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Professional ethics of recommendations: implications
for COVID-19 vaccination of women who are pregnant
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Abstract

There has been changing guidance from national and international professional associations, national and international
non-governmental organizations, and health officials in national governments for obstetrician-gynecologists about COVID-19
vaccination of pregnant women and women who are planning to become pregnant. in this paper, we provide an ethical
framework that provides the needed guidance to decision making about recommending COVID-19 vaccination to these
patients. the unique feature of this ethical framework is that it is based on professional ethics in obstetrics and gynecology.
We begin with an account of three key components of professional ethics in obstetrics and gynecology and how they are
pertinent to the ethics of making recommendations that should be understood in obstetric and gynecologic practice generally.
We then identify the implications of this overview for the specific topic of the ethics of recommending COVID-19 vaccination.
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NMpodcdeccuoHanbHan 3TUKa peKoOMeHaauun:
3HaYeHume BakumHauum npotus COVID-19 6epeMeHHbIX
MU NNaHpyouwmx 6epeMeHHOCTb XXeHLUH

®.A. Yepsenak™, JI.b. MakkaJioy, A. I'pronedaym
Omoenenue axywepcmea u cunexonozuu Meouyunckot wikonst Llykep ¢ Xogpempa / Hopmeenn

Bonvnuya Jlenoxe Xunn, Heto-Hopk
100 Bocmox, 77-a ya., Hoto-Hopx, 10075, CILIA

AHHOTaumsa

BHeceHb! n3MeHeHNs B PyKOBOACTBA HaLMOHarbHbIX M MEXAYHapOAHbIX MPOECCMOHaNbHBIX acCoLMaLIiA, HaLMOHamNbHbIX
W MeXAYHapOaHbIX HENPaBUTENbCTBEHHBIX OPraHM3aLuil, @ Takke OpPraHoB YNpaBfieHUs 30paBOOXpaHEHUs B HaLWOHab-
HbIX MPaBMTENLCTBAX A1 aKyLUEPOB-TVHEKOMOrOB B OTHOWEHNM BakumHaumn npotue COVID-19 BepeMeHHbIX XEHLUMH 1
KEHLLWH, NaHupyowmx 6epeMeHHOCTb. B 9TOM AOKyMEHTe NpeAcTaBneHbl STUYECKIE NPUHLMMBI, KOTOpble 0becneynsaroT
HeobxoaMmMoe PYKOBOACTBO AN MPUHSATUS PeLLeHnn O pekomeHaaumn BakumHauun COVID-19 aToi rpynne nauneHToB.
YHuKanbHas 0COBEHHOCTb 3TWUX STUYECKMX MPUHLMMOB COCTOUT B TOM, YTO OHW OCHOBaHbI Ha NPOCGHECCUMOHANBbHOW JTUKE
B aKyLLepcTBe U ruHekonorum. O63op HauMHaEeTCs C ONMCaHUs TPeX KIloYEBbIX KOMMOHEHTOB NPOMECCUOHANBHON TUKM
B aKyLUEpPCTBE 1 MMHEKONOMAN M TOTO, Kak OHW COOTHOCSTCS C 3TUKOW PEKOMEHAALMA, KOTOpbIe CreayeT NpUHUMATh B aky-
LUEPCKOM W TMHEKONOrMYECKo NpakTuKke B LienoM. 3aTem onpegensieTcs 3HayeHne atoro ob3opa Ans KOHKPETHOM TeMbl —
pekoMeHaaumm no BakumHaumn COVID-19.
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HIGHLIGHTS KNOYEBBIE MNONOXEHUA

Professional ethics in obstetrics and gynecology should guide
obstetrician-gynecologists in counselling pregnant patients about
COVID-19 vaccination.

Obstetrician-gynecologists should recommend COVID-19 vaccination
to their pregnant patients and patients who are planning to become
pregnant.

Making recommendations about clinical management
to pregnant patients is routine in obstetric practice.
Obstetricians make arange of recommendations to patients,
about, for example, coming in for prenatal visits, diet and
exercise, and refraining from the use of tobacco products
and consuming alcohol beverages. Such recommendations
promote both maternal and fetal health. Obstetricians also
make recommendations to protect maternal health, e.g.,
cesarean delivery to manage pre-eclampsia, and to protect
fetal and neonatal health, cesarean delivery for severe fetal
distress. Obstetricians recommend the flu vaccine each
year.

In this context, it should be of considerable concern
to obstetrician-gynecologists that currently there is
conflicting guidance from national and international
professional associations, national and international
non-governmental organizations, and health officials
in national governments about COVID-19 vaccination
of pregnant women and women who are planning
to become pregnant. the purpose of this paper is to provide
an ethical framework that provides clear guidance
to decision making about recommending COVID-19
vaccination to these patients. This ethical framework is
based on professional ethics in obstetrics and gynecology
[1]. We therefore start with an overview of three key
components of professional ethics in obstetrics and
gynecology and how they are pertinent to the ethics
of making recommendations that should be understood
in obstetric and gynecologic practice generally. We then
identify the implications of this overview for the specific
topic of the ethics of recommending COVID-19
vaccination.

THREE COMPONENTS

OF PROFESSIONAL ETHICS

IN OBSTETRICS AND GYNECOLOGY

Ethical principles

The three components of the proposed ethical
framework are two ethical principles — beneficence and
respect for autonomy — and the clinical ethical concept
of medical reasonableness. Ethical principles and
clinical ethical concepts are designed to provide clear,
practical guidance to clinical judgment and clinical
management [1].

The ethical principle of beneficence
The ethical principle of beneficence is the older
of the two ethical principles. One of the first

lMpotheccroHanbHas aTuka B akyLIepCTBE 1 MMHEKONOrN AOSMKHA Chy-
XWUTb OPUEHTMPOM A1 aKYLLEPOB-TMHEKONOTOB MPW KOHCYNbTUPOBAHNM
BepemeHHbIX N0 NoBoAy BakumHauun npotus COVID-19.
AkyLuepbI-THEKOMOr JOMKHbI PEKOMEHL0BATb BaKLWHALMIO

ot COVID-19 GepeMeHHbIM naLueHTKkam 1 nawueHTkam, KoTopble nna-
HUPYIOT 6epEMEHHOCTB.

occurrences of the word “beneficence” in the
global history of medical ethics occurs in the first
book entitled, “Medical Ethics”, by the English
physician-ethicist, Thomas Percival (1740-1804),
and published in 1803. Percival invokes the principle
of beneficence when he sets out an ethical
framework for the responsible use of “drugs and
wines” — fortified wines then being thought to aid
in the treatment of digestive disorders and to calm
nerves — in the formulary of the Manchester Royal
Infirmary in England. Their use should be guided by
“beneficence”, by which Percival meant an evidence-
based evaluation of their efficacy [2, 3].

Percival’s account contains a compressed version
of the ethical principle, which is not surprising given
that he is perhaps the first explicit invocation of the
principle. the ethical principle of beneficence was fully
formulated in the last third of the previous century. It
creates the ethical obligation of the physician to identify
and provide clinical management that in evidence-based
clinical management is predicted to result in net clinical
benefit for the patient, a greater balance of clinical
goods over clinical harms. the clinical goods include
the management as well as the prevention of disease
and disability and the prevention of death (though not
at all costs). the clinical harms include especially pain,
distress, and suffering, as well as preventable death.
With Percival, we emphasize that the evidence base for
beneficence-based clinical judgment does not include
the physician’s idiosyncratic views or unanalyzed
“personal experience”. the latter is usually distorted by
unrecognized biases, which evidence-based reasoning
is designed to critically appraise and mitigate [1].

The reliability of beneficence-based clinical judgment
isa function of its evidence base. the stronger the evidence
base, the more reliable are the clinical judgments based
on it. Conversely, the weaker the evidence base, the less
reliable are the clinical judgments based on it.

The  beneficence-based
reasonableness

When a form of clinical judgment is supported
in beneficence-based clinical judgment it is known
in professional ethics in medicine as “medically
reasonable”. Forms of clinical management that are
not supported in beneficence-based clinical judgment
are not medically reasonable and should therefore not
be included in the clinical management of the patient’s

concept of medical
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condition (pregnancy is a condition, not a disease or
disability), disease, or disability [1].

The ethical principle of respect for autonomy

The ethical principle of respect for autonomy also
has its origins in eighteenth-century British medical
ethics, in the work of Percival’s predecessor, the Scottish
physician-ethicist John Gregory (1724-1773). in his
lectures on medical ethics to his students, published
in 1772 [4, 5] Gregory supports the ethical obligation
of physicians to be honest with gravely ill patients
about the clinical gravity and implications of end-stage
disease and injury. He also states that patients have
the “right to speak” when their own health or life is at
stake. Physicians have the ethical obligation to listen and
to evaluate the patient’s views and preferences. When
these are what we would now call medically reasonable,
the physician should endorse them. When the patient’s
views and preferences are not medically reasonable
the physician should withhold endorsement — and be
prepared for the adverse outcomes that might follow and
provide clinical management of them without comment
or, especially, complaint.

Like the ethical principle of beneficence, the ethical
principle of respect for autonomy was fully formulated
in the last third of the twentieth century. This principle
integrates the beneficence-based concept of medical
reasonableness with respect for the patient’s right “to
speak” or, as we would now say, the patient’s right
to self-determination. the ethical principle of respect for
autonomy creates the ethical obligation of the physician
to empower each patient to make informed and voluntary
decisions about the clinical management of her
condition, disease, or diagnosis. the physician empowers
the patient to make informed decisions by providing her
with information on her condition or diagnosis and about
the medically reasonable alternatives for the clinical
management of her condition or diagnosis, as well as
the clinical benefits and risks of each such alternative.
the physician empowers the patient to make voluntary
decisions by making a reasonable effort to ensure that
the patient’s decision-making process is free of both
internal controlling influences and external controlling
influences. Psychosocial support should be provided, as
needed, with the goal of achieving voluntary decision
making [1].

Offering and recommending clinical

management

Sometimes more than one medically reasonable
alternative is supported in beneficence-based clinical
judgment. For example, trial of labor after a previous
cesarean delivery by a low transverse incision is
supported in beneficence-based clinical judgment as
medically reasonable and so is planned cesarean delivery
[6]. When there are two or more medically reasonable
alternatives, the ethical principle of respect for autonomy

creates the ethical obligation to offer both and to support
the patient to understand and evaluate each alternative
based on her values and beliefs. Inasmuch as the physician
is not able to determine which alternative better supports
the patient’s values and beliefs, the physician should
not make a recommendation. Instead, shared decision
making — in the sense of offering but not recommending
the medically reasonable alternatives in the context of the
patient’s values and beliefs — should guide the physician’s
role in the patient’s decision-making process [1].

Sometimes there is only one medically reasonable
form of clinical management, for example, cesarean
delivery to manage well-documented, intrapartum
complete placenta previa. This form of clinical
management dramatically reduces the risk of maternal
mortality and essentially eliminates the risk of stillbirth
and neonatal mortality. These clinical realities mean that
there is no support in beneficence-based clinical judgment
for vaginal delivery. Cesarean delivery should therefore
be unhesitatingly recommended, and if necessary,
strongly support the patient’s decision making. Shared
decision making, in the meaning described above, is
not the appropriate model for decision making because
it conveys the false impression that not accepting
the recommendation of the only medically reasonable
alternative, i.e., not being vaccinated against COVOD-19,
is acceptable in professional ethics in obstetrics and
gynecology [1].

Some take the view that making recommendations
is not compatible with the ethical principle of respect
for autonomy and do so in the name of championing
the rights of patients, especially women who are patients
[7]. This is, to say the least, ironic, since this view, to be
plausible, must assume that female and pregnant patients
are systematically at risk of being controlled by their
physicians. This view infantilizes female and pregnant
patients. Worse still, it combines the influencing of a
patient’s decision making (which recommendations are
undoubtedly meant to do) with asserting a controlling
influence. This is a conceptual error and conceptual
errors are not permitted in ethical reasoning, just as they
are not permitted in scientific and clinical reasoning. This
view is also inconsistent with evidence-based reasoning:
patients report that their physicians’ recommendations
are the most important consideration in their decision
making about clinical management [8]. the claim
that making recommendations is not compatible with
the ethical principle of respect for autonomy therefore
fails and should be discarded.

Offering vs. recommending COVID-19

vaccination

There is a crucial difference between shared decision
making and making recommendations. Shared decision
making starts with the patient’s values and beliefs about
COVID-19 vaccination, which becomes the controlling
factor of the decision-making process. This means that
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the physician has the autonomy-based ethical obligation
not to challenge but always to support the decision of the
patient, including refusing the COVID-19 vaccination.
Making recommendations about COVID-19 vaccination
starts with the clinical reality that there is only one
medically reasonable alternative, which becomes
the controlling factor of the physician’s clinical
judgment and therefore in the decision-making process.
This means that the physician has the ethical obligation
to respectfully challenge the decision of a pregnant
patient or patient planning to become pregnant to refuse
COVID-19 vaccination.

The form that this respectful challenge should take is
guided by the ethical principle of respect for autonomy:
to empower the patient to reconsider her refusal in the
context of the preventable clinical risks that implementing
her refusal creates. in the United States, when patients
refuse recommended clinical management, the physician
has the legal obligation of informed refusal. the physician
should inform the patient about the risks that refusal
creates and document this disclosure in the patient’s
record. Doing so reduces the physician’s professional
liability should those risks occur [1]. There is an ethical
dimension to informed refusal that applies in all settings
globally: in a respectful manner the physician should
point out refusing the COVID-19 vaccination means
that the patient will have to rely on other measures such
as masking and maintaining the prescribed distance
from others, and these measures are not as effective as
full immunization. the goal is to empower the patient
to understand that these risks exist and that they could
happen to her. She should be asked what she would think if
those risks did indeed happen to her. in virtually all cases,
the patient will express concern. She should be asked why
to elicit her values and beliefs about protecting her life and
health and that of her fetus. the physician can then point
out the common ground that exists between the physician
and the patient: the value of protecting both the life and
health of the patient. the physician can then explain that
this common ground motivates the recommendation
of COVID-19 vaccination. the physician should repeat
the recommendation as the only way to implement her
values and beliefs.

This process of eliciting the patient’s values about
protecting her life and health, making common ground
explicit, and re-iterating the recommendation as
the way to implement the patient’s values and beliefs
is known as respectful persuasion [1], an important
but underappreciated clinical tool for implementing
the ethical principle of respect for patient autonomy.
the justification for using this tool is evidence that
patients consider the physician’s recommendation as
very important in their decision making [8]. Making
recommendations coupled with respectful persuasion
should both be understood as autonomy-enhancing.

AKYWEPCTBO

Recommending COVID-19 vaccination

to pregnant women and women planning

to become pregnant

The ethical principle of beneficence should guide
the physician’s assessment of the benefits and risks
of COVID-19 vaccination for pregnant women and
women planning to become pregnant [9]. This assessment
begins with the risk of not being vaccinated. COVID-19
is a more serious disease for infected pregnant patients
than it is for non-pregnant patients. Pregnant women
and recently pregnant women are at an increased risk
for severe illness and other pregnancy complications
from COVID-19 when compared to non-pregnant
women [10-14]. Severe illness means that a person with
COVID-19 may more likely need to be hospitalized, be
admitted to an intensive care unit, or be on a ventilator.

In addition, pregnant women with COVID-19 are also
at increased risk for preterm birth (delivering the baby
earlier than 37 weeks) and might be at increased risk for
other poor pregnancy outcomes.

Having certain underlying medical conditions,
and other factors, including age, can further increase
a pregnant or recently pregnant (for at least 42 days
following the end of pregnancy) woman’s risk for
developing severe COVID-19 illness.

After pregnancy, changes that occur in the body during
pregnancy that increase the risk for severe illness from
respiratory viral infections like COVID-19 can continue.
For example, increased risk for developing blood clots
during pregnancy can continue after pregnancy and
increase the risk for severe illness, as in recently pregnant
people with HINT1 influenza.

This risk can be reduced by wearing an appropriate
mask and maintaining social distance, but these are not
as effective as vaccination. This is especially the case
in a country with a low vaccination rate, currently
reported to be 25.84% in Russia'. the recently
completed placebo-controlled randomized trial of the
GAM-COVID-Vac showed 91.6% efficacy with
a good safety profile [15—17]. These results are like
those reported for the mRNA vaccines [9]. Fully
vaccinated patients may continue to use masks and
maintain social distance, but the need to do so will
diminish. the resulting increase in personal freedom
is an important psychosocial benefit that should not
be discounted. the risks of the vaccine are rare and,
in most cases, clinically manageable. the public health
implications of a vaccine with 91.6% efficacy are
significant. This significance increases in countries
like Russia with low current vaccination rates.

CONCLUSION

Beneficence-based clinical judgment is clear on two
points. First, not being vaccinated against COVID-19
is not a medically reasonable alternative for pregnant

' Our World in Data. Coronavirus (COVID-19) Vaccinations. https://ourworldindata.org/covid-vaccinations?country=RUS Accessed Aug 4%, 2021.
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women or for women planning to become pregnant.
Second, the vaccine currently available in Russia
is highly effective with a good safety profile. This
conclusion can be made with confidence even in the
absence of a randomized clinical trial with pregnant
women and women planning to become pregnant
in an intervention arm. This beneficence-based
clinical judgment is the same that the authors and their
colleagues at Northwell Health reached concerning
vaccines with emergency approval from the U.S.
Food and Drug Administration, even in the absence
of such a randomized clinical trial [9]. There we
argued that this beneficence-based clinical judgment
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