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DRAFT — PRIVILEGED AND CONFIDENTIAL — June 25, 20MERSION

STATEMENT OF INTEREST OF AMICI CURIAE

The American College of Obstetricians and Gyneastedthe “College” or
“ACOG"), the American Medical Association (the “AMA and the Arizona Medical
Association (the “ArMA”) submit this briedmici curiaein support of Plaintiffs.

ACOG is a non-profit educational and professional oizmtion founded in 1951.
The College’s objectives are to foster improvementd| aspects of healthcare of women
establish and maintain the highest possible stalsdar education; to publish evidence-
based practice guidelines; to promote high etlstaidards; and to encourage contributig
to medical and scientific literature. The Collegebmpanion organization, the American
Congress of Obstetricians and Gynecologists (tlentftess”), is a professional organizat
dedicated to the advancement of women’s healthitlf@g@rofessional interests of its
members. Sharing more than 56,000 members, imgu@b2 in Arizona, the College and
the Congress are the leading professional assmusatif physicians who specialize in the
healthcare of women. The College and the Congessgynize that abortion is an essenti
health care service and oppose laws regulatingaakdare that are unsupported by
scientific evidence and that are not necessargh@ae an important public health objecti

AMA is the largest professional association of physgiaesidents, and medical
students in the United States. Additionally, tlglostate and specialty medical societies
other physician groups seated in the AMA’s HousPelegates, substantially all U.S.
physicians, residents, and medical students aregepted in the AMA'’s policy-making
process. The objectives of the AMA are to prontbéescience and art of medicine and ti
betterment of public health. AMA members practicall fields of medical specialization
and in every state, including Arizona.

ArMA is a voluntary membership organization for Arizonedical and osteopathig

physicians. ArMA’s objectives are to promote thesce and art of medicine; to promote

and elevate the standards of medical ethics andcalertiucation; and to promote public
health. ArMA strongly supports the sanctity of thactor/patient relationship and believe

no physician should ever be compelled to betraypthate trust inherent in this relationsh

ActiveUS 146026721v.9
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The College and the AMA have previously appeareahaisus curiagn various
courts throughout the country, including the U.Gpi@me Court and the Ninth Circuit. In
addition, the College’s work has been cited fredydry the Supreme Court and other
federal courts seeking authoritative medical infation regarding childbirth and abortidn.

INTRODUCTION

Laws that undermine the patient-physician relatmn or that subject individuals to
medical care that is not evidence-based threatblicdwealth and compromise a physician
ability to practice medicine according to the apgllile standard of care. In passing Arizg
Senate Bill 1318 (hereinafter referred to as “3.BL8" or “the Bill"), the Arizona legislatur
has enacted a law that is not based on reliabdmeeiand that seeks to substitute the
legislature’s views for the medical judgment of gicians to the detriment of women
seeking abortions. S.B. 1318 deprives women afende-based medical information,
undermines informed consent, and interferes wiysians’ ethical obligations to their
patients. It should be enjoined.

S.B. 1318 requires a physician to inform any worseeking an abortion in Arizong
that “it may be possible to reverse the effecta ofedication abortion if the woman chang
her mind but that time is of the essenchl’ (to be codified at Ariz. Rev. Stat. 36-
2153(A)(2)(h), (i)). A physician must make thiat&tment even before surgical abortions
and even when, in the physician’s judgment sudatement may confuse or harm his or

patient. Moreover, S.B. 1318 directs the Arizorep&rtment of Health Services (“DHS”)

! See, e.gStenberg v. Carhar630 U.S. 914, 932-36 (2000) (quoting ACO@micusbrief
extensively and referring to ACOG as among therificant medical authority” supporting the
comparative safety of the abortion procedure ats$iodgson v. Minnesot&97 U.S. 417, 454
n.38 (1990) (citing ACOG’amicusbrief in assessing disputed é)aren_tal notificateguirement);
Simopoulos v. Virginigd62 U.S. 506, 517 (1983) (citing ACOG publicatinrdiscussing “accepte
medical standards” for thegrowsmn of obstet 0I08|c services, including aboonns&F alsg
Gonzales v. Carhar650 U.S. 124, 170-71, 175-78, 180 (2007) (Gingbdir, dissenting) (referring
to ACOG as “experts” and repeatedly citing ACO@rsicusbrief and congressional submissiong
re%ardlng abortion proceduré&jreenville Women’s Clinic v. Bryari222 F.3d 157, 168 (4th Cir.
2000) (extensively discussing ACOG'’s guidelines dascribing those guidelines as “commonly
used and relied upon by obstetricians and gynestitogationwide to determine the standard an

the a Br%)triate level of care for their patient®lanned Parenthood v. Humblé53 F.3d 905, 916

17,9 h Cir. 2014) (citing ACOG and the AMAimicusbrief as further support for a particu
medical regimen)xert. denied134 S. Ct. 870 (2014$tuart v. Camnitz774 F.3d 238, 251-52, 25
255 (4th Cir. 2014) (citing ACOG'’s and the AMAasnicusbrief in assessing how an ultrasound
requirement exceeded the bounds of traditionalhméal consent and interfered with physicians’
medical judgment)ert. denied-- S. Ct. --, 2015 WL 1331672 (2015).
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post on its website “information on the potentiaility of qualified medical professionals tp
reverse a medication abortion, including informatitrecting women where to obtain
further information and assistance in locating aliced professional who can aid in the
reversal of a medication abortion.” S.B. 1318 (§odbe codified at Ariz. Rev. Stat. 36-
2153(C)(8)).

While it is not yet clear what information DHS intés to post on its website, any
information touting that a woman may be able towénse” her medication abortion would
not be based on sound science. No reliable meehodénce supports the claim that a
medication abortion can be “reversed” and no magjedical associations have endorsed
such a process. S.B. 1318 nevertheless compedscmns to provide such information to
their patients. This message is misleading anemnpiadly harmful to women who are

seeking a medication abortion and is irrelevant@oténtially confusing to the vast majority

174

of women who cannot have, or who do not want, aicaéidn abortion. In these ways, the

law undermines informed consent and the physicatrept relationship.
In 2012, the Arizona legislature passed H.B. 20dt¢ch required physicians to

administer abortion-inducing medications in accamaonly with final, printed labeling
instructions for those medications. That bill—wWhi®COG and AMAalso opposed—
forced doctors to follow an outdated procedure e less effective, more expensive, and

more likely to result in complications than a diffat evidence-based regimen followed b

<

nearly all providers in the U.S. (including in Asiza) performing terminationsSeePlanned
Parenthood of Arizona, Inc. v. Humpi&3 F.3d 905, 908 (9th Cir. 2014). The Ninth
Circuit reversed this Court’s denial of Planneddaéinood’s motion to enjoin enforcement
the law. Citing a brief filed bgmici curiae(ACOG and AMA), the Ninth Circuit itdHumble
determined that H.B. 2036 did not clearly advameestate’s purported interest in women's
health and “usurp[ed] providers’ ability to exeecimedical judgment.’ld. at 916-17
(internal alteration and citation omitted).

S.B. 1318 fosters the same inappropriate, nomsfie medical intervention. The

implementation of S.B. 1318 would deprive womeinhef best, evidence-based medical

-3-
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information and would substitute unqualified legtste views for the medical judgment of
trained physicians. For these and the reasonastied more fully belovamici curiae
leading medical societies whose policies repreentonsidered judgments of the many
physicians in this country, urge the court to emjihie Bill.

ARGUMENT

S.B. 1318 compels physicians to deliver informatmitheir patients that is unteste(
unproven, and misleadirfigThe law thus interferes with the patient-physidialationship,
undermines bedrock principles of informed consand, deprives women seeking abortiol
in Arizona of the best, evidence-based medicakrmédion. As leading medical societies,
amici curiaeare uniquely positioned to evaluate both the nadgicopriety of the law and i
impact on patients.

First, there is no reliable evidence that medication adestcan, in fact, be
“reversed” through a course of treatment. Reqgiphysicians to make statements to thq
contrary or to steer patients towards resourcesuoh purported abortion “reversal”
treatments deprives women of access to the badermme-based medical information.

Secondthe law is antithetical to the purpose of th@infed consent process becal
it forces practitioners to provide information tlighot supported by credible medical
evidence, that is misleading, and that is not iiddially tailored to their patients’ needs.

Third, S.B. 1318 substitutes the Arizona legislaturetgment for that of Arizona

physicians and dictates that a physician mustimfois or her patient of a particular courg

of treatment, even if the physician believes tlanelto be untrue or harmful to the patient.

Finally, if not enjoined, the law will encourage improgaperimentation on womer
as it may result in use of procedures unsuppornyeetlence developed in a proper

research-based setting and with appropriate copseatédures and oversight.

2 Unless expressly discussed heramjci curiaedo not express an opinion on all or other
aspects of S.B. 1318.
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l. THE MEDICATION ABORTION “REVERSAL” REQUIREMENT O F
ARIZONA SENATE BILL 1318 DEPRIVES PATIENTS OF EVIDE NCE-
BASED MEDICAL INFORMATION

Women should be afforded medical care that is basdtie best available evidencs
based medical information. S.B. 1318 deprives wopnfesuch evidence-based informatig
by requiring that physicians discuss claims of roation abortion “reversal” with their
patients and even steer patients toward such edtésthniquesFirst, there is no medicall
accepted evidence that a medication abortion cdrelbersed.” Amici curiaehave not
endorsed this approach. Indeed, the approach iro@mmended in ACOG's clinical
guidance on medication abortisrnor are there ACOG guidelines that support thigse
of action. Secondthe untested treatment underlying purported nadidic abortion
“reversal” may be harmful to some patients. Mamggthat a physician discuss medicatig
abortion “reversal” under this backdrop will onlguse confusion and lead to potentially
harmful outcomes.

Abortions can be performed by one of two meansigusurgical instruments and
techniques or using medication. The most commam faf a medication abortion is a
regimen that uses a combination of two prescriptirgs: mifepristone and misoprostol.
Mifepristone, also known as “RU-486" or by its coential name Mifeprex, temporarily
blocks the hormone progesterone, which is necessanaintain pregnancy. It also workg

to increase the efficacy of the second medicatidhé regimen, misoprostol. Misoprosto

causes the uterus to contract and expel its cantdBgcause medication abortion require$

combination of medications, many pregnancies at@lorted after using only the first

medication. Indeed, studies suggest that evemeirarliest days of pregnancy, 8% to 46%

of women who take mifepristone alone, at highereddkan are currently administered, (a3

do not continue the regimen by taking the secondicagion, misoprostol) continue their

32014) Medical Management of First-Trimester AbortjekCOG Practice Bulletin No. 143 (Mar.
) d.
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pregnancies. It is understood that this rate would be higlaed in pregnancy, and could
well be higher still at the lower doses currenthed’

Ignoring these medical facts, S.B. 1318 requinas physicians discuss with each
patient the possibility of “reversing” a medicatiabortion and that physicians refer patie
to a website where they can obtain information &bow to do so. S.B. 1318 even requit
that physicians discuss the possibility of a meghcaabortion “reversal” with patients wh
are obtaining an indisputabilyeversiblesurgical abortion—the predominant form of
abortion in Arizona. For those patients obtairangedication abortion, the requirement
fares no better: there is no credible, medical@wie that proves that any treatment
“reverses” the effects of mifepristoheindeed, S.B. 1318’s requirement appears to bed
on asinglefour-page case series, reporting resultofdy six patient§ That series
describes a handful of anecdotal experiences fonevowho received varying doses of
progesterone after taking mifepristone, the firsigdn the medication abortion protocol, g
who did not take the second drug, misoprostol.

The case series, which leading medical researaméhne field have described as of

“poor quality,” is unreliable. In developing its clinical guideds for use by women’s hea|th

clinicians, ACOG bases its strongest recommendsiory on consistent and strong

®  See, e.gDaniel Grossman, et aContinuing Pregnancy After Mifepristone and “Reatts
of First-Trimester Medical Abortion: A Systematievitw Contraception at 6 (article accepted Jt
2, 2015), doi: 10.1016/j.contraception.2015.06.p&reinafter “Grossman’).

6 Grossmansupranote 5, at 8.
! Id. Even a supporter who testified in favor of thikk &knowledged that medication

abortion reversal research is ongoing and “ha®eeh widely published and is not widely knowr.

Arizona House Federalism and States’ Rights PaNlar. 11, 2015, 17:20-17:4Qyvailable at
rslttp://az)leg.granlcus.com/MedlaPlayer.php’?V|eW_B&dl|p_|d:15544 (testimony of Dr. Allen
awyer).

8 _Georg_lg Delgado & Mary L. Davenpotogesterone Use to Reverse the Effects of
Mifepristone THE ANNALS OF PHARMACOTHERAPY (Dec. 2012)available at
http://www.ncbi.nlm.nih.gov/pubmed/23191936 [heedtar “Delgado & Davenport”].

o Grossmansupranote 5, at 7.
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evidence, such as, when possible, randomized digntrstudies® The case series that is 1
basis of S.B. 1318 is not the type of informatibattACOG would rely on to form its
clinical recommendations. Likewise the case sesietearly an insufficient foundation for
legislative mandate.

First, the case series was not controlled, meaning thiaseno control group that wa
studied that did not receive the progesteronertreat. While four of the six patients in th
study who received progesterone went on to cagly firegnancies to term, the study did
isolate the progesterone as the cause of the ceatipregnancies, as opposed to the fact
these patients did not take the second drug imiagication abortion regimen. Given thal
mifepristone alone will not cause an abortion imgnaases, the failure to take the secong
medication, misoprostol, may well have been resiptsm$or the outcomes observed. In
short, the paper does not provide evidence of tiamsastablishing that treatment with
progesterone was responsible for the reported mesth

Secongthe paper’s reliability is further underminedits/tiny sample size and the
limited information provided on the handful of wome&ho were involved. The case serig
followed a total of seven women who underwent togpsterone regimen, but it provides
no information about the outcome of the seventiepatind claims the authors were unal]
to follow up with her. Excluding the seventh patighe paper reports that four of six

treated women (67%) continued their pregnanciemfi@ence intervals are used by

he

LS

D

not

that

S

e

10 Hal C. Lawrence, M.DThe American College of Obstetricians and Gj/necisls upports
Access to Women’s Health Calle?5 BSTETRICS& GYNECOLOGY 1282, 1283 (June 2015)

the Council of Medical Specialty Societies (of WhiBCOG is a member), makes clear in their.
Principles for the Development of Specialty Sociétinical Guidelines that the strength of a clir
guideline recommendation should be based on tlala\ﬁ;m_of the supporting evidence and an
assessment of the benefits and har8seCouncil of Medical Specialty Societid3rinciples for the
Development of Specialty Society Clinical Guidejra 5,available at =
http://www.cmss.or/q/uploadedFlles/S|te/_CMSS PodisiVIS S%20Principles%20for%20the%2(
evelopment%200f%20Specialty%20Society%20Guidelirk%20September%202012.pdf.

1 ACOG, Reading the Medical Literatu@yailable athttp://www.acog.org/Resources-And-
Publications/Department-Publications/Reading-theligi- Literature(stating, regarding case
reports, that “[t]hese studies provide limited tion about the relationship between exposurs
and the outcome of |_nte_rest.”§;‘ Tr&gve Nissen aotf R/ynn, The Clinical Case Report: a RevieW
of Its Merits and LimitationsBBMC Research Notes (2014)\ailable at
http://www.biomedcentral.com/1756-0500/7/264 (“Calitg cannot be inferred from an
uncontrolled observation. An association does_mp_gea cause-effect relationship. The
observation or event in question could be a mergcaence. This is a limitation shared by all th
descriptive studies.”).

(“Recommendations are ranked according to the%tgemf the supporting evidence.”). In additicin,
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researchers to describe the precision of an esaarcentage, with narrow confidence

intervals indicating good precision and wider cdafice intervals indicating less precision.

Medical researchers Daniel Grossman, Kari WhitealHarris, Matthew Reeves, Paul D.
Blumenthal, Beverly Winikoff, and David A. Grimealculated the 95% confidence inter\
for the 67% of continued pregnancies in the caseseThey note that the confidence
interval is wide—ranging from 25% to 90%.This means that if the study was repeated
times, then the true result would—95 out 100 timéssHnto the range of 25% and 90%.
The range is so large and imprecise that the esesgprovides no reliable informatidh.
Indeed, the broad range underscores that suchlassm®le size can hardly provide
evidence sufficient to support a state law thalataffect thousands of women per y&ain
addition, even if the small sample size were nobfamatic by itself, the case series fails
report relevant facts for each of the six treatednan (such as the exact gestational age
the pregnancy and the dose of mifepristone).

Third, the case series was not conducted with the @drsf an institutional review
board (“IRB”) or an ethical review committee, addeal regulations governing federal
funding of human research and most research itisiigirequire for research on human
subjects?® IRBs are recognized by the research communitysefeguard to protect the
rights and welfare of human research subjects. \\he federal government provides

funding for research on human subjects, it requltasIRBs approve research protocols t

2 See, e.g.Grossmansupranote 5. Other sources have found a similarly wahge in the
confidence interval SeeDr. David GrimesThe ‘Science’ Behind Arizona’s Mandatory ‘Abortion
Reversal’ AdviceApr. 15, 2015available athttp://rhrealitycheck.org/article/2015/04/08/scienc
behind-arizonas-mandatory-abortion-reversal-advice/

8 Even if the study had a narrower confidence wratetthere are other substantial problems
with drawing any conclusions from the study, in¢hgd as noteduprg that the study did not
include a control group.

1 Abortions in Arizona: 2013 Abortion Repp#rizona Department of Health Services, 4-5
Sept. 9, 2014 xvailable atwww.azdhs.gov/diro/re orts/gdf/ZO13-,ar|zona-ammr41eport.(§3df
noting t)hat in calendar year 2013, between 13501%016, 00 abortions were performed in

rizona).

15 ACOG Comm. on Ethics, Comm. Op. No. 3bfhovative Practice: Ethical Guidelingat 3
(Dec. 2006) [hereinafter “Comm. Op. No. 35Xge alsal5 C.F.R. § 46.109 (“An IRB shall revie

and have authority to approve, require modification(to secure approval), or disapprove of all
research activities covered by this policy.”).
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ensure the following: adequate disclosures to pitigmarticipants, informed consent from
participants, appropriate risk-to-benefit ratioptection of participants’ privacy, and
participants’ freedom to withdraw from the studyaay time. Research conducted on
human subjects without IRB approval—such as the sases that forms the basis of S.B
1318 here—raises series questions regarding tiesethd scientific validity of the
information reported therein.

Finally, apart from the lack of reliable evidence describdve, the experimental
protocol involving the administration of progesteedor so-called “reversal” of medicatio
abortion relied on in the only article that the lappears to be based on may be harmful
some patients. While progesterone is generally toigrated, it can cause significant
cardiovascular, nervous system, and endocrine sévenctions as well as other side
effects’® Yet, S.B. 1318 requires that physicians inforrarg\patient about the possibility|
of abortion “reversal” and direct every patientiie DHS website for assistance on how t
do so, even in cases where that protocol or argr aibr-called “reversal” treatment could,
the individual physician’s judgment, be harmfubtparticular patient.

Il.  S.B.1318'S REQUIREMENT DAMAGES THE PATIENT-PHY SICIAN

RELATIONSHIP BY UNDERMINING INFORMED CONSENT

The requirement set forth in S.B. 1318 is alsotlhetical to the long-standing
principle of informed consent, an ethical concépt is integral to contemporary medical

[113

ethics and practicE. “[[[nformed consent’ contains two major elemerity comprehensiof

(or understanding) and 2) free conséfit“Comprehension (as an element in informed

0

in

—

consent) includes the patient’s awareness and staahkeling of her situation and possibilities.

It implies that she has been given adequate infoomabout her diagnosis, prognosis, an

16 ACOG Fact Sheet, Medication Abortion Reveramhilable at
http://www.acog.org/~/media/departments/state%26lagve%20activities/2015AZFactSheetMe
cationAbortionReversalfinal.pdBrogesterone Drug Label Informatigd.S.NATIONAL LIBRARY OF
MEDICINE, http://dailymed.nlm.nih.gov/dailymed/druginfo.cfnedsl=b 79abe4a-0242-41da-b91b-
df723b85f0cc (last accessed June 25, 2015, 3:30 PM)

1 ACOG Comm. on Ethics, Comm. Op. No. 439, at 2 06affirmed 2012) [hereinafter
“Comm. Op. No. 4397].

18 Id.

d

di
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alternative treatment choices, including the optbno treatment,” such that she would b
able to meaningfully consent to medical procedditdsideed, “the most commonly accepfed
foundation for informed consent is the principla@épect for persons. This principle

expresses an ethical requirement to treat persoends in themselves’ (that is, not to us

D

them solely as means or instruments for someorésasrposes and goalsy”

Far from furthering informed consent, the Bill ectunderminegpatients’ ability to

|8

provide informed consent by potentially confusiragignts with false and misleading—an
In many cases irrelevant—information and by intenig with the patient-physician
relationship. As noted above, although S.B. 1Zfiires that a physician say that

medication abortion “reversal’ “may be possiblééie is no evidence to support this clajm.
Moreover, when a patient is considering any medgoatedure or treatment, it is important
that her physician counsel her on her options suenthat she is certain about her decisipn
to consent to a particular procedure or treatm&uich counseling to ensure the patient is
ultimately sure about her decision is especiallgoniant where a woman is considering
whether to have an abortiéh.If a woman is uncertain, then the decision alaouabortion
technique is delayed until she has reached a feomswn.

S.B. 1318, however, requires practitioners to saggea patient they do not have t

&)

be certain about their decision before they bdggnabortion. Thus, S.B. 1318 could lead a
patient to begin a medication abortion proceduté wifalse perception that she can change
her mind later and continue her pregnancy. Tha gatlear that, in some cases, the

mifepristone alone will terminate her pregnancyreNeshe does not take the misoprostol
and there is no evidence that this effect can beefised.” Amiciare concerned that raising
the prospect of “reversal” in this highly misleaglway could undermine physician’s effonts

to ensure that patients do not undertake a proeamtureatment they are unsure they want.

10 Id. at 3.
20 Id.
221014) ACOG, Practice Bulletin No. 148jedical Management of First-Trimester Aborti(Mar.

-10-
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S.B. 1318 poses a different harm to the majoritglmdrtion patients who have an
abortion through a surgical procedure or anotheaticaéregimen not involving
mifepristone. For such patients-e-those who do not want or cannot have a medicatiol
abortion and are considering a different abortimcedure—S.B. 1318’s abortion “revers

speech requirement would be entirely irrelevantting contrary to the principle that

informed consent should be tailored to the indigidoatient? As a consequence, the state

mandated language could distract women from tharnmétion that is actually needed to
make an informed decision on whether to have antiabo

Moreover, S.B. 1318 may further confuse patient$olnging practitioners to direct
them to a third party information source, the DH&bgite, for “information on and
assistance with reversing the effects of a medinatbortion.*®* Assumingarguendathat
such information will be publicly available at adadate—even though it currently is not-
this requirement results in practitioners providihg appearance of approval for the third

party information to their patients, even wherecptimners may well disagree with and

conclude it to be false and/or misleading, andsapiported by credible, medical evidencs.

S.B. 1318 further undermines the informed consemtgss by eroding the patient-
physician relationship. The patient-physiciantieteship is grounded in confidentiality,
trust, and honesty Patients rely on their physicians for advice aliba most intimate an(
important medical decisions. Thus, “[b]y encourggan ongoing and open communicati
of relevantinformation . . . the physician enables the patierexercise personal choice” ir
the medical treatment she recei¥®sS.B. 1318 damages the patient-physician relatipns

by requiring physicians to recite specific languagéheir patients about the unsupported

22 Comm. Op. No. 43%upranote 17;see als”AMA Code of Medical EthicsQp. 8.08 -
Informed Consent'Physicians should sensitively and respectfulsctbse all relevant medical
information to patients. The quantity and speu%flof this information should be tailored to mee
the preferences and needs of individual patients.”)

2 g.B.1318 § 4 (to be codified at Ariz. Rev. St&2153(A)(2)(h),(i)).

2 American College of Obstetricians and GynecologiStede of Professional Ethics é;]u!y
2011) at 2; AMA Code of Medical Ethic®pinion 10.01 - Fundamental Elements of the Patient
Physician Relationship

2 ACOG Comm. On Ethics, Comm. Op. No. 3&hical Decision Making in Obstetrics and
Gynecologyat 6 (2007reaffirmed2013) [hereinafter “Comm. Op. No. 390"].
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possibility of medication abortion “reversal’ evehere the physician believes the
information would be harmful or is wholly irrelevato the patient.

Contrary to the approach S.B. 1318 mandates, irddroonsent should be a fluid
discussion in which the practitioner can accounttie unique needs of an individual pati
faced with a given choic@. Accordingly, “within the broad requirement fofémmed
consent, the individual practitioner traditionatigs been permitted, and indeed expected
exercise independent judgment in determining winapbtential treatments, risks, benefit
and alternatives are in any particular case, dns, what information should be
communicated to the patierf.” Because there is no scientific evidence undeglyin
medication abortion “reversal,” practitioners Wit unable to adequately describe the
progesterone treatment to their patients or anawgffollow-up question& In addition, by
requiring additional—and in many cases irrelevargrgluage for the informed consent
process, S.B. 1318 makes it unnecessarily chahligrfgr practitioners to provide their
patients with concise, easy to understand, andiohehlly tailored information for their
patients to provide informed conséfitAs a consequence, S.B. 1318 makes it much ha
for practitioners to discern whether a patient inagerstood altelevantfacts such that she
in fact providing informed consent based on her éea choice?

Moreover, the confusion a patient will experiendeew her practitioner delivers the

state mandated information on possible abortionéirgal” may cause her to lose confider

% Comm. Op. No. 43%upranote 17, at 5see alscAMA Code of Medical EthicsQp. 8.08 -
Informed Consent

2 Marshall B. KappAbortion and Informed Consent Requiremeht&Am. J.OBSTET. &
GYNECOL. 1, 3 (1982)seeScott WoodcockAbortion Counselling and The Informed Consent
Dilemmg 25 BOETHICS, 495, 502 (2011|) (“{B[eyond the basic requiremeatsi(constraints) that
are minimally necessary for a medical ¥ responsitideharge of informed consent, there iS no wj
for fixed policy standards to substitute for thagircal skills that allow healthcare workers to
ascertain what further information will enable pats to reach fully autonomous decisions.”).

28 Comm. Op. No. 43%upranote 17.

29 Comm. Op. No. 39Gupranote 25, at 6 (“Critical to the process of inforigpithe patient is
the physician’s integrity ichoosingthe information that is given to the patient ....feent is not
merely to disclose information but to ensure patoeemprehension oklevantinformation.”)
(emphasis added).

%0 Comm. Op. No. 43%upranote 17;see alsdHoward Minkoff & Mary Faith Marshall,
Government-Scrui)ted Consent: When Medical Ethicklaaw Collide Hastings Center Report 39
N?I. 51 (2008) @ nforrJ;ed consent requires voluimiass — freedom from coercion, undue
influence, or bias . . . .").
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in her practitioner and to distrust any of the mfation she received, further damaging th

patient-physician relationship and the informedseon process.

lll.  FORCING PHYSICIANS TO COMPLY WITH S.B. 1318'S REQUIREMENT
INTERFERES WITH PHYSICIANS' ETHICAL OBLIGATIONS TO
PATIENTS

S.B. 1318 is antithetical to the basic precept thatpatient-physician relationship i
the central focus of all ethical concerns, andwi#are of the patient must therefore form
the basis of all medical judgmeritsACOG'’s Code of Professional Ethics states thae “t
welfare of the patient must form the basis fomadidical judgments. . .. The obstetrician:
gynecologist should . . . exercise all reasonaldama to ensure that the most appropriats
care is provided to the patierit.”Similarly, AMA policy provides that “[w]ithin theatient-
physician relationship, a physician is ethicallguiged to use sound medical judgment,
holding the best interests of the patient as pavani5®

For these reasons, it is essential that the papieygician relationship be protected
from unnecessary and inappropriate governmentsiond* “Laws that require physicians
to give, or withhold, specific information when ecmeling patients, or that mandate whicl

tests, procedures, treatment alternatives, or nmegi@hysicians can perform, prescribe,

8 ACOG Code of Professional Ethics, at 2; AMA Cadd&ledical EthicsOp. 10.01 -
Fundamental Elements of the Patient-Physician Relahip

3 ACOG, Code of Professional Ethics of the AmeriCalege of Obstetricians and

Gynecologistsavailable at _ ] o

?st p:c/j/wwa/\f/.acog.org/~/med|a/Departments/Natlonal%ﬂm@r%ZONom|nat|ons%20Process/AC(
code.pdf.

¥ See, e.gAMA, Policy H-120.988Patient Access to Treatments Prescribed by Their
Physiciansavallable athttps://www.ama- )
assn.org/ssl3/ecomm/PolicyFinderForm.pl?site=wwva-am
assn.org&uri=%2fresources%2fhtml%2fPolicyFinder%aipyfiles%2fHNE%2fH-120.988.HTM
fzconflrmlng the AMA’s strongsupport for the proposition that “a physician mawyflully use an

DA approved drug product or medical device foo#rabel indication when such use is based
upon sound scientific evidence and sound medical@p’).

34 SeeMinkoff & Ecker, When Legislators Play Doctor: The Ethics of Matoaa Preabortion
Ultrasound Examinationd,20 Q8STETRICS& GYNECOLOGY 647,649 (2012) (“Prescriptions for
counseling and caring can lead a therapeutic oglsitiip to deteriorate into'an adversarial one.
Given the precedence that should be afforded fofidaciary obligation to their patients,
physicians’ participation in Ieglslated care, camerced under threat of penalty, and transmittal (
ug}/_var%_ted ar;d potentially irrelevant information lcblbe considered and abdication of professior
obligations.”).
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administer are detrimental to the patient-physica&ationship and are ill-advised®”
Consistent with the requirements of a medical kegphysicians must use their judgmen
and provide individualized care based on each piggieeeds.

By requiring that physicians discuss the “posdiilof abortion “reversal” with
patients even in cases where a physician doesathietb that protocol is based on reliablg
science, S.B. 1318 interferes with a physicianigalion to utilize his or her best medica
judgment. Worse, as noted above, S.B. 1318 leawesom for a physician to exerciary
discretion, even in instances when the informaisarrelevant to the patient’s treatment, ¢
when the physician genuinely believes that progdhe required information would harm
the patient.

S.B. 1318’s interference with a physician’s mebdjgdgment is not merely
theoretical. S.B. 1318 imposes a variety of consages on physicians if their own medif
judgment does not comport with the disclosure negoent. Physicians could face licens
suspension or revocation if they fail to abide b§.9318’s disclosure requiremefitThey
could also be exposed to private litigation by gratis, patients’ spouses, or the parents of
patients under the age of 18 for failure to complire Bill, thus, presents a physician wit}

dilemma between violating the law or disregardimydr her own medical judgment.

IV. S.B. 1318 ENCOURAGES IMPROPER EXPERIMENTATION ON PATIENTS

If not enjoined, S.B. 1318 will encourage impropgperimentation on patients
outside of a research setting and thus withouptb&ections afforded to human subjects i
such a setting. As noted above, the universe dénlying documentation for “reversing”

medication abortions is a four-page case seriesrdenting a handful of independent and

® ACOG Statement of Policyegislative Interference with Patient Care, MediBadcisions,
and the Patient-Physician Relationshgvailable a

t
http://www.acog.org/~/media/Statements%200f%20P4ha Iic/2013Le?islativelnterference.pdf'
[

see als;AMA Code of Medical EthicsQp. 8.082 - Withholding Informafion from Patients
("%P]hysmlans should honor patient requests ndiganformed of certain medical information . .

% Ariz. Rev. Stat. § 36-2153(l) (stating that fadup comply with the Act is considered an “
%f ung)rofessmnal conduct and is subject to licenspension or revocation” by the Arizona Med
oard).
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uncontrolled anecdotal reports, in which four of documented pregnancies proceeded t
term following varying progesterone dosages (sodmimistered intramuscularly and othe
orally) at various points after mifepristone ingesst S.B. 1318 nevertheless prematurely
endorses, on a statewide scale, the use of progesta an effort to “reverse” medication
abortions—apparently on that basis alone—and de#t fact that, to date, no formal

research-based clinical trials validating or ingtating a progesterone protocol as a safe §
effective means to “reverse” medication abortioagehoccurred. Indeed, the case series
itself provides asuggestegrogesterone protocohly—and notably, a different regimen
from those received by the women described in #pep—and concedes that further trials
are necessary before the suggested progesteranegiror similar protocols can become
“standard of care¥ Thus, at present, abortion “reversal” treatmsrebiperimental at best

While innovation in medicine is valued and strongiypported byamici curiag it is

important that “radically new procedures’ be tesby formal research at an early stage”
ensure that such procedures—Iike the use of prexgest to “reverse” a medication
abortion—are safe and effecti¥e This preference for formal research over random
experimentation is of particular emphasis wheréramovation is expected to result in

generalizable knowledgé® Here, by memorializing possible medication aloorti

“reversal” in a law that will apply to any and albmen seeking an abortion in the state of

Arizona, the State is endorsing experimentatioa potentially large scale, and with no
guaranteed oversight by an ethics committee, baardRB.

Amici curiaesupport innovations in medicine, but such innawaishould be based
on a sound foundation of medical research with @mate controls. S.B. 1318 promotes
and generalizes a medical experiment on a potBntrassive scale, with the women of

Arizona as unknowing guinea pigs.

37 Delgado & Davenporsupranote 7, at 3.
% Comm. Op. No. 35Zupranote 15, at 3.
39 Id. at 6; Department of Health, Education, and WejfRretection of Human Subjects;

Belmont Report: Ethical Principles and Guidelinesthe Protection of Human Subjects of
Research, Report of the National Commission foiRtegection of Human Subjects of Biomedicg
and Behavioral Research, 44 Fed. Reg. 23,193 (A&pr1979).
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CONCLUSION

As the foregoing demonstrates, S.B. 1318 subsigninfringes the freedom of
speech of physicians, and it impermissibly undeesitne patient-physician relationship &
the purposes of informed consent, and exposespat@ medical risk—all without a
countervailing medical justification. The law th&ore violates the First and Fourteenth
Amendments of the U.S. Constitution. For thessara and on account of the legal
authorities set forth in Plaintiffs’ briegmicibelieve the law should be held invalid and

Plaintiffs’ motion for preliminary injunction shadilbe granted.
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