Position Statement

Expanding Access fo Hormonal Contraception

he National Association of Nurse Prac-
titioners in Women's Health (NPWH) affirms the right
of each individual or couple who desire to use contra-
ception to be able to do so. Barriers to obtaining and
successfully using contraception must be eliminated,
particularly for the most vulnerable individuals and pop-
ulations. NPWH advocates for federal- and state-level
policies that remove barriers and increase access to af-
fordable, safe, and effective contraceptive methods for all
reproductive-aged individuals. Multiple strategies involv-
ing legislation, regulations, consumer education, and in-
novation are necessary. Over-the-counter (OTC) access to
hormonal contraceptives (HCs) and pharmacist-provided
HCs are two specific strategies that can lower barriers to
obtaining safe, effective contraception.

NPWH will provide leadership through policy advocacy,
consumer and healthcare provider (HCP) education, and
support of research on outcomes related to innovative
strategies to expand access to HCs. NPWH supports the
right of all individuals to access comprehensive sexual and
reproductive health services and to make choices that
meet their own needs.

The concepts of desiring/not desiring a pregnancy and
intended/unintended pregnancy are complex, especially
when ambivalence about pregnancy, power inequities

in relationships, family pressures, belief that one cannot
become pregnant, and cultural and religious norms are
taken into account. However, for purposes of data collec-
tion and analysis in demography and public health studies,
the term unintended pregnancy is defined as pregnancy
that is mistimed or unwanted." Although unintended
pregnancy rates declined overall from 51% in 2008 to 45%
in 2011,2 disparities persist. Unintended pregnancy rates
are highest among women who are poor and/or low-in-
come, members of minorities, younger than 25 years, less
educated, and/or cohabiting with their sexual partner. Ap-
proximately 60% of women with unintended pregnancies
were not using contraception during the month that they
became pregnant.3
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Reproductive-aged, sexually active individuals who do
not want to become pregnant but who do not use effective
contraception offer a variety of reasons for not doing so.
Some of the reasons cited for not using HCs in particular
include lack of access to and/or inconveniences associated
with healthcare appointments needed to obtain prescrip-
tions for HCs, the assumption that a pelvic examination is
required to obtain HCs, the high cost, and concerns about
safety and side effects.36 In addition, adolescents’ concerns
about confidentiality may deter them from seeking highly
effective contraceptive methods.37 OTC access to HCs and
pharmacist-provided HCs might eliminate some, albeit not
all, of these barriers.

Establishing OTC access to HCs requires action at the
federal level through the FDA. When a company submits
an application to the FDA to change the status of a product
from prescription to OTC, reviewers of the application de-
termine whether the medication has an established high
safety profile and low potential for misuse or abuse, and
whether labeling exists or could be developed so that con-
sumers would be able to use the medication safely, without
HCP intervention.2 To date, only one company, based in
France, has initiated an FDA application to change its HC
product, a progestin-only pill (POP), from prescription to
OTC status.? This process may be streamlined because the
FDA has already approved OTC status for emergency-con-
traceptive POPs and because POPs have few contraindi-
cations. Nevertheless, the process is still complex and
may take up to 3-4 years to complete.” In addition, major
concerns persist regarding the potential for federal regula-
tory policies to limit HC access for adolescents or to fail to
guarantee insurance coverage for OTC HCs.'? Expanding
access at the state level, although still posing some restric-
tive challenges, has thus far proved less time consuming
and less cumbersome than going through the relabeling
process with the FDA.

As of 2016, 47 states and the District of Columbia (DC)
have statutes allowing creation of collaborative practice
agreements (CPAs) for qualified pharmacists, which enable
them to initiate, modify, and/or discontinue drug therapy
for a variety of conditions. A CPA for this purpose is an
agreement between a pharmacist and one or more pre-
scribing HCPs that permits the pharmacist to work within
the context of a defined protocol and assume professional
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responsibility for certain aspects of medication manage-
ment. Although statutory language and additional require-
ments such as training and continuing education vary
from state to state, none include restrictions about which
specific health conditions approved CPAs may address.
Therefore, use of CPAs for pharmacist provision of HCs is a
possibility in each of these states and DC."

To date, 12 states and DC have passed or proposed leg-
islation to expand access to HCs through pharmacist pro-
vision—without the prospective HC user being required to
be seen first by an HCP to obtain a prescription.'? Types of
HCs (e.g., oral, transdermal, vaginal ring, injection), age re-
strictions, training requirements, specifics of protocols, and
insurance coverage vary from state to state.'2'3

The establishment of CPAs, standing orders, or other
types of written agreements, along with training and the
use of standardized protocols to screen for contraindi-
cations/risks and provide education about a chosen HC
method, allow pharmacists to provide HCs safely. Box
1 presents an example protocol.' For persons without
pre-existing risk factors or conditions, the overall health
risk of using HCs is very low.'>'6 Studies have found that
women are able to self-screen reliably for these pre-existing
risk factors or conditions.'”"'° A study in Washington State
supported pharmacists’ ability to identify individuals with/
without contraindications to HCs by using a screening
checklist and measuring blood pressure.?%

Pharmacist provision of HCs offers the advantages of
convenient locations, extended hours of operation, and
walk-in access without appointments. However, for this
service to succeed, several potential barriers must be ad-
dressed. Barriers for pharmacists include the time required
for training, already demanding workloads, and, most
notably, lack of insurance reimbursement for time spent on
assessment and counseling. Legislation in some states has
addressed the lattermost barrier by expanding pharmacists’
scope of practice to enable direct billing for time spent pro-
viding the service.?! For individuals desiring contraceptives,
a major barrier involves lack of knowledge about the avail-
ability of pharmacist-provided HCs—a service that would
obviate the need for a prior HCP visit and prescription in
most cases. Individuals without insurance that covers HCs
may not be able to afford the fee for the pharmacist’s time
and the cost of the HCs. Still, several studies indicate that
most women at risk for unintended pregnancy believe HCs
should be available without prescription and would use
pharmacy access themselves,22-25

In 2016, NPWH signed onto a statement of purpose
published by the Oral Contraceptives (OCs) OTC Working
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Example protocol for pharmacist-
provided hormonal contraceptives'4

1. The pharmacist reviews the woman’s hormonal
contraceptive (HC) screening questionnaire and current

for potential pregnancy.

2. Standardized screening tools and the U.S. Medical
Eligibility Criteria are used to determine any potential
contraindications to HC use.

contraindications are identified.

with the woman her contraceptive history and desired
method of contraception.
5. Counseling is provided on method initiation/Quick Start,

to HC use, and expectations for follow-up visits.

6. Routine health screenings, sexually transmitted
infection prevention, and notification of the HCP of her
contraceptive method use are encouraged.

Group, a coalition of reproductive health, rights, and justice
organizations; nonprofit research and advocacy groups;
university-based researchers; and prominent clinicians
committed to providing easier access to safe, effective,
acceptable, and affordable contraceptives to all reproduc-
tive-aged individuals.2® The Working Group focuses on the
potential to reduce disparities in reproductive healthcare
access and outcomes among low-income, poor, and young
women through OTC access to OCs. Activities of the group
include engaging in public education and discussion,
building consensus on key issues, and conducting research
to maximize benefits and minimize risks regarding OTC
0OCs. The Working Group supports policies that expand cov-
erage of OTC OCs in all public and private insurance plans
and that ensure adolescents have full access to OTC contra-
ceptives. Other professional HCP organizations that have
signed on to the statement are listed in Box 2.26

WHNPs are experts in helping individuals and couples
choose and use contraceptive methods that are safe
and effective and that meet their personal needs and
preferences. As such, WHNPs should be in the forefront
of designing, implementing, and evaluating new models
of care to increase access to safe and effective contra-
ception. WHNPs can seek out opportunities to lead in
terms of writing protocols, creating self-screening forms,
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medications, checks her blood pressure, and screens her

correct use, side effects, strategies to enhance adherence
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3. Referral to a healthcare provider (HCP) is made if potential

4. If there are no contraindications, the pharmacist discusses

5/31/19 3:17 PM



Professional HCP organizations
that have signed on to the OCs OTC
Working Group Statement of Purpose26

e American Academy of Pediatrics

e American College of Nurse Midwives

o American College of Obstetricians and Gynecologists

e American Nurses Association

e Association of Women’s Health, Obstetric, and
Neonatal Nurses

o National Association of Nurse Practitioners in Women’s
Health

o National Association of Pediatric Nurse Practitioners

and developing education materials that can be used

by pharmacists when providing HCs. Legislators need to

hear from all NPs who practice evidence-based reproduc-

tive healthcare and who have witnessed the impact of
disparities in access to contraceptives.

Over-the-counter or pharmacist-provided HCs cannot
address all barriers to access and use of safe and effective
contraceptives. In states with age restrictions for OTC/
pharmacist-provided HCs, persons younger than the min-
imum allowable age will still not be able to gain access to
them. Individuals whose health insurance does not cover
OTC or pharmacist-provided HCs may not be able to afford
them. Finally, expanded access to HCs, either through OTC
availability or through pharmacist provision of them, does
not pertain to highly effective long-acting reversible con-
traceptive methods that may be desired—because these
methods require an HCP visit.

Regardless of whether they can obtain HCs without a
prescription, many individuals will continue to seek sexual
and reproductive healthcare. NPs who provide this care
must continue to find ways to make it accessible, afford-
able, and acceptable for everyone and to address the needs
of vulnerable populations in a thoughtful manner. NPWH
will provide leadership to ensure that:

o federal legislators have evidence-based information re-
garding policies needed to improve contraception ac-
cess that reduces disparities in individuals’and couples’
abilities to prevent unintended pregnancies.

e policies support public and private insurance coverage
that encompasses prescription, pharmacist-provided,
and OTC contraceptives.

e policies do not impose age restrictions on access to
prescription, pharmacist-provided, or OTC contracep-
tives.

¢ NPs have the resources needed to advocate for access
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to safe, effective, acceptable, and affordable contracep-
tives at state and federal levels.

e continuing education programs and resources are
available for NPs to lead and contribute meaningfully
to developing and evaluating state-level protocols for
pharmacy access to HCs.

e research on outcomes related to OTC and pharma-
cist-provided HCs is encouraged and supported. °
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