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STATE OF MISSOURI )
County of St. Louis ) >

Colleen P. McNicholas, DO, MSCI, FACOG, being first duly sworn upon her oath, states
as follows: |

1. I previously submitted an affidavit in this case, which was filed on August 16,
2021 (“*McNicholas Aff.”). That affidavit described my qualifications as a board-certified
obstetrician-gynecologist (“OB/GYN”) and the Chief Medical Officer for Planned Parenthood of
the St. Louis Region and Southwest Missouri and Reproductive Health Services of Planned
Parenthood of the St. Louis Region. I attach my curriculum vitae to this report as Exhibit A.

2. As in my original declaration, this declaration is based on my years of medical
practice and research, my personal knowledge, and my familiarity with relevant medical
literature and statistical data recognized as reliable in the medical profession. If called as a
witness, I would and could competently testify thereto.

Summary of Opinions

3. 1 haw}e reviewed the expert declarations subinitied by Robin Pierucci, M.D., MLA,
Ingrid Skop, M.D., and George Mulcaire-Jones, M.D. Nothing in these declarations alters the
conclusions I reached or the opinions I expressed in my prior affidavit.

4. T am submitting this declaration to respond to certain of the statements and
opinions expressed in the declarations of Drs. Pierucci, Skop, and Mulcaire-Jones. In particular:

(2) I disagree with Dr. Skop’s and Dr. Mulcaire-Jones’s opinioﬁs on abortion safety;
(b) T disagree with Dr. Pierucci’s, Dr. Skop’s, and Dr. Mulcaire-Jones’s opinions
concer_m'ng viability; |

-(c) I &jsagr‘ec with Dr. Pierucci’s and Dr. Skop’s opinions on fetal pain;



(d) I disagree with Dr. Mulcaire-Jones’s opinions about the nece_ssity of the 24-hour
mandatory delay; k
(e) I disagree with Dr. Skop’s and Dr. Mulcaire-Jones’s opinions on telemedicine and
the necessity of In-person examinations;
(f) I disagree with Dr. Skop’s opinions regarding reproductive coercion; and
(g) I disagree with Dr. Skop’s opinions on so-called medication abortion “reversal.”
5. The fact that I do not address every statement or i;ssue raised in these declarations

does not suggest that I agree with them.

Abortion Safety

6. The state’s experts paint a dire picture of abortion safety, but the reality is that
abortion is extremely safe. As I stated In my original affidavit, see McNicholas Aff. ] 18-21,
and as is supported by an abundance of litem’anfe,'1 both medication and procedural abortion carry
a low risk of complications aﬁd a very low risk that hospitalization is necessary to treat a
complication. As to medication abortion specifically, the National Academies of Sciences,
Engineering, and Medicine—a body of esteemed experts that was established by Congress to
provide independent, objective expert analysis and advice to the nation to inform'pub]ic policy—

have explained that “[t]he risks of medication abortion are sipnilar in magnitude to the risks of

! See, e.g., Elizabeth G. Raymond & David A. Grimes, The Comparative Safety of Legal
Induced Abortion and Childbirth in the United States, 119 Obstetrics & Gynecology 215, 217
(2012); Ushma Upadhyay et al., Incidence of Emergency Department Visits & Complications
After Abortion, 125 Obstetrics & Gynecology 175, 181 (2015); Nat’l Acads. of Scis., Eng’g, &
Med., The Safety and Quality of Abortion Care in the United States 77-78 (2018) [hereinafter
“National Academies Report™].



taking commonly prescribed and over-the-counter medications such as antibiotics and NSAIDs
[nonsteroidal anti-inflammatory drugs],” such as ibuprofen.?

7. The studies Dr. Skop cites to support her claim ‘rixat medication abortion has a
high complication rate have serious limitations. For example, she cites to a 2009 study by '
Niiniméki and colleagues,? but that study does not differentiate between different medication
abortion protocols.* More critically, the Niinimaki study (1) was based on a Finnish health
registry that coded all follow-up visits as “complications” regardless of the degree of concem;
and (2) inappropriately reported as “hemorrhage™ all patient reports of heavy bleeding, even if
they were within the expgcted range and did not require treatment.® In response tc.> criticism on
these points, the authors themselves acknowledged that in the records they used, “many of the
‘complications’ are not really such, but rather concerns or adverse events that bring women back
to the health care system. ... [The] [r]ate of serious, ‘real’ complications is rare and rather similar
between surgical and medical abortion.”

8. While Dr. Skop describes the use of medication abortion past 70 days LMP as

“brazen,” Skop Decl. 4 46, it is evidence-based and standard-of-care practice to use medication

2 National Academies Report, supra note 1, at 79. |

3 Skop Decl. § 47, 50 (citing Maarit Niinim#ki et al., Fmmediate Complications After
Medical Compared with Surgical Termination of Pregnancy, 114 Obstetrics & Gynecology 795
{2009)).

4 Niinimaiki et al,, supra note 3, at 796.

3 Mary Fyerstad et al., Letters to the Editor: Immediate Complications After Medical
Compared with Surgical Termination of Pregnancy, 115 Obstetrics & Gynecology 660 (2010);
Niinim#ki et al., supra note 3, at 799-800.

§ Maarit Niinimaki et al,, Letters to the Editor: Immediate Complications After Medical
Compared with Surgical Termination of Pregnancy, 115 Obstetrics & Gynecology 660 (2010).
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abortion through 77 days LMP, see McNicholas Aff. 16.7 The practice of developing new
regimens based on research, including using different dosages or ﬁsing medications for entirely
different uses than for which they were approved by the FDA, is very common in medicine.
“Off-label” use is not the same as experimental or research use, and indeed, up to 20% of all
drugs are prescribed off-label ® While misoprostol today is included in the FDA-approved
labeling of mifepristone for use in abortion, it was initially approved by the FDA for oral
administration to prevent gastric ulcers.? Misoprostol also has a number of important off-label
(but evidence-based) uses for gynecological treatments, including labor induction, freatment of
spontaneous early pregnancy loss, prevention and treatment of postpartum hemorrhage, and
cervical priming before uterine procedures such as hysteroscopy. The state’s own expert witness,
Dr. Mulcaire-Jones, acknowledges that he prescribes misoprostol off-label to treat spontaneous
miscarriage. Mulcaire-Jones Decl. § 12.

9. The nisks associated with abortion increase with gestational age, but because they
are very low to begin With, abortion remains a very safe procedure even later in the second
trimester, with a low mortality risk of 6.7 deaths per 100,000 procedures for abortions at 18

weeks or later.!? Contrary to the state experts’ assertions, see, e.g., Mulcaire-Jones Decl. § 62,

7 Notably, the World Health Organization (“WHO™) guidelines provide for medication
abortion regimens throughout the entirety of pregnancy (for both a combined
mifepristone/misoprostol regimen and misoprostol alone). See Medical Management of Abortion,
WHO, hitps://www.who.mt/reproductivehealth/publications/pocket-guide pdf (last visited Sept.
16,2021).

8 Katrina Furey & Kirsten Wilkins, Prescribing “Off-Label”: What Should a Physician
Disclose?, 18 Am. Med. Ass’n J. Ethics 587, 588 (2016).

® ACOG, Practice Bulletin No. 225: Medication Abortion Up to 70 Days of Gestation,
136 Obstetrics & Gynecology €31, e31 (2020).

10 Suzanne Zane et al., Abortion-Related Mortality in the United States, 1998-2010, 126
Obstetrics & Gynecology 258, 26263 (2015).



abortion—including abortion later in the second trimester—is far safer than childbirth.!! For
example, the risk of death following childbirth is appréximately fourteen times greater than that
associated Wi£h abortion, and every pregnancy-related complication (such as hemorrhage,
mfection, and injury to other org.ans) 1s more common among people having live birfhs than
among those having abortions.*?

10.  Drs. Skop and Mulcaire-Jones ﬁ;nd fault with abortion-related morbidity rates on
the theory that there is no comprehensive national data on the occurrence of complications from
abortion. See Mulcaire-Jones Decl. § 19-32; Skop Deci. 99 1820, 49-50. Importantly, there is
also no reporting requirement for non-mortality complications of pregnancy. In any event, the
2015 study by Upadhyay and colleagues, cited above and in my initial report, tracked any
complications the study population experienced “without loss to follow-up, addressing a
common methodologic limitation of other studies.”* Dr. Mulcaire-Jones also claims, without
- evidence, that “complications are generally not reported or considered by abortion providers,”
suggesting that abortion is more dangerous—by some factor Dr. Mulcaire-Jones does not
quantify—than existing data mdicate. Mulcaire-Jones Decl. § 30. But it is standard for patients to
be instructed to call their abortion provider if they experience complications before presenting

elsewhere for care. And as the National Academies recognized, numerous high-quality studies

I Raymond & Grimes, supra note 1, at 217.

2 Raymond & Grimes, supra note 1, at 216-17 & fig.1.

13 Upadhyay.et al., supra note 1, at 182 (“This study examines postabortion ED visits and
complications up to 6 weeks and across multiple facilities without loss to follow-up, addressing a
common methodologic limitation of other studies.”). In fact, the authors noted that their study
might overestimate abortion complication rates because it focused on a population with lower
incomes and more overall health problems than the general population of abortion patients. Jd.



exist on the incidence of complications, and those studies converge on a single conclusion: risks
of complicatioﬁs froﬁ& abortion are very low. L4

11.  Dr. Skop’s opinions regarding long—tern:; consequences of abortion are also out of
step with medical consensus. I am not aware of any data that shows increased ris]; of preterm
birth, abnormal placental attachment, or fiture mfertility caused by abortion (as distinguished
froma pregnancy carried to term). See Skop Decl. 9 11, 28-29. Indeed, the American College
of Obstetricians and Gynecologists (“ACOG”) has stated thata smgle induced abortion does not
lead to future infertility,"” and the National Academies found “no association between D&E and
abnormal placentation,” and “no significant association™ between abortion and preterm birth.1®
Similarly, Dr. Skop’s opinion on the purported link between abortion and breast cancer (Skop
Decl. 99 74-76) has been thoroughly disproven.!”

12.  Dr. Skop opines that there are a number of studies showing that abortion leads to
mental health issues. See Skop Decl. 9 23, 27, 78-79. My clinical experiences with patients are

counsistent with the positions of leading scientific organizaﬁons, including the American

14 National Academies Report, supra note 1, at 1011, 55-56, 60-65.

5 ACOG, Frequently Asked Questions: Abortion Care, hitps://www.acog.org/womens-
health/fags/induced-abortion (last visited Sept. 16, 2021) (“Abortion does not increase the risk of
breast cancer, depression, or infertility.”); see also CDC, Preterm Birth,
https:/fwww.cde.govireproductivehealth/matemalinfanthealith/pretermbirth.htm (last visited Sept.’
16, 2021) (listing risk factors for preterm birth, which do not include induced abortion).

16 National Academies Report, supra note 1 at 138, 146.

17 See McNicholas Aff. § 61 & n.46 (citing studies); see also National Academies Report,
supranote 1, at 148-49. Drs. Skop and Mulcaire-Jones inappropriately conflate two medical
questions: (1) whether abortion itself carries long-term risks; and (2) whether a pregnancy
carried to termm, in addition to the health risks 1t poses, has protective effects (such as reducing
certain cancer risks). See Skop Decl. 1 73; Mulcaire-Jones Decl. 49 51-57. As to the latter
question, whatever protective effects pregnancy provides, for obvious reasons it is not the
standard of care among gynecologists to advise patients to conceive, or carry to term, as a way of
lowermg their cancer risk.



Psychological Association (“APA”), the National Academies, and the Royal College of
Psychiatrists in the United Kingdom, which have all concluded that abortion does not have a
pegative impact on patients’ mental health.!® The vast majority of my patients experience relief
after abortion.

13.  The reports from the APA, National Academies, and Royal College of
Psychiatrists have also recognized that much of the published research on mental health
outcomes of abortion, like those re]i_ed on by Dr. Skop (includiné multiple studies by Priscilla
Coleman), are unreliable because they are based on “selective recall bias, madequate controls for
confounding factors, and inappropriate comparators”—particularly comparisons between
patients mth undesired pregnancies and patients with desired pregnancies.!® In contrast, the
“Turnaway Study” that Dr. Skop crificizes (Skop Decl. § 79) examined and compared people

‘who received abortions and people who sought abortions but were unable to obtain them.?’ The

Tumaway Study “address[es] many of the limitations of other studies” and “contributes unique

13 Brenda Major et al., APA, Report of the APA Task Force on Mental Health and
Abortion 4 (2008) [hereinafter “APA Report™]; National Academies Report, supra note 1, at 10,
149-52; Nat’l Collaborating Ctr. for Mental Health, Academy of Medical Royal Colleges,
Induced Abortion and Mental Health: A Systematic Review of the Mental Health Qutcomes of
Induced Abortion, Including Their Prevalence and Associated Factors 8 (2011) [hereinafter
“Royal College Report™].

- 19 National Academies Report, supra note 1, at 149-50; APA Report, supra note 18, at
15-20; Royal College Report, supra note 18, at 14-18.

_ 20 See, e.g., M. Antonia Biggs et al., Women s Mental Health and Well-being 5 Years
After Receiving or Being Denied an Abortion: A Prospective, Longitudinal Cohort Study, 74
JAMA Psychiatry 169 (2017); M. Antonia Biggs et al., Does Abortion Increase Women’s Risk
for Post-Traumatic Stress? Findings from a Prospective Longitudinal Cohort Study, 6 BMJ
Open 009698 (2016); M. Antonia Biggs et al., Mental Health Diagnoses 3 Years After
Receiving or Being Denied an Abortion in the United States, 105 Am. J, Pub. Health 2557
(2015); Diana G. Foster et al., 4 Comparison of Depression and Anxiety Symptom Trajectories
Between Women Who Had an Abortion and Women Denied One, 45 Psychol. Med. 2073 (2015).



insight into the consequences of receiving a desired abortion versus being denied the procedure
and carrying the pregnancy to term.”?! The results of the Turnaway Study show that *Ja]t 2
years, women who had received an abortion had similar or lower levels of depression and
anxiety than women denied an abortion” and that at four years follow-up, “[wlomen who had
received an abortion were at no higher risk of PTSD than women who had been denied an
abortion.”* In other words, abortion did not increase the risk of mental health issues; to the
contrary, “{clompared with having had an abortion, having be[en] denied an abortio:u may be
associated with greater risk of initially experiencing more anxiety symptoms.”?>

14.  Dr. Skop levels unfounded accusations of bias against the APA—the largest
organization of psychologists in the United States—on the basis that it supports access to
abortion care. Skop Decl. § 77. But she provides no evidence that the APA reached its position
on abortion access for any reason other than that such access is important to mental health, or
that the APA was unable to impartially assess the scientific literature relating to mental health
and abortion. Dr. Skop also accuses the National Apademies of pro-abortion bias because their
208-page report on the safety of abortion disqualified from consideration several studies with
which she agrees. See Skop Decl. f 14-17. But the National Academies applied rigorous
methodologic standards to evaluate all available research acéording to conventional principles of
evidence-based medicine that are intended to reduce the risk of bias in a study’s conclusions,
emphasizing that applying these principles was “particularly important with respect to

understanding abortion’s long-term health effects, an area in which the relevant literature is

21 National Academies Report, supra note 1, at 151.
2.
B Id.



vulnerable to bias.”?* Using this evidence-based approach, the National Academies excluded
low-quality research from réview, as well as research unlikely to reflect patient outcomes in the
context of contemporary U.S. abortion care. The fact that the report excluded the studies with
which Dr. Skop agrees speaks to their poor quality, not any alleged bias among the National
Academies.

15.  As] explamed in my original affidavit, patients seek termination of pregnancy for
- a variety of social and medical reasons, including poverty, youth, having completed their family,
and complicating health factors. McNicholas Aff. 9 11-13. Some patients seek abortion after 20
weeks LMP because of an underlying health condition that places them at serious, heightened
risk if they continue the pregnancy. These medical conditions can include hypertension, diabetes,
hapus and other auto-immune diseases, kidney disease, and heart disease. Particularly in my time ‘
as an academic Family Planning speciazlist, T have cared for numerous patients for whom
termfnating a pregnancy was done to protect their health-—contrary to Dr. Skop’s assertion that
- abortions are rarely if ever provided for heaith reasons. See Skop Decl. 99 24, 39.

16.  Dr. Skop opines that for patients with a medical indiéaﬁon, D&E abortions
“would only worsen [the patient’s] condition,” advocating instead for premature induction of
labor or C-section. Skop Decl. 14 24, 39—40. But the recommended route of termination in
instances with evolving medical conditions is based on the unique circumstances of the patient in

front of thg provider. In almost all caées, a D&E proéedure is much safer than a mid-trimester C-
- secti(;n, particularly for a patient with a serious medical condition. D&E abortions are generaily
quicker and more predictable than induction abortions and thus often provide additional benefit

for patients with worsening medical conditions.

24 Id. at 38-39.

10



17. Tknow both from the literature and my own experience that other common
circumstances can lead to a patient seeking an abortion in the second trimester, iﬁclﬁding delay
in suspecting and testing for pregnanéy; delay in obtaining funds necessary for the procedure and
related expenses (fravel, childcare, lost wages); and difficulties locating and traveling-to an
appropriate provider. Disturbingly, some of my patients have also told me that they were misled
about pregnancy-related diagnoses or intentionally delayed in seeking abortion by physicians
opposed to their choice to end a pregnancy. As ‘I eﬁplained in my initial afﬁdavif, McNicholas
AfT. 4 19, restrictions like those at issue here—including mandatory delays, mandates for
clinically unnecessary services, prohibitions on qualified clinicians providing abortion, and
requirements that informed consent include inaccurate information—all “may limit the nurmber
of available proviciers, mismform women of the risks of the procedures they are considering,
overrule women’s and clinician’s medical decision making, or require medically vmnecessary
services and delays in care.”>

18. 1 disagree strongly with the state experts’ assertion that abortion has no health
benefits. Mulcaire-Jones Decl. 49 50, 58; see also Skop Decl. § 42 (stating that abortion is not
healthcare). Some patients seek abortion because of underlying health conditions, but even an
uncomplicated pregnancy stresses a pregnant person’s body, affects every organ system, and
poses escalating risks as the pregnancy advances, including during and after labor and delivery.
For other patients—including those suffering intimate partner violence or with a history of
sexual assault, or those terminating wanted pregnancies due to lethal or severe fetal anomalies—
being forced to remain pregnant against their will causes psychological harm in addition to the

potential physical harm.

% National Academies Report, supra note 1, at 11.
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Viability

19.  As]explained in my original affidavit, no fetus is viable at 20 weeks LMP or at
any earlier gestational age. See McNicholas Aff. 99 34-35. None of the state’s experts disagrees
with this statement in their declarations. See Skop Decl. 1§ 31-33; Pierucei Decl. 99 -17;
Mulcarre-Jones Decl. g 60.

20. 1 disagree with certain other opinions concerning fetal viability set forth in the
declarations of Drs. Pierucei, Skop, and Muicaire-Jones, and m particular the assertion that “the
edge of viability” has moved to 21 weeks. Skop Decl. § 31. This assertion is incorrect in at least
two respects. First, because a multitude of factors relevant to a particular fetus’s likelihood of
survival will differ from pregnancy to pregnancy, there is no bright-line point at which fetuses
become viable; viability is pregnancy-specific as well as resource-specific, with some fetuses
attaining viability later than others (or never). Thus, even a ban on abortion at a later date than 20
weeks (e.g., at 24 weeks) would necessarily prohibit some abortions prior to viability, because in
some cases—depending on pregnancy-specific individual circumstances, including fetal and/or
maternal health conditions—a fetus is not viable at that point.

21.  Second, the assertion that 21 weeks LMP is when most (or even many) fetuses
reach viability is not medically accurate. Even Imd«_er the best of circumstances, the likelihood of
sustained survival outside the womb for a periviable birth before 23 weeks LMP is very low.
One recent consensus paper published in the Amencan Journal of Obstetrics and Gynecology,
for éxample, lists survival rates of 5—6% for fetuses under 23 weeks LMP 25 Such low rates of

survival do not reflect a reasonable likelihood of sustained survival outside the womb.

26 ACOG & Soc’y Maternal-Fetal Med., Obstetric Care Consensus No. 6: Periviable
Birth, 130 Obstetrics & Gynecology €187, €188 (2017).
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22.  The state’s experts seek to estimate viability based on the earliest periviable infant
-T.O have survived. See Skop Decl. § 32; Mulcaire-Jones Decl. 4 60. But this misunderstands the
very definition of viability, which, again, is a reasonable likelihood of sustained survival outside
the womb. An extreme outlier does not show that there is a reasona;ble likelihood of sustained
- survival. Importantly, even this extraordinary case did not involve é periviable birth at 20 weeks
LMP.

23.  Finally, I disagree with Dr. Skop’s assertion that “[o]bstetric sonogram in the
second trimester estimates gestational age with a margin of error between one and two weeks.”
Skop Decl. { 34. The study she cites does not support her statement; it provides margins of error
of “+7 days from 14-20 weeks, +10 days from 21-27 weeks.”?’

24.  As detailed in ACOG’s Practice Bulletin on Ultrasound in Pregnancy, between 9
and 16 weeks, a gestational age estimate based on ultrasound has a precision of +£7 days, and
between 16 and 22 weeks, a gestational age estimate based on ultrasound has a precision of £10 -
days.?® If anything, the precision ranges established by ACOG are conservative and overstate the
potential inaccuracy of ultrasound-based gestational age dating. A widely respected study
concludes that for gestational age dating between 15 and 21 weeks, estimates based on
ultrasound have accuracy rates of + 5 to 7 days.” But even by the more conservative figures, Dr.

Skop’s “one [to] two week[]” range is inaccurate.

27 Daniel W. Skupski et al., Estimating Gestational Age from Ultrasound Fetal
Biometrics, 130 Obstetrics & Gynecology 433, 433 (2017).

28 ACOG, Practice Bulletin No. 175 Ultrasound in Pregnancy, at 8 tbl.1 (2016).

29 Frank P- Hadlock et al., How Accurate Is Second Trimester Fetal Dating, 10 L.
Ultrasound Med. 557, 559 (1991).
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Fetal Pain

25.  1have reviewed and agree with the declaration submitted by Dr. Steven J.
Ralston, which details and responds to certain serious inaccuracies in Dr. Pierucci’s and Dr.
Skop’s declarations relating to fetal pain. As Dr. Ralston explains, there is 2 consensus in the
medical community, based on reliable evidence and resea:cja, that 1t 1s not possible for a fetus to
feel pamn before at least 24 weeks LMP, as key connections to the brain do not develop before
that time. Indeed, this consensus was reaffirmed just a few months ago in a joint publication by
the Society for Maternal-Fetal Medicine and the Society of Family Planning 30

24-Hour Mandatory Delay

26.  Aslexplained in my- nitial affidavit, the 24-hour mandatory delay serves no
purpose and instead causes harm to patients” health. McNicholas Aff. € 41. Dr. Mulcaire-Jones
attempts to defend this delay by arguing that other medical procedures, like circumcisions, may
be scheduled in advance. Mulcaire-Jones Decl. 9 69-70. But none of the procedures Dr.
Mulcaire-Jones mentions are time-sensitive in the way ﬁbortion 18; nor are they subject to a state-

mandated delay. Moreover, in my experience, and as confirmed by numerous studies,?! most

30 Soc’y Maternal-Fetal Med., Soc’y Fam. Planning, Mary E. Norton, Arianna Cassidy,
Steven J. Ralston, Debnath Chatterjee, Diana Farmer, Anitra D. Beasley & Monica Dragoman,
Society for Maternal-Fetal Medicine (SMFM) Consult Series #59: The Use of Analgesia and
Anesthesia for Maternal-Fetal Procedures, Am. J. Obstetrics & Gynecology (2021),
https://doi.org/10.1016/j.aj0g.2021.08.031.

3! Lauren J. Ralph et al., The Impact of a Parental Notification Requirement on IHlinois
Minors’ Access to and Decision-Making Around Abortion, 62 J. Adolescent Health 281, 285
(2018); Lauren J. Ralph et al., Measuring Decisional Certainty Among Women Seeking Abortion,
65 Contraception 269, 276 (2017); Sarah C.M. Roberts et al., Do 72-Hour Waiting Periods and
Two-Visit Requirements for Abortion Affect Women'’s Certainty? A Prospective Cohort Study, 27
Women’s Health Issues 400, 404 (2017); Sarah CM. Roberts et al., Utah’s 72-Hour Waiting
Period for Abortion: Experiences Among a Clinic-Based Sample of Women, 48 Persp. on Sexual
& Reprod. Health 179, 185 (2016); Heather Gould et al., Predictors of Abortion Counseling
Receipt and Helpfulness in the United States, 23 Women’s Health Issues €249, €254 (2013);
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people seeking an abortion are sure of their decision by the time they present for the initial
counseling visit. Studies have also shown that while mandatory delay laws do not affect
decisional éertainty, they eiacerbate the burdens that patients experience in seeking abortion
care, including by increasing costs, prolonging wait times, increasing the risk that a patient will
have to reveal their decision to others, and potentially preventing a patient from having the type
of abortion that they prefer.32 |

Telemedicine Abortion & In-Person Appointments

27.  AsIexplained at length in my initial affidavit, multiple studies have demonstrated
that medication abortion by both site-to-site and direct-to-patient telehealth is just as safe and
effective as m person. McNicholas AfF. 9 46-—50. Drs. Skop and Mulcaire-Jones appear to
suggest that telemedicine abortion is inappropriate for rural patients, who would be “abandoned”
m the event of complications. Skop Decl. § 57; Mulcaire-Tones Decl. 9 88. But however a patient
receives her medications (whether from the hands of a clinician, or another medical professional,
or by mail), any complications she experiences will occur after she takes the second medication -
at home, making irrelevant the initial 10catioﬁ the medication was dispensed.

28.  Iam aware that PPMT gives its patients a phone number, staffed 24/7 by a

medical professional, which they can call with any concerns—regardless of whether those

Diana Greene Foster et al., Attitudes and Decision Making Among Women Seeking Abortions at
One U.S. Clinic, 44 Persp. on Sexual & Reprod. Health 117, 122 (2012); see also Ushma Kumar
et al., Decision Making and Referral Prior to Abortion: A Qualitative Study of Women's
Experiences, 30 J. Fam. Plan. & Reprod. Health Care 51 (2004).

32 Caitlin Myers, Cooling off or Burdened? The Effects of Mandatory Waiting Periods on
Abortions and Births, Institute of Labor Economics (IZA), IZA Discussion Papers 14434 (2021);
Roberts et al. (2016), supra note 31; Kari White et al., Experiences Accessing Abortion Care in
Alabama Among Women Traveling for Services, 26 Women’s Health Issues 298 (2016);
Theodore 1. Joyce et al., Guttmacher Inst., The Impact of State Mandatory Counseling and
Waiting Period Laws on Abortion: A Literature Review (2009).
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patients initially accessed care via telemedicine or in person. Most patient concerns are not
complications at all_and r’équire nothing more than reassurance. In the event that é patient does
experience a complication, most can be managed by phone or with a clinic visit—regardless of
whether telemedicine was used for the patieﬁt’s initial visit. In the exceedingly rare circumstance
where emergency treatment is needed, patients are referred to the closest emergency department.
The rare emei'gency complications from medication abortion are familiar t(; emergency
physicians because they are very similar to the symptoms and complications of spontaneous
miscarriage, which is a condition commonly seen in emergency departments.

29.  Indeed, Montana’s rural nature should be an argument for telemedicine abortion,
not against it. Telemedicine mmproves access for disproportionately affected people living on low
incomes and those living in rural and underserved areas who are not readily able to travel** In a
study of patients undergoing aborﬁon at Planned Parenthood clinics i Montana, the distance
traveled to the clinic decreased from 134 to 115 miles afier the introduction of telemedicine; the
mean time to appointment also decreased from 14 to 12 days.>*

30. Telemedicine also allows patients to receive this care earlier in their pregnancy,
when the medications are most likely to be effective and the least likely to cause any
complications.

31.  While the Food and Drug Administration (FDA) has unnecessarily subjected

mifepristone to a Risk Evaluation and Mitigation Strategy (REMS) that mandates in-person

33 Kate Grindlay et al.; Womens and Providers’ Experiences with Medical Abortion
Provided Through Telemedicine: A Qualitative Study, 23 Women’s Health Issues e117, e117-22
(2013). ' ‘ o

3 Julia E. Kohn et al., Introduction of Telemedicine for Medication Abortion: Changes in
Service Delivery Patterns in Two U.S. States, 103 Contraception 151 (2020).
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dispensing,* the FDA has allowed waiver of this requirement so that researchers can study,
among other things, the mailing of the medications. Moreover, I understand that the FDA has
suspended the in-person dispensing requirement during the COVID-19 pandemic?é (thereby
allowing direct-to-patient medication abortion) and is currently conducting a full review of
mifepristone’s REMS requirements.*” Because of its reconsideration of the REMS, Dr. Skop
accuses the FDA of being part of “abortion industry,” Skop Decl. § 52, again without any bésis.
32.  Moreover, as I explain in my initial affidavit, HB 171’s requirement that the same
physician who provides the medication abortion conduct an in-person exam of the patient
(consisting of an ultrasound and Rh testing) is medically urmecessary. It is often medically
unnecessary to assess gestational age by ultrasound, see McNicholas Aff. q 51; contra Skop
Decl. 49 54, 81-83, nor is an ulirasound always necessary to screen for ectopic pregnancy, see
McNicholas Aff. § 52; contra Mulcaire-Jones Decl. 9 11, 72-74, 96-98; Skop Decl. Y 55, 84.
Tastly, an ultrasound diagnosis of early pregnancy failure, or miscarriage, woﬂd not be treated
~ any differently from a medication abortion, see McNicholas Aff. 9 56; in fact, the mifepristone
and misoprostol regimen used for medication abortioﬁ is also the most effective regixﬁen 1o treat

miscarriage, as even Dr. Mulcaire-Jones admits. See Mulcaire-Jones Decl. § 12 (citing ACOG

35 ACOG, Practice Bulletin No. 225, supra note 9 (“[ TThe REMS restrictions for
mifepristone do not make the care safer, are not based on medical evidence or need, and create
barriers to clinician and patient access to medication abortion. The American College of
Obstetricians and Gynecologists advocates the removal of REMS restrictions for mifepristone.”).

36 See Letter from Janet Woodcock, M.D., Acting Comm’r of Food & Drugs, FDA, to
Maureen G. Phipps, M.D., MPH, FACOG, CEO, Am. College of Obstetricians & Gynecologists
& William Grobman, M.D., MBA, President, Soc. for Maternal-Fetal Medicine (Apr. 12, 2021),
https://www.achLorg/letter/fda-response-acog-april-2021.

. 7 Joint Motion to Stay Case Pending Agency Review, Chelius v. Becerra, No. 1:17-
00493 JAO-RT (D. Haw. May 7, 2021), ECF No. 148, https://www.aclu.org/legal-
document/jomt-motion-stay-case-pending-agency-review.
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for the proposition that the misoprostol/mifepristone regimen is most effective, while admitting
that he uses a misoprostol-only re;gimén).

33.  Finally, contrary to Dr. Mulcaire-Jones’s suggestions, see Mulcafre—] ones Decl.
9 87, in-person follow up is not alwiys necessary. Patients may instead confirm successful
termimation of pregnancy with an at-home pregnancy test or by visiting a more convenient
provider for blood wérk, which is consistent with the current FDA label for mifepristone.®®
know from my clinical experience that patients are fully capable of monitoring their own
condition at home, distinguishing between expected effects and potentially abnormal effects, and
contacting their provider with any concerns. I also know from my clinical eXpeﬁence that
patients often appreciate this option, e.g. because they are far from the clinic, bave limited
transportation, and/or have trouble taking time off from work or finding childcare coverage. It is
unnecessarily burdensome for patients to make an additional trip, without any medical benefit.

Reproductive Coercion

34. . Dr. Skop’s statements regarding the impact of influence, pressure, and coercion
surrounding a person’s decision to seek abortion are unsupported. Skop Decl. 4 44. First, Dr.
Skop assumes coercion is unidirectional—that is, she only acknowledges that people experience
coercion as an effort to force them to choose abortion. In reality, reproductive coercion takes

many forms, mcluding pressuring a‘person to become pregnant and carry a pregnancy to term or

38 MIFEPREX (Mifepristone) Tablets Label, FDA, at 4,
https://www.accessdata.fda.gov/drugsatfda_docs/label/2016/020687s0201bl.pdf (2016)
(“Termination can be confirmed by medical history, clinical exammation, human Chorionic
Gonadotropin (hCG) testing, or ultrasonographic scan.”).
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to have an abortion, pressuring or coercing. a person to have sex, and threatening to leave a
relationship if they do not have sex or do not ge{ pregnant. ¥

35. While most people secking abortion do not experience coercion, those who do
may need extra support and a safe environment to discuss their experiences regardless of whether
they seek to carry to term or end a pregnancy. I am aware that PPMT screens patients for
abortion coercion and assesses decision certainty as pért of their informed consent and
counseling process. This assessment can also be conducted via telemedicine, contra Skop Decl.
4 53, and indeed reducing travel can help patients wﬁo are expenencing imtimate partner violence
avoid detection from a controlling partner.

36.  Without any evidence whatsoever, Dr. Skop asserts that abortion providers
“steer(] {patients] toward medical abortions” for purposes of profit. Skop Decl § 46. This
allegation is insulting and deeply untrue. As a physician, I am bo_und‘ by my obligation to
principles of medical ethics and driven by a commitment to shared decisionmaking,
understanding that the patients are the expexts in their own lives. The principle of autonomy
ensures that patients bave the freedom to make healthcare decisions that are iaest for them, and
the principle of justice ensures that patients, regardless of where they live, have access to
nformation about all safe methods. In line with these principles, I inform patients of all their
options—medication and procedural abortion, as well as continuing the pregnancy. This is the
norm among abortion providers; my colleagues and I are acutely aware of the importance of non-

biased counseling that minimizes shame and centers the patient.

¥ ACOG, Commitiee Opinion No. 554: Reproductive & Sexual Coercion (2013),
http:/fwrww nedsv.org/images/ ACOG ReproductiveAndSexualCoercion 2-2013.pdf.
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37.  Dr. Skop also presents misleading statistics regarding Planned Parenthood’s
services, asserting that “ﬁinety—six percent of [Plamied Parenthood’s] pregnancy services are
abortion” and suggesting that this shows evidence of inadequate counseling. Skop Decl. 9 72,
85. It is not clear where she obtained this figure. There is no category in the Anmual Report she
cites for “pregnal;icy services.”™? Instead, the Annual Report states that 3% of Planned
Parenthood’s medical services are abortion. At an.y rate, it is not surprising, and does not reflect
on the counseling practices of Planned Parenthood’s affiliates, that many pregnaﬁt people seek
abortion services from Planned Parenthood affiliates, given that the Planned Parenthood
federation is well-known as a trusted abortion provider, and particularly given how few known
abortion providers there are in many states (including Montana).

Medication Abortion “Reversal”

38, As]explained in my initial affidavit, medication abortion “reversal” is an
experimental treatment, the safety and efficacy of which has never ﬁeen demonstrated.
McNicholas AfE. 1§ 57-58. Dr. Skop wbrks with the Abortion Piil Reversal Network, Skop Decl.
1 71, the organization to which, under HB 171, both abortion providers and the state must refer
patients (www.abortionpillreversal.com).

39.  AsDr. Skop herself admits, ACOG has concluded that “{tThere is no evidence that

treatment with progesterone afier taking mifepristone increases the likelihood of the pregnancy

40 See Planned Parenthood, 2019-2020 Annual Report, at 35,
https://www.plannedparenthood.org/uploads/filer_public/67/30/67305ea1-8da2-4cee-9191-
19228¢1d6£70/210219-annual-report-2019-2020-web-final. pdf (last visited Sept. 16, 2021). If
Dr. Skop were to have combined all services that directly related to pregnancy—pregnancy tests,
prenatal services, miscarriage care, abortion procedures, and adoption referrals—then she would
have calculated that 24% of Planned Parenthood’s “pregnancy services” were abortion.
Arguably, she should have also included contraceptive services (which prevent pregnancy) as a
“pregnancy service,” in which case 9% of Planned Parenthood’s “pregnancy services” were
abortion.
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continuing.”*! (Once again, Dr. Skop discounts this study by a major medical organization by
accusing it of being an “[a]bérﬁon advocacy medical organization[],” without providing any
evidence that ACOG’s support for abortion access skews its review of the scientific literature on
reversal. Skop Decl. 4 65. She, meanwhile, is a member of the American Association of Pro-Life
Obstetricians and Gynecologists, a group whose very mission is to oppose abortion. Skop Decl.
- Ex. A)) Dr. Skop also acknowledges that a recent study rais;ad safety concerns with interruﬁﬁng
the medication abortion regimen. Skop Decl. § 71. She does not address this study, other than to
speculate that the concerns raised are more likely to have arisen from the interruption of the
medication abortion regimen than from the administration of additional progesterone. Skop Decl.
€ 71. That specuiaﬁom even if eventually confirmed by actual medical evidence, would not alter
my basic point that HB 171, by encouraging patients to staﬁ and then mterrupt a medication
abortion, exposes them to risk. |

40.  Dr. Skop suggests that HB 171’s requirement tha;s abortion providers provide
patients with information about medication abortion “reversal” will provide them with more
“choice.” Skop Decl. § 70. She fails to address the obvious concern (raised in my prior aﬁﬁdavit,
McNicholas Aff. § 58) that a state-mandated message to patients, delivered before they begin the
aboriion process, that they cén reverse this process undermines the critical goal of ensuring that
patients do not start the process before they are firmly decided. This is all the more important
because, as Dr. Skop herself implicitly concedes, for many patients, simply taking the

mifépristone alone will end their pregnancy.

41 ACOG, Practice Bulletin No. 225, supranote 9.
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I declare under penalty of perjury that the foregoing is true and correct.

Colleen P. McNicholas, DO, MSCL, FACOG

Subscribed and sworn to before me this ié day of September, 2021.

(NOTARIAL SEAL)
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