imposes against 
the strength of the state’s justification in the law. 
App. 14-15. According to the court, whether a regula-
tion is “unnecessary” depends on whether and how 
well it serves the state’s interest. Id. at 16. 

 
 8 Unless otherwise indicated, all references to “App.” herein 
reference the Appendix to the Petitioner’s brief. 
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 In applying this standard, the court looked to a 
number of factors, including the following: 1) increase 
in cost, 2) delays, 3) hindering the abortion provider’s 
“medical judgment,” and 4) socioeconomic factors. Id. 
at 21. But in Casey, this Court rejected claims that an 
incidental increase in cost, delay, or extra office visits 
interferes with the “right” to abortion. Casey, 505 
U.S. at 885-86. In Gonzales, the Court affirmed the 
state’s “significant role to play in regulating the 
medical profession” and stated that “abortion doctors” 
are “not entitled to ignore regulations that direct 
them to use reasonable alternative procedures.” 
Gonzales, 550 U.S. at 157, 163. Such regulations do 
not hinder medical judgment, but regulate medicine 
to protect women. In other words, not only did the 
court ignore this Court’s clear precedent on the appli-
cation of the “undue burden” standard, but it also 
gave improper weight to certain factors in direct 
contravention of this Court’s abortion decisions. 

 In addition, the Ninth Circuit incorrectly re-
quired the state to prove that the regulation “has 
been shown to actually advance the state’s legitimate 
interests.” App. 19 (discussing Abbott, 748 F.3d 583; 
DeWine, 696 F.3d 490).9 This requirement contradicts 
the “rational basis” language in Gonzales, 550 U.S. at 

 
 9 While the Ninth Circuit claimed that it “assume[d] 
without deciding that the Arizona law passes rational-basis 
review,” App. 20, its requirement that the state prove the 
effectiveness of its regulation demonstrates otherwise. 
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158, and instead resembles the strict scrutiny stan-
dard specifically rejected in Casey and Gonzales.10  

 Further, the Gonzales decision made clear that 
where there is medical disagreement over the safety 
of an abortion regulation (and where there are com-
monly used alternatives available), there is no undue 
burden. See id. at 163. In other words, the state does 
not bear the burden to prove that its regulation will 
protect maternal health; instead, the burden lies on 
the Respondents to prove that there is no medical 
disagreement or data on which the state can rely. The 
Ninth Circuit impermissibly shifted that burden and 
placed it on the state. Requiring a state to prove the 
actual effectiveness of a regulation has never been a 
component of the “undue burden” analysis and con-
tradicts this Court’s rejection of strict scrutiny within 
the context of abortion regulations. 

 Finally, the court improperly applied this Court’s 
holding in Gonzales that, where other commonly used 
and generally accepted abortion methods are availa-
ble, a medically based regulation of abortion is not an 
undue burden. Id. at 165. Rather than taking that 
determination at face value and acknowledging that 
other commonly used and generally accepted methods 
are available to Arizona women (in this case, surgical 

 
 10 See Casey, 505 U.S. at 875 (stating that such interpreta-
tions “led to the striking down of some abortion regulations 
which in no real sense deprived women of the ultimate deci-
sion”). 
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abortions), the Ninth Circuit improperly imposed a 
requirement that an alternative abortion method be 
“very similar to the one it banned.” App. 25-26.11 

 Such analysis clearly misconstrues this Court’s 
decision in Gonzales where the federal ban on partial-
birth abortion was upheld, in part, because other 
commonly used and generally accepted methods of 
abortion were still available. This Court did not 
require that such “commonly used and generally 
accepted methods” be similar to the affected abortion 
procedure. 

 Thus, the Ninth Circuit added a factor that is not 
(and has never been interpreted to be) present in 
Gonzales. Its refusal to properly apply the “undue 
burden” standard also conflicts with decisions by the 
Fifth and Sixth Circuits upholding chemical abortion 
regulations in Texas and Ohio, respectively. See 
Abbott, 748 F.3d 583; DeWine, 696 F.3d 490. Because 
of the split in Circuit decisions, certiorari should be 
granted. 

 
 

 
 11 While on the one hand the court created an unwarranted 
distinction between the federal partial-birth abortion ban and 
the Arizona regulation based on the types of alternatives 
available, on the other hand it ignored a clear distinction: the 
Arizona regulation is not a ban, and abortion-inducing drugs are 
available to women in Arizona. As such, the Arizona regulation 
is not as stringent as the ban upheld in Gonzales. 
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B. The Ninth Circuit’s misapplication of 
Supreme Court precedent is exacer-
bated by its flawed analysis of the fac-
tual record 

 The Ninth Circuit improperly relied on facts that 
appear to support the Respondents, while failing to 
even consider facts favorable to the Arizona regula-
tion. 

 For example, the court’s reliance on the “Patient 
Agreement” in the Mifeprex final printed labeling 
(FPL) aptly demonstrates its conscious effort to 
accept facts that, arguably, undermine the state, 
while ignoring other facts that support the Arizona 
regulation. The court correctly related that, when 
approving the Mifeprex regimen under Subpart H,12 

 
 12 The FDA approved the Mifeprex regimen under “Subpart 
H,” a special provision in the Code of Federal Regulations for 
drugs that “can be safely used only if distribution or use is 
restricted.” 21 C.F.R. § 314.520 (emphasis added). Under Sub-
part H, the FDA “will require such postmarketing restrictions as 
are needed to assure safe use” of the drug approved. Id. To put 
this in perspective, out of almost 1,800 New Drug Applications 
(NDAs) approved between 1992 and 2011, only 70 were approved 
under Subpart H. Subpart H approvals are rare, and unlike 
drugs approved under the normal approval process, the use and 
distribution of Subpart H drugs is intended to be restricted by 
the FDA. In other words, the Mifeprex regimen, as a Subpart H 
drug regimen, is not treated like most other drugs. See CDER 
Drug and Biologic Accelerated Approvals as of September 30, 2011, 
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/ 
HowDrugsareDevelopedandApproved/DrugandBiologicApproval 
Reports/UCM278506.pdf; FDA, Summary of NDA Approvals & 
Receipts, 1938 to the present (updated 2013), http://www.fda. 

(Continued on following page) 
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one of the restrictions placed on the Mifeprex regimen 
is a required Patient Agreement that must be signed 
by the patient. App. 5.  

 The court then highlighted only certain phrases 
in the Agreement: “the patient attests that she ‘un-
derstand[s]’ the steps involved in the on-label regi-
men” and that she “agrees to ‘follow [her] provider’s 
advice about when to take each drug.’ ” Id. The court 
used these attestations in a roundabout way to 
“prove” that the Patient Agreement simply requires 
the woman to follow her doctor’s advice (and not 
necessarily the FDA-required protocol) and, therefore, 
allows for an “evidence-based regimen” that is contra-
ry to the FDA protocol. 

 However, the court ignored other key phrases 
contained within the same Patient Agreement. Also in 
that agreement are the following “attestations” that 
must be made by the patient (and signed by the 
physician): 

• I believe I am no more than 49 days (7 
weeks) pregnant. 

 
gov/AboutFDA/WhatWeDo/History/ProductRegulation/Summary 
ofNDAApprovalsReceipts1938tothepresent/default.htm.  
 While the court briefly discussed the FDA’s Subpart H 
approval, the court ignored the implications of such approval 
when discussing the FDA’s general approval of off-label uses of 
drugs and ignored the fact that Subpart H drugs are not treated 
like other drugs. App. 8-9. 
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• I understand that I will take misoprostol 
in my provider’s office two days after I 
take Mifeprex (Day 3). 

• I will do the following . . . return to my 
provider’s office in 2 days (Day 3) to 
check if my pregnancy has ended. My 
provider will give me misoprostol if I am 
still pregnant.  

Mifeprex FPL, supra, at 19.  

 If the Ninth Circuit believed that the attestations 
it chose to highlight are de facto “restrictions” that 
must be followed per the Subpart H approval, then 
other, more concrete attestations in that same Patient 
Agreement must be given similar weight. Notably, the 
attestations ignored by the court clearly support the 
decision of the state to include limits on gestational 
age and a requirement for an additional office visit in 
the Arizona regulation. 

 The court went on to claim that, “[b]y the time 
the FDA approved” the Mifeprex label, “studies 
already showed that a different regimen,” including 
taking misoprostol “at home,” “was safe and effec-
tive. . . .” App. 4. Not only did the court fail to cite a 
single medical “study” to support this claim, but its 
conclusion is further undermined by the FDA’s de-
termination that available data did not support the 
safety of home use of misoprostol and its rejection of 
information in the FPL on self-administering miso-
prostol at home. U.S. Government Accountability 
Office, Food and Drug Administration: Approval and 
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Oversight of the Drug Mifeprex (Aug. 2008), at 23 
(“GAO Report”).13 Thus, the Ninth Circuit could not 
properly conclude that studies available “by the time 
the FDA approved” the Mifeprex label supported the 
off-label protocol advocated by the Respondents. 
Rather, the FDA explicitly rejected at least one aspect 
of that regimen because safety data did not exist. 

 The Ninth Circuit further misrepresented the 
FDA’s determinations by inaccurately claiming (with-
out citation) that the FDA “found no causal connec-
tion” between the off-label protocol and the deaths of 
eight women who suffered severe bacterial infections 
following unapproved use of the Mifeprex regimen. 
App. 7. The FDA has never said that the unapproved 
use of the Mifeprex regimen did not cause the deaths; 
it simply acknowledges that the exact causes of the 
bacterial infections are unknown. Importantly, the 
FDA has repeatedly acknowledged that the deaths 
occurred after unapproved use.14 Moreover, these deaths 
caused the FDA to issue a safety warning, reiterating 

 
 13 http://www.gao.gov/new.items/d08751.pdf. 
 14 See, e.g., FDA, Mifeprex (mifepristone) Information (July 
19, 2011), http://www.fda.gov/drugs/drugsafety/postmarketdrug 
safetyinformationforpatientsandproviders/ucm111323.htm; FDA,  
Mifeprex Questions and Answers (Feb. 24, 2012), http://www.fda. 
gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatients 
andProviders/ucm111328.htm. 
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that the FDA-approved protocol is the only approved 
method for use of the regimen.15 

 The court’s improper reliance on facts presented 
by or arguably favorable to the Respondents is also 
apparent in its assertion that Planned Parenthood 
had provided “uncontroverted evidence” that under-
mined the state’s contention that the Arizona regula-
tion was enacted to further the state’s interest in 
maternal health. However, the “evidence” cited by the 
court is not persuasive: 

• Women who choose chemical abortion 
“strongly prefer it over surgical abor-
tion,” as chemical abortion is allegedly 
“less invasive,” and 

• Some women have medical conditions 
that make chemical abortion “signifi-
cantly safer” than surgical abortion. 

Id. at 7.  

 A woman’s “preference” for a particular abortion 
method is not a determining factor in whether a 
regulation is an “undue burden.” In DeWine, the Sixth 
Circuit rejected such claims by Planned Parenthood, 
rightfully concluding that “the Supreme Court has 
not articulated any rule that would suggest that the 
right to choose abortion encompasses the right to 

 
 15 See FDA, Public Health Advisory: Sepsis and Medical 
Abortion (updated Aug. 16, 2013), http://www.fda.gov/Drugs/ 
DrugSafety/PostmarketDrugSafetyInformationforPatientsand 
Providers/ucm051734.htm. 
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choose a particular [i.e., preferred] abortion method.” 
696 F.3d at 514-15. 

 Instead, Casey and Gonzales demonstrate that 
where “standard medical options are available [i.e., 
surgical abortion], mere convenience does not suffice 
to displace them.” Gonzales, 550 U.S. at 166 (empha-
sis added). Further, such an alleged burden is not a 
substantial obstacle, as this Court’s analysis turns on 
whether a woman maintains the “right” to make the 
“ultimate decision.” Casey, 505 U.S. at 877. Specifical-
ly, in Maher v. Roe, this Court stated: 

Roe did not declare an unqualified “constitu-
tional right to an abortion,” as the District 
Court seemed to think. Rather, the right pro-
tects the woman from unduly burdensome 
interference with her freedom to decide 
whether to terminate her pregnancy. 

Maher, 432 U.S. 464, 473-74 (1977) (emphasis added). 
The Arizona regulation does not interfere with that 
“right.” 

 Notably, the Ninth Circuit’s assertion that chem-
ical abortion is sometimes necessary for some women 
who allegedly should not undergo surgical abortions 
was rejected by an all-female panel of the Fifth 
Circuit, which noted that Planned Parenthood pro-
vided no evidence to support that claim. Abbott, 748 
F.3d at 604. As in Abbott, Respondents here have not 
“clearly defined” exactly what conditions supposedly 
require the use of an unapproved protocol and have 
not pointed to any scientific studies or research 
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supporting such a claim. Id. Instead, there is medical 
disagreement over the proper medical treatment for 
women in such a situation. 

 The Ninth Circuit accepted as “evidence” mere 
hypothetical claims that have been rejected by the 
Fifth and Sixth Circuits and are not supported by this 
Court’s precedent. In a preliminary injunction pro-
ceeding, such hypothetical claims cannot properly be 
used to undermine the state’s legislative findings, 
particularly where, as here, those legislative findings 
rely on peer-reviewed medical data. See Part III, 
infra. 

 The Ninth Circuit later cited “evidence” that a 
Flagstaff clinic might close as a result of the Arizona 
regulation, citing testimony that closure is “a likely 
possibility.” App. 23. Not only is the possibility of a 
clinic closure one step removed from the “undue 
burden” analysis,16 but “likely possibilities” hardly 
qualify as facts or evidence. 

 Finally, the court also relied on “evidence” that 
the regulation may increase health risks for “rural 
women” who have to travel for abortions. Id. at 24. 
However, the Mifeprex label makes clear that the 
drug regimen is contraindicated for women who do 
not have adequate access to emergency care, including 

 
 16 The undue burden analysis looks at the immediate 
potential hardship to women, not to the incidental effects 
stemming from the business choices of for-profit entities to 
follow or not follow a law. 



23 

medical facilities equipped to provide emergency 
treatment of incomplete abortion, blood transfusions, 
and emergency resuscitation. Mifeprex FPL, supra, at 
5. Women should not take Mifeprex if they cannot 
easily get such emergency help in the two weeks 
following ingestion, and ACOG previously stated that 
women are not good candidates for chemical abortion 
if they cannot return for follow-up visits. Id. at 17; 
ACOG Practice Bulletin 67 Medical Management of 
Abortion 6 (Oct. 2005). 

 Thus, the court utilized as “evidence” health 
risks to women who are not supposed to be using 
abortion-inducing drugs in the first place. This is 
precisely the type of misuse that endangers women 
and that the Arizona regulation was designed to 
prevent. 

 It is clear that the Ninth Circuit’s factual analy-
sis is deeply flawed and contributed significantly to 
its misapplication of this Court’s clear abortion prec-
edents.  

 
III. Analyzed under the proper standard, the 

Arizona regulation should not be prelimi-
narily enjoined 

 The Arizona Legislature properly relied on safety 
and medical data that support its interest in the 
protection of maternal health. In doing so, it must be 
afforded the wide discretion guaranteed by this 
Court. In fact, the Legislature expressly delineated  
at least ten findings related to legal precedent, the 
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FDA-approved protocol for the Mifeprex regimen, and 
maternal health risks of chemical abortion.17 For 
example, it adopted a finding noting that the use of 
mifepristone presents significant health risks to 
women, including bacterial infection. The Legislature 
also included a finding explaining that there is an 
increased risk of complications following chemical 
abortion relative to surgical abortion, and that the 
risk of complications increases with gestational age. 
Further, the Legislature examined some of the com-
plications and explained that the majority of 
Mifeprex-related deaths in the United States were 
from an atypical presentation of fatal (bacterial) 
infection. 

 Thus, the Arizona regulation is not based on 
mere legislative whim, but is based on safety and 
medical data which refute any claims that the regula-
tion lacks a rational health justification or poses an 
“undue burden.” 

 
A. The state has an interest in protecting 

maternal health  

 As acknowledged by the Legislature in its find-
ings, the state’s interest in protecting maternal 
health is triggered by medically documented health 
risks associated with chemical abortion. For example, 
the Mifeprex FPL states that “[n]early all of the 

 
 17 These findings are enumerated in the Amici’s Appendix 
herein. 
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women who receive Mifeprex and misoprostol will 
report adverse reactions, and many can be expected 
to report more than one such reaction.” Mifeprex 
FPL, supra, at 11. These risks include, but are not 
limited to, uterine hemorrhage, viral infections, and 
pelvic inflammatory disease. Id. at 12.  

 In July 2011, the FDA reported 2,207 adverse 
events in the U.S. after women used mifepristone for 
the termination of pregnancy. FDA, Mifepristone U.S. 
Postmarketing Adverse Events Summary Through 
04/30/11, supra. Among those were 14 deaths, 612 
hospitalizations (excluding deaths), 339 blood trans-
fusions, and 256 infections (including 48 “severe 
infections”). Id. Of the 14 deaths, eight were caused 
by severe bacterial infection, and, in each of the eight 
deaths, the Mifeprex regimen was administered in an 
unapproved manner. Id. 

 While some complications arising after use of the 
Mifeprex regimen have been within the range ex-
pected, the U.S. Government Accountability Office 
has reported that the number of women dying 
from fatal bacterial infection is not within the 
expected range. GAO Report, supra, at 38. It was 
the misuse of misoprostol (i.e., at-home vaginal or 
buccal use, as opposed to oral use in a clinic or physi-
cian’s office) linked to each of those deaths that Amici 
sought to prevent. 

 Further, the safety of the Mifeprex regimen has 
not been tested on a large population of women, 
including minors or women who are heavy smokers. 
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Mifeprex FPL, supra, at 3, 7. Yet abortion providers 
continue to administer or advocate for the ability to 
provide the regimen to minors. 

 Conversely, medical data demonstrates that 
women undergoing chemical abortions face more 
complications than women choosing surgical abor-
tions. One peer-reviewed study found that the overall 
incidence of immediate adverse events is fourfold 
higher for chemical abortions than for surgical 
abortions. M. Niinimaki et al., Immediate complica-
tions after medical compared with surgical termina-
tion of pregnancy, OBSTET. GYNECOL. 114:795 (Oct. 
2009).  

 In particular, hemorrhage and incomplete abor-
tion are more common after chemical abortions. 
Researchers found the incidence of hemorrhage is 
15.6 percent following chemical abortions, compared 
to 5.6 percent for surgical abortions. Id. Further, 6.7 
percent of chemical abortions result in incomplete 
abortion, compared to 1.6 percent of surgical abor-
tions. Id.  

 Yet another study found that chemical abortion 
failed in 18.3 percent of patients and that surgical 
abortion failed in only 4.7 percent of patients. J.T. 
Jenson et al., Outcomes of suction curettage and 
mifepristone abortion in the United States: A prospec-
tive comparison study, CONTRACEPTION 59:153 (1999). 
Patients who undergo chemical abortions also report 
significantly longer bleeding and higher levels of 
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pain, nausea, vomiting, and diarrhea than women 
who undergo surgical abortions. Id. 

 When it enacted the Arizona regulation, the 
Legislature was faced with the following facts: Eight 
women had died from bacterial infection following 
unapproved use of the Mifeprex regimen. These 
deaths were outside the range expected and sparked 
warnings from the FDA. There had been no reports of 
women dying from bacterial infections following the 
FDA-approved administration of the Mifeprex regi-
men. While direct causation had not yet been estab-
lished, neither had it been established that the 
unapproved use did not cause the deaths. 

 Further, the Legislature was armed with data 
that surgical abortions, a commonly used and gener-
ally accepted method of abortion, remain available to 
women if their pregnancies fall outside of the re-
strictions set by the FDA for use of the Mifeprex 
regimen. 

 The Legislature sought to remedy a situation in 
which abortion providers were administering drugs in 
a potentially dangerous way and contrary to FDA 
restrictions. It enacted the Arizona regulation in an 
attempt to ensure that no other women die following 
the unapproved use of a dangerous abortion-inducing 
drug regimen.  
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B. The state has a rational basis and 
there is no “undue burden” 

 The Arizona regulation cannot be invalidated 
because it was designed to foster the health of women 
seeking abortions. The state has a rational basis to 
act and there is no undue burden. See Part I, supra.  

 Respondents may disagree with the medical data 
relied upon by the Legislature; however, the Legisla-
ture properly relied on medical data as demonstrated 
by its specific legislative findings. Respondents’ 
disagreement with the facts relied upon by the Legis-
lature aptly demonstrates that there is “medical 
disagreement” among the parties and, therefore, wide 
discretion should be afforded to the state.  

 Further, the presence of other commonly used, 
generally accepted (and potentially safer) alternatives 
to chemical abortion foreclose any possibility that the 
Arizona regulation poses an “undue burden.” Data 
relied upon by the Legislature demonstrates that 
surgical abortion is the most commonly available 
method of abortion, that it is available to women 
throughout the first nine weeks of pregnancy (and 
beyond), and that it is potentially safer than chemical 
abortion. Under Gonzales, the availability of such an 
alternative demonstrates that the regulation cannot 
be considered an “undue burden.”  

 The Arizona regulation cannot be invalidated 
because there is medical disagreement over the effect 
of the regulation (i.e., rational basis), and there are 
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commonly used alternatives to the regulated method 
of abortion (i.e., surgical abortion).  

---------------------------------  --------------------------------- 
 

CONCLUSION 

 The petition for writ of certiorari should be 
granted, and the decision of the Ninth Circuit Court 
of Appeals should be reversed. 

Respectfully submitted, 
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AMERICANS UNITED FOR LIFE 
655 15th Street NW 
Suite 410 
Washington, D.C. 20005 
Telephone: (202) 289-1478 
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APPENDIX 

Relevant Findings and Purposes  
in Arizona House Bill (HB) 2036 

A. The legislature finds that: 

1. Abortion can cause serious both [sic] short-term 
and long-term physical and psychological complica-
tions for women, including but not limited to uterine 
perforation, uterine scarring, cervical perforation or 
other injury, infection, bleeding, hemorrhage, blood 
clots, failure to actually terminate the pregnancy, 
incomplete abortion (retained tissue), pelvic inflam-
matory disease, endometritis, missed ectopic preg-
nancy, cardiac arrest, respiratory arrest, renal 
failure, metabolic disorder, shock, embolism, coma, 
placenta previa in subsequent pregnancies, preterm 
delivery in subsequent pregnancies, free fluid in the 
abdomen, organ damage, adverse reactions to anes-
thesia and other drugs, psychological or emotional 
complications such as depression, anxiety or sleeping 
disorders and death. See, e.g., P.K. Coleman, Abortion 
and Mental Health: Quantitative Synthesis and 
Analysis of Research Published 1995-2009, BRIT. J. OF 
PSYCHIATRY 199:180-86 (2011); P. Shah et al., Induced 
termination of pregnancy and low birth weight and 
preterm birth: a systematic review and meta-analysis, 
B.J.O.G. 116(11):1425 (2009); H.M. Swingle et al., 
Abortion and the Risk of Subsequent Preterm Birth: A 
Systematic Review and Meta-Analysis, J. REPROD. 
MED. 54:95 (2009); R.H. van Oppenraaij et al., Pre-
dicting adverse obstetric outcome after early pregnan-
cy events and complications: a review, HUMAN 
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REPROD. UPDATE ADVANCE ACCESS 1:1 (MAR. 7, 2009); 
R.E. BEHRMAN, PRETERM BIRTH: CAUSES, CONSE-

QUENCES, AND PREVENTION 519 (2006); J.M. Thorp et 
al., Long-Term Physical and Psychological Health 
Consequences of Induced Abortion: Review of the 
Evidence, OBSTET. & GYNECOL. SURVEY 58[1]:67, 75 
(2003)[;] J.M. Barrett, Induced Abortion: A Risk 
Factor for Placenta Previa, AM. J. OBSTET. & 
GYNECOL. 141:7 (1981). 

 . . .  

5. The State of Arizona has a legitimate concern for 
the public’s health and safety. Williamson v. Lee Opti-
cal, 348 U.S. 483, 486 (1985); Cohen v. State, 121 Ariz. 
6, 10, 588 P.2d 299, 303 (1978).  

6. The State of Arizona “has legitimate interests 
from the outset of pregnancy in protecting the health 
of women.” Planned Parenthood of Southeastern 
Pennsylvania v. Casey, 505 U.S. 833, 847 (1992); 
Planned Parenthood Arizona, Inc. v. American Ass’n 
of Pro-Life Obstetricians & Gynecologists, 257 P.3d 
181, 194 (Ariz. App. Div. 1, 2011). More specifically, 
Arizona “has a legitimate concern with the health of 
women who undergo abortions.” Akron v. Akron Ctr. 
for Reproductive Health, Inc., 462 U.S. 416, 428-29 
(1983).  

 . . .  

8. The United States Food and Drug Administration 
approved the drug mifepristone, a first-generation 
(selective) progesterone receptor modulator ([S]PRM), 
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as an abortion-inducing drug with a specific gesta-
tion, dosage and administration protocol.  

9. As approved by the United States Food and Drug 
Administration, and as outlined in the drug label, an 
abortion by mifepristone consists of three 200 mg 
tablets of mifepristone taken orally, followed by two 
200 mcg tablets of misopristol taken orally, through 
forty-nine days LMP (a gestational measurement 
using the first day of the woman’s “last menstrual 
period” as a marker). The patient is to return for a 
follow-up visit in order to confirm that a complete 
termination of pregnancy has occurred. Mifeprex 
Prescribing Information, Danco Laboratories (July 
2005), available at http://www.accessdata.fda.gov/ 
drugsatfda_docs/label/2005/020687s013lbl.pdf; Mifeprex  
Medication Guide, Danco Laboratories (June 8, 2011), 
available at www.accessdata.fda.gov/drugsatfda_docs/ 
label/2011/020687s014lbl.pdf.  

10. The aforementioned treatment requires three 
office visits by the patient, and the dosages may only 
be administered in a clinic, medical office or hospital 
and under supervision of a physician.  

11. Court testimony demonstrates that some abor-
tion providers fail to follow the mifepristone protocol 
as tested and approved by the United States Food 
and Drug Administration, and as outlined in the drug 
label. See, e.g., Planned Parenthood v. Goddard, 
CV2009-029110, Declaration of Beth Otterstein at 3 
(Sept. 10, 2009); Planned Parenthood v. Horne, 
CV2010-030230, Declaration of Paul D. Blumenthal, 
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M.D., M.P.H. (June 29, 2011); and Planned 
Parenthood Cincinnati Region v. Taft, 459 F. Supp. 2d 
626, 630 n. 7 (S.D. Oh. 2006). 

12. The use of mifepristone presents significant 
medical risks to women, including but not limited to 
C. sordellii bacterial infection, septic shock, toxic 
shock syndrome, adult respiratory distress syndrome 
from sepsis, Escheria coli sepsis, group B Streptococ-
cus septicemia, disseminated intravascular coag-
ulopathy (DIC) with heptic and renal failure, severe 
pelvic infection and massive hemorrhage.  

13. Abortion-inducing drugs are associated with an 
increased risk of complications relative to surgical 
abortion. The risk of complications increases with 
increasing gestational age, and, in the instance of 
mifepristone, with failure to complete the two-step 
dosage process.  

14. Medical studies have indicated that 1 to 2 out of 
every 1,000 women who undergo mifepristone abor-
tions will require emergency blood transfusion for 
massive hemorrhage. By April 30, 2011, the United 
States Food and Drug Administration reported that 
at least 339 women required blood transfusions for 
massive bleeding after mifepristone abortions. A total 
of 612 United States women have been hospitalized 
due to complications, and fourteen women in the 
United States have died following administration of 
mifepristone. The majority of reported deaths in the 
United States were from fatal infection. Mifepristone 
U.S. Postmarketing Adverse Events Summary 
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through 04/30/2011, United States Food and Drug 
Administration, available at www.fda.gov/downloads/ 
Drugs/DrugSafety/PostmarketDrugSafetyInformation
forPatientsandProviders/UCM263353.pdf. This infec-
tion is atypical to the usual presentation of sepsis and 
may occur without the typical signs of infection, such 
as fever and tenderness. This atypical presentation 
requires that mifepristone be dispensed only in a 
closely supervised clinical setting under the direction 
of a licensed physician who has the direct ability to 
counsel the patient regarding the risks, and also to 
examine the patient prior to and after administration 
of mifepristone.  

15. The absence of proper follow-up care after 
mifepristone abortions has resulted in at least 58 
women having undetected ectopic pregnancies, in-
cluding two deaths from ectopic rupture. Mifepristone 
U.S. Postmarketing Adverse Events Summary 
through 04/30/2011, United States Food and Drug 
Administration, available at www.fda.gov/downloads/ 
Drugs/DrugSafety/PostmarketDrugSafetyInformation 
forPatientsandProviders/UCM263353.pdf.  

 
B. For these reasons, the legislature’s pur-

poses in promulgating this act include to:  

 . . .  

2. Protect women from the dangerous and potential-
ly deadly off-label use of abortion-inducing drugs, 
such as, for example, mifepristone. 



App. 6 

3. Ensure that physicians abide by the protocol 
tested and approved by the United States Food and 
Drug Administration for such abortion-inducing 
drugs, as outlined in the drug labels.  

 


