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INTRODUCTION

Across the country, healthcare providers are demonstrating new models of access to medication
abortion. The medical community, drawing on cutting-edge research and long proven international
models, has widely endorsed a new standard of care — “no test” protocols for medication abortion
which allow most patients to terminate an early pregnancy safely and effectively without requiring
clinical exams or an in-person visit with a clinician. In addition, some of the regulatory barriers to
providing medication abortion have been loosened by the U.S. Food & Drug Administration. These
innovative, patient-centered approaches allow a single provider to offer abortion services
throughout the entire state(s) where they are licensed.*?

The UW Medicine Access, Delivered Research Team, in partnership with Plan C, has worked with
primary care clinicians and abortion providers across the country to document new models of
medication abortion services. Access, Delivered: A Toolkit for Providers Offering Medication
Abortion consolidates lessons from medication abortion providers, pharmacists and medication
distributors, researchers and advocates. This toolkit is neither comprehensive nor complete.
Nonetheless, it has valuable information for any provider and/or administrator interested in offering
telehealth medication abortion.

This Provider Toolkit includes:

e Step-by-step guidance about how to add the service to your practice, including:
o links to medication abortion clinician training,
o “no test” protocols for care delivery,
o information on working with medication distributors and mail-order pharmacies to
dispense medications to patients, and
o guidance on how to ensure appropriate professional liability coverage;
e Sources of state-specific information about abortion and telemedicine regulations that may
impact how and where online models of abortion care can be provided;
e Sample protocols for clinicians and patients-facing materials

The Provider Toolkit is part of a broader Access, Delivered initiative. Our research team continues
to document and evaluate novel medication abortion service models using implementation science
techniques. We regularly update the Provider Toolkit through an iterative, process improvement
approach. Thus, we want to hear from you! If you are using the Provider Toolkit or innovating in
your own practice, please reach out. We hope you will join us in modernizing access to this
essential health care service.
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WHAT PROVIDERS ARE SAYING

“As a physician who had never done abortion care previously, it has been so meaningful and
rewarding to make medication abortions a part of my practice. No-touch, self-managed
abortions are easy to integrate into my day-to-day work and provide a much-needed service to
people in my state who want to use this option. They all have different reasons, whether it’s
privacy, cost, convenience, safety, etc., and they have been so appreciative of the way they get to
take control of their bodies and this very personal event in their lives. | have been gratified to
learn how safe it is — we really need to get this technology more directly into the hands of women
who need it. It should be a regular part of primary care practice, and ideally something we can
Jjust prescribe at a pharmacy.”

— Primary Care Provider, WA

“Over the last 10 years I have watched with anger and concern the increasing restrictions to
abortion being placed on women in many states. The nationwide shut down from Coronavirus
and the call out for people to assist motivated me to action. While I have been providing abortion
care for over 20 years, the leap to doing no-touch medication abortions and mailing pills was a
total shift. It has been amazing and forced me to acknowledge that most women can self-manage
their abortions without as much handholding as | was used to providing. It also opens up access
for so many women in need who would have struggled to find a provider.”

-Primary Care Provider, NY State
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AMOP — American Mail Order Pharmacy

DEA - Drug Enforcement Administration

DPC Frontier — Direct Primary Care Frontier

FDA — Food and Drug Administration

FQHC — Federally Qualified Health Centers or Community Centers
hCG — human chorionic gonadotropin (hormone)

LMP — Last menstrual period

NAF — National Abortion Federation

NSAID — Non-steroidal anti-inflammatory drug

REMS — Risk Evaluation and Mitigation Strategy

RHAP — Reproductive Health Access Project

TEACH — Training in Early Abortion for Comprehensive Care
USPS — United States Postal Service

WHO — World Health Organization

Mife/miso combo — mifepristone, misoprostol medication combination

Miso-alone — misoprostol used alone for medication abortion

RELEVANT DEFINITIONS

Clinician-supervised medication abortion - using mife/miso combo or miso-alone to terminate a
pregnancy under the supervision of a trained healthcare professional.

Self-managed abortion - the practice of ending a pregnancy without the involvement of a
healthcare professional. This practice is increasingly safe and common with the advent of
medications that can safely induce an abortion.®

Unsafe abortion - defined by the World Health Organization (WHO) as a procedure for
terminating an unintended pregnancy carried out either by persons lacking the necessary skills or in
an environment that does not conform to minimal medical standards, or both.
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EXECUTIVE SUMMARY

Medication abortion is a simple, safe, and effective option for ending
early pregnancies (up to 11 weeks gestational age)

/ There are two options for medication abortion: \
Mifepristone + Misoprostol Combination Misoprostol Alone
' 3
| ;. 00|
C II U U’} -
Pros: - Pros: =
= lMay be maore effective (95-98%) - May be less effective (92-96%) or require
= More comfortable process for the patient additional doses over several days
- More side effects (cramping, pain)
Cons: Cons:
- Mifepristone is regulated by the FDA, not - Available in retail pharmacies (CVS, Walgreens),
\availahle in retail pharmacies providers write a Rx as usual /
Telehealth allows clinicians to determine patient I-
eligibility

and send medications to patients via

[_-_) the mail or mail-order pharmacy

To offer medication abortion services using mifepristone, clinicians can:
O 1. Register with a mifepristone distributor

Due to FOM regulations, providers must first register with one
of two distributors to prescribe mifepristone

2. Register with a mail-order pharmacy

Twro rmail-order pharmacies specialize in mediation
abortion. Consult with your patient, send the Rx to
the pharmacy

O 3. Ensure compliance with State & Federal laws and

professional liability coverage

Q 4. Develop clinic protocols
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BACKGROUND

Abortion is common. One in four women in the U.S. have had at least one abortion by the time they
reach age 45 years.® The American College of Obstetricians and Gynecologists, an organization that
sets the standards of women’s reproductive health care in the U.S., specifically states that induced
abortion is an essential component of health services for women.® According to the World Health
Organization, “reproductive health and rights are grounded in human rights” and are inextricably
linked to the health of the public.” U.S-based research suggests denying abortion access leads to
greater economic disparities, worse health outcomes, domestic violence, single motherhood, and
higher percent of children living in poverty.8-10

Abortion pills, which include mifepristone and misoprostol, are a modern health technology. They
are recognized by the World Health Organization as essential medicines and are used by millions
worldwide every year for safe access to early abortion care.'3

In the U.S., the mifepristone/misoprostol regimen was approved for use in 2000 to safely mange
early pregnancy abortion.* Although proven to be a safe medication, mifepristone was given a Risk
Evaluation and Mitigation Strategy (REMS) designation by the U.S. Food and Drug Administration
(FDA), which is assigned to certain medications with safety concerns to help ensure the benefits of
the medication outweigh risks.*>® The U.S. FDA Mifepristone REMS program requires healthcare
providers to register with the product distributor in the U.S. by signing a Provider Agreement. The
registered provider must then oversee the dispensing of mifepristone either by partnering with a
mail-order pharmacy or by storing and dispensing their own supply of mifepristone to patients. The
FDA is currently reviewing the dispensing requirements of the REMS but, based on preliminary
guidance released on December 16th, 2021, mifepristone need not be dispensed in-person,
maintaining the current status quo allowing for mail and other delivery of mifepristone from
registered providers to patients during the U.S. Public Health Emergency due to COVID-19.171°
Final guidance on the FDA REMS revision is expected by the end of 2022.

Distribution of most medications in the U.S. Distribution of mifepristone in the U.S.

2 Distributors:

QpAnco 2 Pharmacies:\

_honeybee
-

o

Certified Provider

’\"‘ GenBioPro

o O
Pharmacy _ﬂ|

Regardless of how they receive mifepristone and misoprostol, patients will take the medications and
end their pregnancies outside the clinical setting. The REMS’ special dispensing requirements for
medication abortion have led to misperceptions about the complexity and safety of medication
abortion provision and barriers to care.? More information about the Mifepristone REMS
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requirements and ways to meet them while providing care can be found in the following sections:
Restrictions on mifepristone, Establishing a provider agreement with a distributor, Two models for
dispensing the medications, and Record keeping and reporting.

Around the world, medication abortion is increasingly being offered using updated evidence-based
protocols that do not require an in-person visit or clinical testing. In the U.S., medication abortion
now accounts for over half of all abortions that occur and laws in many states allow patients to
receive services via telemedicine with abortion medications mailed by clinicians or contracted mail-
order pharmacies directly to patients. This service delivery allows greater convenience and privacy
to patients and is often preferred over in-clinic services.?!?> More information about medication
abortion and associated patient care can be found in the following sections: What is medication
abortion?, No-test protocols, and Providing patient care.
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MEDICATION ABORTION: The basics

Key Points

e Medication abortion with mifepristone plus misoprostol (mife/miso combo) or misoprostol
only (miso-alone) has been proven to be safe and effective over decades of use.?3-28

e Medication abortion is within the scope of family medicine and other primary care provider
settings.2%%0

e New evidence-based protocols that do not require an in-person visit or clinical testing. They
represent the current standard of care for medication abortion, allowing for entirely remote
early abortion care for most patients.3*> The WHO recommends against the use of
ultrasound as a prerequisite for providing abortion services.3®

e Medication abortion remains underutilized in the U.S., largely due to FDA restrictions on
how mifepristone can be provided (it is not yet available through retail pharmacies).t>2037

What is medication abortion?

Medication abortion (also called the mife/miso, misoprostol only, abortion pill, abortion with pills,
or Plan C) has been provided by clinicians in the U.S. for more than two decades.*® Abortion
medications can be used for both induced abortion as well as treatment for early miscarriage.?®38
Medication abortion currently accounts for only 54% of induced abortions done in the U.S., while
rates in some European countries are as high as 80-95%.3%-4! This difference indicates a potential
unmet patient interest in medication as a method for terminating an early pregnancy. Moreover,
only about 5% of abortions are performed outside of specialty clinics, even though early abortion
care is well within the scope of primary care, internal medicine, and pediatrics.*>4

There are currently two common safe and effective regimens for medication abortion.

1) Mifepristone plus misoprostol combination (mife/miso combo) — The most common type of
medication abortion in the U.S. is the combination of mifepristone followed by misoprostol. This is
the most effective method of abortion with pills (95-98% of abortions are successful) and has the
fewest side effects.* The FDA-approved regimen includes oral mifepristone followed 24 to 48
hours by misoprostol to end a pregnancy through 70 days from last menstrual period (LMP).°
Though not summarized in this document, many evidence-based regimens are commonly used in
practice.?6:31.354546 The National Abortion Federation supports use of mifepristone/misoprostol up
to 77 day and the World Health Organization recommends the option of self-management up to 84
days after LMP.353647-49 A growing body of research supports the use mifepristone/misoprostol
without a clinic visit to an upper GA limit of 77 days from LMP.3%:3235 See the Evidence-based no-
test protocols for more information.

2) Misoprostol alone (miso-alone) — Misoprostol used alone is safe and effective. Miso-alone is
considered slightly less effective and may have more side effects than mife/miso combo but may be
an acceptable alternative. About 92-96 percent of early abortions are successful when miso-alone is
used outside of a clinical setting.?5>28% The World Health Organization endorses miso-alone for
early abortion when mifepristone is not available with regimens for pregnancies up to 24 weeks.?’
A recent systemic review concluded that miso-alone has higher success rates with regimens that
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start with a high enough initial dose and repeat doses as needed over time.?”5* Unlike mifepristone,
misoprostol does not have a U.S. FDA REMS requirement. It can be dispensed from a retail
pharmacy with a prescription from a licensed clinician.

The screening protocol for miso-alone abortion is the same as the mife/miso combo regimen and
can be done remotely for most patients.>? For patients who meet all criteria, providers can write
misoprostol prescriptions for patients to pick up at their local pharmacy or send electronic
prescriptions through an online pharmacy, such as Honeybee Health. The cost to the patient varies
but can range from $5 to $55 depending on insurance coverage, coupons, and variations in drug
pricing and availability. (Table 2. Outline and summary of miso-alone medication abortion
protocols)

New to medication abortion provision? Learn More

The following additional training resources on medication abortion care provision are
available free of charge:

Medical Abortion Course for Providers - A course designed for medical students
consisting of 7 video lectures averaging ten minutes long.>3

TEACH - Training in Early Abortion for Comprehensive Healthcare An all-inclusive
interactive curriculum with extensive tools to train new reproductive health providers to
competence.>*

Bixby Center for Global Reproductive Health, UCSF - Innovating Education in
Reproductive Health>®

Overview of Medication Abortion An hour-long course tailored to primary care
providers which includes example videos of patient interactions, activities to practice
what is learned, and links to additional resources.

Kaiser Family Foundation — The Availability and Use of Medication Abortion A one-
page overview of medication abortion use and access in the U.S.%

Evidence-based no-test protocols

Medication abortion can be provided via telehealth using evidence-based, “no test” protocols that
do not require an in-person visit or clinical testing. “No-test” protocols have been widely adopted in
the U.S.57-80 Specifically, research shows that:

e Medication abortion is prescribed safely without a physical exam or ultrasound using last
menstrual period (LMP) to estimate gestational age (One study found that 90.5-99.1% of
woman knew their LMP, 70.8-90.5% with certainty),3461-64

e Medication abortion for first trimester pregnancy has minimal risk for Rh sensitization. Rh
typing and administration of anti-D antibodies in Rh-negative women is unnecessary before
12 weeks gestational age.5>66

¢ Routine follow-up after uncomplicated medication abortion can be offered as option, based
on patient preference.36:67
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The new evidence-based protocols were developed by leading experts at the American College of
Obstetricians and Gynecologists, National Abortion Federation, Planned Parenthood Federation of
America, Reproductive Health Access Project, and Society for Family Planning. 3132343568
Internationally, the Royal College of Obstetricians and Gynecologists endorsed similar protocols,
consistent with the World Health Organization’s guidelines for use of medication abortion pills.?”3
Recommended practices of different protocols is presented in Table 1. Mife/miso combination
medication abortion protocols.

reproductive
A‘ OG §\"'A health
P/ NN access
The American College of (/‘l\\ project

Obstetricians and Gynecologists

Society

f
Family
Planning

r[j Planned Parenthood

Federation of America, Inc.
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Table 1. Mife /miso combination medication abortion protocols

The American
College of
Obstetricians and

Gynoc:ologists34'68

Reproductive Health Access

Project31

National Abortion
Federation (NAF)3®
Though the protocol is not
publicly available this video
is based on NAF guidelines

Raymond et al 2020
Proposed No-Test
Medication Abortion

Protocol32

The Royal College of
Obstetricians and

Gynecologists &

Consultation

Telephone or
video
conferencing.

Telephone or video
conferencing. Provide
written information
electronically or by fax.

Counsel and educate
patient according to
standard of care.

Telephone or video
conferencing.
Provide related
written info. via
email or link.

Assessing GA

Assess remotely
for patients with
regular periods,
establish via LMP.

Confirm patient has done a
home pregnancy test and
assess via LMP.

Confirm patient has done a
home pregnancy test and
assess via LMP.

Confirm patient has done
a home pregnancy test
and assess via LMP.
Alternatively perform
serum pregnancy test for
confirmation.

Assess remotely for
patients with regular
periods, establish via
LMP.

Ultrasound
Requirements

Required if LMP indicates
GA >77 days, patient has
irregular periods, or if
patient has known risk
factors for ectopic
pregnancy. US performed at
clinician discretion if GA is
between 70-77 days.

Required if LMP >77days,
patient is uncertain of LMP
within 1 week, or if
pregnancy has not been
confirmed with in-home
test.

Required if LMP >77 days,
patient is uncertain of
LMP within 1 week, or
patient has known risk
factors for ectopic
pregnancy.

Required if patient is
unable to provide
LMP of reasonable
certainty within
thresholds of
eligibility, or if at
high risk of ectopic
pregnancy.

Rh typing Not required Forgo if GA <77 days. Perform if GA >70 days. Perform if GA >70 days. Not required
- R . Mifepristone and
Providing Mifepristone and X P
. . . . Misoprostol are
Mifepristone/M Misoprostol are mailed to . .
. K . mailed to or picked
isoprostol or picked up by the patient. R
up by the patient.
Additional . . . . . . Analgesics,
Analgesics, antiemetics. Analgesics, antiemetics. ) & .
Meds antiemetics
Instructions for pain Instruction sheet, health
Additional treat.mer\t, pre.gnancy test, Instructions for each facility e.mergenc.y Low-sensitivity
medication guides, copy of - K contact information, two pregnancy test,
Items . . medication provided. . e K R .
consent, information to high-sensitivity written instructions
reach on-call clinician. pregnancy tests.
Teleph L Teleph id
.e ephone or The clinician should call the elep one. orvideo
video . . conferencing
. patient to ensure bleeding . . R . .
Follow up conferencing to L. Telephone follow up to Follow up within one including discussion
. . . happened within 24 hours ) ; . . .
Timing and review signs of of misoprostol confirm success of MA is week after dispensing of contraception
Method successful . P R . appropriate. treatment. options. Patient can
administration. Review
pregnancy ) also self-assess for
. plans for contraception. .
expulsion. completion.

Confirmation of
Completion

The patient can
take a urine
pregnancy test at
home 4 weeks
after the abortion.

The patient takes a urine

pregnancy test in 3-4 weeks.

Confirmation can be
established by US, hCG
testing (preferred) or
physical exam by office
visit, telephone, or
electronic communication.

The patient takes a high-
sensitivity pregnancy test
four weeks after the MA.
If positive, repeat in one

week.

The patient uses low-
sensitivity pregnancy
test.

Indications for
follow up
ultrasound

Bleeding does not occur
within 24 hours of
misoprostol administration,
or if follow up pregnancy
test is positive.

Completion of MA is unable
to be confirmed.

Symptoms of continuing
pregnancy persist after
MA, or if repeat
pregnancy test is positive.
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https://www.innovating-education.org/2020/06/this-is-how-i-teach-telemedicine-for-medication-abortion/
https://www.innovating-education.org/2020/06/this-is-how-i-teach-telemedicine-for-medication-abortion/
https://www.contraceptionjournal.org/article/S0010-7824(20)30108-6/pdf
https://www.contraceptionjournal.org/article/S0010-7824(20)30108-6/pdf
https://www.contraceptionjournal.org/article/S0010-7824(20)30108-6/pdf
https://www.contraceptionjournal.org/article/S0010-7824(20)30108-6/pdf
https://www.rcog.org.uk/media/geify5bx/abortion-care-best-practice-paper-april-2022.pdf
https://www.rcog.org.uk/media/geify5bx/abortion-care-best-practice-paper-april-2022.pdf
https://www.rcog.org.uk/media/geify5bx/abortion-care-best-practice-paper-april-2022.pdf

Table 2. Outline and summary of miso-alone medication abortion protocols

World Health Organization??

International Women's Health
Coalition”

Gynuity Guidance for
Providers®2

Consultation

Counseling should be provided on
decision-making if the patient
desires. Appropriate information
about the procedure should be
provided: expected protocol,
duration, symptoms to expect,
associated risks and complications,
return to normal activities, and plan
for follow up care, if any.

This protocol was written for
women self-managing their
abortion, in a situation where
access to a provider is limited
or not possible. If an IUD is
present, it should be removed
either by the patient or a
provider prior to the abortion.

Can be performed remotely.
Appropriate information about
access and taking the pills,
what to expect (onset,
duration, side effects &
management), when and
where to seek support, and
follow-up plans. Can discuss
logistical arrangements
(childcare), contraception.

Assessing GA

Establish via LMP, confirmation by
bimanual pelvic exam when
appropriate.

Gestational age <12 weeks
LMP, people are more likely to
overestimate GA based on LMP

Ultrasound
Requirements

US is not routinely required for
provision but can be used to exclude
ectopic pregnancy in at-risk patients.

US is not necessary to establish
GA, eligibility, or determine
regimen & counseling.

Rh-typing Not required Not required
Medical aborti ith mi tol
N Ic.a abortion WI. mlsgpros ° The WHO-recommended
alone is acceptable in locations . . . . . .
. . . . Misoprostol is not restricted by | misoprostol-alone regimen is
- where mifepristone is not available. . . .
Providing . . . . REMS in the U.S., unlike three doses of misoprostol
. Misoprostol is more widely available . . . .
Misoprostol mifepristone, and is more sublingually or buccally every
and at a lower cost than . .
. . commonly available. three hours. Each dose is 800
mifepristone. Home use of meg (four 200 meg pills)
Misoprostol is acceptable and safe. & € pllis).
Additional . . .
Analgesics Analgesics, particularly NSAIDs
Meds
Clear, written instructions on self-
Additional care following abortion, including Sanitary pads, water, and a
Items how to recognize complications and support person if desired
contraceptive counseling.
. L . Plan a follow-up (i.e. via phone,
Follow up Contraceptive counseling is essential P P
- . text) 1-2 weeks after. If follow-
Timing and with goal to start chosen method Ub contact not possible
Method immediately after abortion. P P !

abortion can still be provided.

Confirmation
of Completion

Medical follow up within 7-14 days is
advised for misoprostol-only
protocols to confirm completion.
Completion can be confirmed by
pelvic examination, pelvic US, or
repeat hCG measurement.

The patient can monitor
diminishing signs and
symptoms of pregnancy in the
event of successful completion,
as well as pregnancy expulsion.
A urine pregnancy test can be
taken two weeks after care for
further confirmation.

Provider should ask about
bleeding, side effects,
expulsion, and current
symptoms.

At four weeks, suggest urine
pregnancy test to confirm.

Indications for
Follow-up
Ultrasound

Symptoms of ongoing pregnancy or
incomplete abortion.

The patient should seek
medical attention in the event
of heavy or prolonged
bleeding, severe abdominal
pain, or signs of infection.

If concern of continuing
pregnancy, ectopic pregnancy,
excessive bleeding or retained
tissue, management options
should be discussed.
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https://apps.who.int/iris/bitstream/handle/10665/70914/9789241548434_eng.pdf;jsessionid=60F5DA6FFE6F0FD11104AF7CB01C7C7E?sequence=1
https://31u5ac2nrwj6247cya153vw9-wpengine.netdna-ssl.com/wp-content/uploads/2016/12/IWHC_SMA_Guidelines-EN.pdf
https://31u5ac2nrwj6247cya153vw9-wpengine.netdna-ssl.com/wp-content/uploads/2016/12/IWHC_SMA_Guidelines-EN.pdf
https://gynuity.org/assets/resources/MA-Covid-English-Mobile.pdf

PREPARE & LAUNCH: Setting up early abortion care

Key Points

¢ Independent and larger health system primary care clinics, reproductive health clinics and
online abortion providers have implemented telehealth medication abortion.’

e Mifepristone cannot be filled at retail pharmacies (such as CVS or Walgreens).® Providers
must partner with a mail-order pharmacies (Honeybee Health or AMOP are two examples)
or order mifepristone directly from a distributor (Danco or GenBioPro) and dispense
mifepristone directly from the provider’s medical facility.

e Misoprostol can be filled at a retail pharmacy. Thus, if mifepristone is unavailable, miso-
only regimens may be a preferred option in some jurisdictions.

e Review abortion, telemedicine, dispensing, telepharmacy, and reimbursement laws in your
state. Abortion services may be restricted entirely. In states where abortion services are
permissible, the ability to implement “no test” early abortion services may be limited. See
our section on Regulatory compliance for sources of information.

Restrictions on mifepristone

In 2000, the U.S. FDA approved mifepristone for use in medication abortion with a special
requirement now known as the Risk Evaluation and Mitigation Strategy (REMS) program, limiting
access to medication abortion in the U.S.15162037 ED A Mifepristone REMS program is currently
under review; final guidance is expected by the end of 2022.%° Preliminary guidance of the REMS
program released on December 161, 2021 has 4 requirements:

1.) Mifepristone must be dispensed
under the supervision of a clinician
who has registered with one of the
two mifepristone distributors in the
U.S. (GenBioPro, Danco) One
clinician (a Medical Director, for
example) may register on behalf of
their organization and all clinicians
who will prescribe from that
organization (see Establishing a
provider agreement with a distributor
for additional details).

2.) Providers can partner with mail-order

pharmacies to dispense mifepristone

to their patients or dispense
mifepristone from their clinic into an
envelope that can be mailed to or
picked up by patients. (See Two
models for dispensing the
medications)

FDA Mifepristone REMS

Outdated &

1 Provider registers with
mifepristone distributor
(provider information kept
strictly confidential)

»

2 Mifepristone dispensed
to patients in a clinic or
health-care setting

>

3 patient signs FDA Patient
Agreement Form

b))

4 pocument serial number

of expiration date of )))

distributed mifepristone in
patient record

Current State

as of August 1, 2022

Remains unchanged

Mifepristone can be mailed
directly to patients or
provider can contract with a
mail-order pharmacy

Patient may provide verbal
or electronic consent

Remains unchanged

UNIVERSITY of WASHINGTON
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https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/mifeprex-mifepristone-information
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifepristone_2019_04_11_Prescriber_Agreement_Form_for_GenBioPro_Inc.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifeprex_2016-03-29_Prescriber_Agreement_Form.pdf

3.) Providers must have all patients sign or verbally consent to the Patient Agreement, document
consent in the patient record, and provide the mifepristone Medication Guide (see Record
keeping and reporting).

4.) Providers must document the dispensed box of mifepristone serial number and expiration date
in the patient record (see Record keeping and reporting).

REMS does not require that mifepristone be taken in the presence of the provider. Additionally
REMS does not require clinical or laboratory exams.*®

Establish a provider agreement with a distributor

All providers must register with one of the two U.S. distributors: GenBioPro or Danco in order to
be certified to prescribe mifepristone to patients.!®

In most circumstances, a single named registered provider (such as a clinic medical director) is
sufficient for all the clinicians who prescribe mifepristone in their clinic or healthcare system. This
avoids multiple accounts between the distributor and the clinic/healthcare system.’?

A provider must do the following to become a “registered provider” with a mifepristone distributor:

e have a current U.S. Drug Enforcement Administration (DEA) controlled substance
registration certificate and registration number (which requires that the provider meets state
licensing requirements)

e have a commercial shipping address (one that can receive a FedEx package; it does not need
to be a medical clinic); this can also be the mail-order pharmacy

e sign a Prescriber Agreement with one of two U.S.-based mifepristone Distributors:
(GenBioPro, or Danco)

e provide billing information.

To register with a Distributor, visit the Distributor website and complete the Prescriber Agreement.
Provider personal information is kept strictly confidential.”? It is stored by the Distributor and not
shared with the FDA or any other entity. The Distributor will follow up to complete the registration
process and share information about how to order the pills through their system. Distributors also
provide Patient Agreement Forms (see section Record keeping and reporting) and informational
materials upon request.

Distributor company agents can help providers complete the forms. Additionally, the mail-order
pharmacy Honeybee Health has a team that supports provider registration with the Distributor.

Distributor GenBioPro Danco

Website https://genbiopro.com/ https://www.earlyoptionpill.com/
Prescriber GenBioPro Prescriber Agreement Danco Prescriber Agreement
Agreement

Product(s) Generic mifepristone (200 mg, one Mifeprex (mifepristone; 200 mg, one
Available tablet) tablet)
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https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifepristone_2019_04_11_Prescriber_Agreement_Form_for_GenBioPro_Inc.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifeprex_2016-03-29_Prescriber_Agreement_Form.pdf
https://genbiopro.com/
https://www.earlyoptionpill.com/
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifepristone_2019_04_11_Prescriber_Agreement_Form_for_GenBioPro_Inc.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifeprex_2016-03-29_Prescriber_Agreement_Form.pdf

Generic misoprostol (200 mcg,
packaged as 4 tablets)

Generic misoprostol (200 mcg, packaged
as 100 or 60 tablets)

info@genbiopro.com

Mifepristone | $43.50 $43.00

Pricing

Minimum None (though shipping charges may be | None (though shipping charges may be

order waived with a minimum purchase) waived with a minimum purchase)

Primary Evan Masingill Abby Long, MPH

Contact for President Director of Marketing and Public Affairs

Questions GenBioPro, Inc. Danco Laboratories, LLC
855-MIFE-INFO (877) 432-7596

along@earlyoptionpill.com

Partners with
mail-order
pharmacies

Honeybee Health
American Mail Order Pharmacy (AMOP)

Open to discussing how to leverage
existing institutional relationships with
mail-order pharmacies

Manifest Pharmacy
American Mail Order Pharmacy (AMOP)

Open to discussing how to leverage
existing institutional relationships with
mail-order pharmacies

Two models to dispense mifepristone

A registered provider has two options in which to dispense mifepristone to patients:

1.) Using a partner mail-order pharmacy - contract with a mail-order pharmacy to fill
mifepristone prescriptions for all clinicians in organization

2.) Storing and dispensing mifepristone within the clinic or on-site pharmacy. Providers
can order mifepristone directly from the distributor so that clinics have their own supply of

mifepristone.

Healthcare systems with an on-site, non-retail pharmacy can order and house mifepristone at

the pharmacy for the health systems. Most clinics within the health system then order
mifepristone for their clinic directly from the healthcare system’s onsite, non-retail
pharmacy.

May require:
Organizational interest in stocking and storing mifepristone, including complying
with state pharmacy dispensing laws that may limit shipment of any medication

a.

within the state,

On-site, non-retail hospital or health system pharmacy, or

Medication storage capabilities.

Regardless of whether mifepristone is dispensed in clinic or through mail-order pharmacy, the

registered provider remains the contact person for the mifepristone distribution and can supervise

distribution for all other clinicians in their institution.
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https://honeybeehealth.com/
https://amoprx.com/
https://urldefense.com/v3/__https:/manifestpharmacy.com/__;!!K-Hz7m0Vt54!jfis0tDhjATMgjcbI3LLiK2Z5-5kpzO8TMgMDhmD3KvOcLJqvlAR-0y_-Pht-l6VrBkuXBCryJCyRo7S-BM$
https://amoprx.com/

Mail-order pharmacy dispensing

Registered providers work with mail-order pharmacies to store mifepristone, fill prescriptions, and
dispense abortion medications directly to their patients on their behalf.18"® After clinicians complete
the consultation with the patient, they send a prescription to the contracted mail-order pharmacy for
fulfillment. The contracted mail-order pharmacy labels the medications based on federal and state
regulations and delivers the medications directly to the patient on behalf of the supervising
provider. To comply with FDA distribution requirements, prescribers still must document the serial
number of the dispensed mifepristone in the patient medical record.*

Two mail-order pharmacies with whom medication abortion providers can partner are:

Honeybee Health is an online, mail-order pharmacy serving 48 ‘

states and territories. They help providers: . honeybee '

e Register as a certified prescriber with GenBioPro, indicating Honeybee as a secondary
shipping address.

e Set up a Honeybee online provider account. Providers can use this ‘provider dashboard’ to
see prescriptions status, orders, invoices, and billing. Providers also have access to the
shipped mifepristone serial numbers that can be used to document them in the patient
record.

e Manage mifepristone inventory and fill provider prescriptions.

The bundled cost of Honeybee’s pharmacy services, mifepristone, misoprostol, and FedEx 3-day
shipping is $77. Honeybee can either bill the provider, who can then accept insurance from patients,
or bill patients directly. To set up a dispensing account with Honeybee Health, contact Honeybee
Health team at prescribers@honeybeehealth.com, (310) 559-5903.

American Mail Order Pharmacy, also known as AMOP, is a mail-order pharmacy that works with
both Danco and GenBioPro. AMOP accepts 99% of all insurance plans, specializing in Medicare
Part D, and also has competitive cash prices for those without insurance. AMOP charges the
provider/clinic for additional medications and dispensing fees. Providers can contact AMOP at
info@amoprx.com, (888) 772-3811

What Providers Say About Working with Mail-Order Pharmacies

e Working with a mail-order pharmacy saves the provider time, allowing them to focus on
the consultation and follow-up care while the pharmacy takes care of the logistics of
storing, labeling and shipping the medications according to federal and state guidelines.

Honeybee has a separate charge that patients are responsible for, while AMOP allows
the patient to pay the provider for all the services and then the provider reimburses
AMOP directly for the medications and shipping costs.

From the patient perspective, having two points of contact — the provider and the
pharmacy — can present some confusion. If there are issues with delivery, the patient
contacts the provider who then must contact to the pharmacy for resolution.
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Clinic or pharmacy stock dispensing

Providers who have a clinic or pharmacy stock of
mifepristone can dispense and deliver mifepristone directly
to patients from the clinic or make available for patient
pick-up. If permissible by state pharmacy dispensing
regulations, providers can mail the mifepristone to
patients. Mailing mifepristone to patients includes:

Order and store their own stock of mifepristone at their organization.

Label mifepristone following federal and state pharmacy guidelines.

Deliver mifepristone to patients via mail or courier.

Document the dispensing of medications based on federal and state pharmacy regulations.

1. Ordering mifepristone on-site
Providers can leverage their health system’s existing organizational infrastructure for stocking,
storing, and dispensing mifepristone. It is helpful to consult on-site pharmacists and pharmacies,
who are well versed in federal and state dispensing regulations, policies, and providers. Certified
providers order mifepristone from either one of the two U.S. distributors, Danco or GenBioPro.
More information on registering with the distributors and ordering mifepristone can be found in the
section Establishing a provider agreement with a distributor.

2. Prescribing or ordering /dispensing misoprostol and other medications
Misoprostol and other routine prescriptions, such as non-steroidal anti-inflammatory drugs
(NSAID), anti-nausea or additional analgesic medications can be prescribed by licensed clinicians
and picked up by patients at retail pharmacies of their choosing. Some clinicians choose to order
their own supply of these medications and dispense them along with mifepristone from their clinic.

HPSRx is a medication supplier focused on women’s health and one of the leading distributors of
manual vacuum aspirator (MVA) supplies. HPSRx offers bottles of 8 misoprostol for $6.40.
Providers can also order anti-nausea medications and ibuprofen from HPSRx. The HSPRx
Dispensing Marketing Representative is Zac Baumbach, zac@hpsrx.com or
customerservice@hpsrx.com, 800-850-1657

3. Storing mifepristone and other medications on-site
All medications should be stored at room temperature (they do not require cold storage), protected
from light and following standard medication storage requirements.’

4. Labelling medications when dispensed on-site
All medications should include clear instructions on how and when to take them. (see Additional
Resources section for example instructions for patients for mife/miso combo and/or miso-only
regimens)

Additionally, providers should follow all federal and state dispensing requirements. Some states
require healthcare providers follow all pharmacy dispensing laws. Other states do not. The
following is an overview of typical labeling requirements, adaptable templates for medication
labeling, and resources to better understand state specific requirements.
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Appropriate labels should be physically attached to the respective medications, taking care to not
obscure product information such as serial number and expiration date.

Typical federal/state medication labelling requirements include:
e Prescriber name and phone number
e Patient name and Date of Birth
e Date filled: MM/DD/YY
e Product description and directions for use
e Drug quantity
e Use by date: MM/DD/YY (Note: this is either one year from dispense date or the product
expiration date, whichever comes first)

Printing on a Normal Printer - Sample medication labels that can be customized and printed on
Avery 5160 label stock are available in the Additional Resources section. NOTE: these labels are
sized to fit mifepristone and misoprostol packaging available from GenBioPro.

Example mifepristone label: (Template 1) Example misoprostol labels:
(Template 2; Template 3)

) . Provider, MD - (000) 000-0000 Init:

Prov.lder., MD - (000) 000__0090 Init: _ Medication #2 (misoprostol). Take this medication 24

Medication #1 — Take this first hours after Medication #1, mifepristone.

Pt. Name DOB: Patient name: DOB

Dispensed Date: Exp: Date dispensed: _ : Exp: ___

Mifepristone: Swallow 1 tablet P_Iace all 4 tablets_lnto vagina about 1 finger’s length deep.
Lie down for 30 minutes.

Provider, MD - (000) 000-0000 Init:
Medication #3 (Misoprostol): Take only if no bleeding 24
hours after taking Medication #2

Pt. Name DOB:

Dispensed Date: Exp:

Place all 4 tablets into vagina about 1 finger’s length deep.
Lie down for 30 minutes.

Using a Label Printer - Providers are also using common label printing machines such as Brother
QL 80 Label Printer and Dymo label printer 450 model with the 2-5/16x 4™ labels.

Using Mifepristone (and other medication) labelling software - Some providers dispense
medication directly from their clinic using labelling software. The dispensing software enables
providers to quickly maintain inventory, produce pharmacy labels with all the required information,
store patient information and re-order medications.

HPSRx offers a label printer and the associated software to clients. There is no startup cost, but
HPSRx charges $0.50 per patient for use of the dispensing software. The HSPRx Dispensing
Marketing Representative is Zac Baumbach, zac@hpsrx.com or customerservice@hpsrx.com, 800-
850-1657

5. Delivering medications to patients
Providers mail mifepristone directly to patients using a courier services or the USPS™ If using the
USPS, providers selecting Priority Mail, which is a flat rate service that includes a tracking function
and delivers packages in about two days.
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https://drive.google.com/file/d/1Arqj4DgO5Aidppp9ArFjLZXtElVyPF2a/view?usp=sharing
https://drive.google.com/file/d/1OryGC4Pz6yAZwKGVQQMFdPW-wWocsgBh/view?usp=sharing
https://drive.google.com/file/d/1jCzJ2x_4mm0h_KcDDnCCyth2qThy7N84/view?usp=sharing
https://www.brother-usa.com/home/label-printers/printers?ef_id=Cj0KCQjw1a6EBhC0ARIsAOiTkrES45FtmkCnGhr3mXWGeRCd2aB3N1vN_4PwWYx1nNDEHH2pXB6b8lMaAo0xEALw_wcB:G:s&gclid=Cj0KCQjw1a6EBhC0ARIsAOiTkrES45FtmkCnGhr3mXWGeRCd2aB3N1vN_4PwWYx1nNDEHH2pXB6b8lMaAo0xEALw_wcB#sort=relevancy
https://www.brother-usa.com/home/label-printers/printers?ef_id=Cj0KCQjw1a6EBhC0ARIsAOiTkrES45FtmkCnGhr3mXWGeRCd2aB3N1vN_4PwWYx1nNDEHH2pXB6b8lMaAo0xEALw_wcB:G:s&gclid=Cj0KCQjw1a6EBhC0ARIsAOiTkrES45FtmkCnGhr3mXWGeRCd2aB3N1vN_4PwWYx1nNDEHH2pXB6b8lMaAo0xEALw_wcB#sort=relevancy
https://www.amazon.com/DYMO-LabelWriter-Thermal-Printer-1752264/dp/B0027JBLV4
http://hpsrx.com/
mailto:zac@hpsrx.com
mailto:customerservice@hpsrx.com
https://pe.usps.com/text/pub52/pub52c4_019.htm#:~:text=For%20prescription%20medicines%20containing%20a,the%20patients%20under%20their%20care.

Helpful materials for this approach include:

e USPS Priority Mail Flat Rate Envelope (these are free and available at most U.S. Post
Offices or can be ordered online with free delivery), the small flat rate boxes which cost
$7.90 to mail anywhere in the U.S., or other padded envelope.

e Stamps or other postage available at the post office or online ($7.75 is the current postage
for the flat rate Priority Mail envelope)

e Package tracking labels are automatically added to qualifying packages when mailed at U.S.
Post Offices or can be obtained through www.usps.com, along with postage.

Some providers offer patients the option to pick up mifepristone (and other medications) at their
clinic site. Examples include having patients drive to the clinic and pick up mifepristone in the
parking lot from a clinic staff member or small outdoor lockers using a special code.

Each patient must receive a copy of the mifepristone Distributor’s Medication Guide (GenBioPro,
Danco). A copy of the Medication Guide is included in the mifepristone box for both Distributors

6. Documentation
The provider must comply with FDA dispensing requirements by documenting serial number of the
mifepristone dispensed in the patient medical record.4

What Providers Say About Storing and Dispensing Their Own Medications

Leveraging my on-site pharmacy and the expertise of our pharmacists helped me feel
confident that our organization was following all pharmacy regulations in our state

Using a dispensing software really simplified the process and ensures that | am
complying with all dispensing requirements.

USPS or PayPal allow you to pay for and print mailing labels and drop packages off at
the post office without waiting for an attendant.

Regulatory Compliance

Providers should consider all state-based regulations regarding abortion care provision and
dispensing and shipping medications. State laws may restrict the types of providers who can
provide abortion care, the ability to use telehealth for abortion care, or impose other special
requirements (mandatory waiting periods, specialized informational materials, clinical testing
requirements, special consents for minors, etc.).%:’

The following resources help providers determine what is allowed in their state:
State Abortion Laws
e With the loss of federal protections for abortion access in June 2022, state abortion laws are

more important than ever and are currently in constant flux. This website tracks state
abortion laws.®
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https://store.usps.com/store/product/shipping-supplies/priority-mail-flat-rate-envelope-ep14f-P_EP_14_F
http://www.usps.com/
https://genbiopro.com/wp-content/uploads/2019/05/GenBioPro-Medication-Guide.pdf
https://www.earlyoptionpill.com/wp-content/uploads/2016/01/DAN_MedGuideEng_FINAL.pdf

e Guttmacher Institute An Overview of Abortion Laws provides information on state-based
abortion laws.””

e The State Abortion Laws database provides free information on various state abortion
regulations, relevant court cases, and attorney general opinions that directly impact the
provision of abortion services in the U.S. These publicly available datasets are created
through a collaboration between the Policy Surveillance Program at Temple University’s
Center for Public Health Law Research, Resources for Abortion Delivery, Guttmacher
Institute, American Civil Liberties Union, Center for Reproductive Rights, National
Abortion Federation, and Planned Parenthood Federation of America.”

State Telemedicine Laws

e The Federation of State Medical Boards Telemedicine Policies: Board by Board Overview
has information about state telemedicine laws with links to regulatory information for each
state.’®

e Center for Connected Health Policy Telehealth Policy Current State Laws &
Reimbursement Policies has information on state telemedicine and reimbursement laws and
regulations.®

e Direct Primary Care resource website ‘DPC Frontier’, curated by Philip Eskew, DO, JD,
MBA, offers extensive information about the relevant laws and regulations related to setting
up a direct primary care practice, including medication dispensing and malpractice.®!
Power to Decide has a guide to State Level Telehealth Policies, include Medicaid and
private payer reimbursement policies.??

Currently, primary care providers, specialty reproductive health clinics, academic centers and web-
based online providers are offering telehealth medication abortion services across the country.’!
An up-to-date list of operational services by state can be found at Plan C’s Guide to Pills.

Professional Liability Insurance

In the past, high premiums for adding abortion care to professional liability coverage was a key
barrier for primary care and other clinicians to offer this service.®3 Providers who have implemented
medication abortion services found that medication abortion care is included in general liability
coverage for no additional cost.

Providers with existing liability coverage should verify coverage for first-trimester medication
abortion. Providers can check their current policy and, if not specified, refer to the original
application for coverage to see if abortion services are included. Often policies do not specify what
is covered unless reported in the original application. If coverage for medication abortion is not
clear, providers should contact their insurers to verify their current policy. It can be helpful to
highlight that medication abortion includes writing pill prescriptions and that these pills have
excellent safety records. Additionally, providers can explain that medication abortion does not
entail doing procedures, nor does it qualify as full obstetric care. Providers may want to verify that
liability coverage includes telehealth services.
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https://www.guttmacher.org/state-policy/explore/overview-abortion-laws
https://lawatlas.org/datasets/abortion-laws
https://www.fsmb.org/siteassets/advocacy/key-issues/telemedicine_policies_by_state.pdf
https://www.cchpca.org/telehealth-policy/current-state-laws-and-reimbursement-policies
https://www.cchpca.org/telehealth-policy/current-state-laws-and-reimbursement-policies
https://www.dpcfrontier.com/states
https://www.dpcfrontier.com/states
https://powertodecide.org/what-we-do/access/telehealth-policy/medicaid/table
https://www.plancpills.org/guide-how-to-get-abortion-pills

What Providers Say About Ensuring Liability Coverage

Primary care physicians who have recently negotiated coverage for medication abortion care
with no or low additional premiums offer these tips:

e When contacting your insurance provider, start with the assumption that provision of
medication abortion is covered under your current policy and you are contacting them to
verify.

e If presented with a higher premium, challenge it. Most insurers are poorly informed
about medication abortion, including that it is just a set of pills with an excellent safety
profile.

e Share that colleagues with other insurance providers have this coverage at no additional
cost.

e Mention you are willing to consider other insurance providers if your provider insists on
charging more.

Considerations for incorporating abortion care into clinical practices:

The Reproductive Health Access Project (RHAP) has developed guidance for providers interested
in initiating abortion services in their practices: Toolkit for Integrating Abortion into Primary Care8
This resource includes key considerations for all interested providers regardless of the size of their
practice institution. Additionally, Federally Qualified Health Centers or Community Health Centers
that receive federal funding can offer abortion services. RHAP also has resources for FQHCs
interested in offering abortion care: Frequently Asked Questions about Integrating Medication
Abortion Care into Community Health Centers.8®
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https://www.reproductiveaccess.org/resource/toolkit-integrating-abortion-primary-care/
https://www.reproductiveaccess.org/resource/faqs-integrating-abortion-community-health-centers/
https://www.reproductiveaccess.org/resource/faqs-integrating-abortion-community-health-centers/

IMPLEMENTATION: Providing abortion care

Key Points

e Remote Delivery in Reproductive
Health Care: Operation of Direct-to-
Patient Telehealth Medication
Abortion Services in Diverse Settings
offers a description of service options?

e Telemedicine modalities — including
video, telephone, and/or written
electronic communications — are
sufficient for patient intake,
assessment, and counseling for the
vast majority of early abortion
patients.8®

e Several free platforms allow
clinicians to video chat or phone with
patients without showing their contact
information.

e Dispensing includes proper product
labeling and logging product serial
numbers, with distribution to patients
by pick up or mail.*#

e Patients can successfully assess
abortion outcome and identify need
for any follow up.3087

Telemedicine & consultation approaches

Patient engagement

Patients request care from abortion service,
are screened for appropriateness of telehealth
care, and schedule an appointment if needed

Patient consultation

Patients communicate asynchronously or syn-
chronously with health care practice via tele-
health platform

Payment

Patients pay for services using public or pri-
vate insurance or cash options via online pay-
ment platform

Medication dispensing
Medications are dispensed and delivered to
the patients at their chosen address

Patient follow-up communication
Patients ask additional questions throughout
process and confirm pregnancy termination

New medication abortion protocols can be used for in-person consultations, and for telehealth care.

Examples of telehealth include:

e Asynchronous telemedicine consultations (online patient intake with provider review at a
later point in time and electronic patient-provider communication)
e Conventional telemedicine consultations (synchronous face-to-face video visits)

e Telephone consultations (synchronous non-video visits)

Patients prefer these telehealth options because of convenience and privacy.®

The types of telehealth consultations allowable depend on state regulations. Many state regulations
allow for a patient-provider relationship to be established remotely (i.e. one can accept a new
telemedicine patient without having first seen them in person). Other state telemedicine
guidelines/regulations allow services to be provided fully asynchronously (i.e. without face-to-face
video interaction with the patient). The type of telehealth interaction may affect how services are
reimbursed by private and public payers. Resources for understanding state-specific regulatory

landscapes are included in the Regulatory compliance section.

ACCESS, DELIVERED | TOOLKIT FOR PROVIDERS

24




Synchronous telemedicine consultations, face-to-face
Synchronous telemedicine care includes phone calls and face-to-face video visits.

Asynchronous telemedicine consultations, E-visit

Asynchronous models of telemedicine, also known as e-visits,2%% entails patients filling out an
online questionnaire about last menstrual period (LMP), regularity of periods, and pertinent medical
history; signing FDA required consent forms (see Record keeping and reporting); accessing
supplementary information; and specifying if they have any additional questions or would like to
request a synchronous visit with the provider. At some later time, the provider then reviews this
information. If the provider decides that additional information is needed, they can ask for this
information asynchronously. After receiving additional information, the provider either
approves/rejects the treatment or makes arrangements for a synchronous visit (video or telephone)
with the patient. The provider can also request that the patient get clinic tests if indicated.

Asynchronous models can offer benefits for both patients and providers in terms of efficiency,
convenience, and privacy. Highly successful asynchronous abortion services include CHOIX, Hey
Jane, and Aid Access.

Learn more about offering telehealth clinical services:

Additional information for those new to telehealth can be found in these toolkits®!:
e The Center for Technology Innovation, The Roadmap to Telehealth Efficacy®*
e Angad Singh, MD, University of Washington, The Telehealth Toolkit®
e U.S. Dept. Health & Human Services, Getting started with telehealth %

e RHIhub, Rural Health Information Hub supported by the Health Resources and
Services Administration of HHS, Rural Telehealth Toolkit%

Patient medication abortion intake and consultation

A number of resources support providers who are new to medication abortion care (see the What is
medication abortion? Learn more section) A standard approach includes building rapport, asking
patients about their goals, and shared decision making.®® At the consultation visit, patients should
be given information in advance about what to expect, when to seek follow up care, and how to
self-assess that the abortion is complete. 325254

Patients should be encouraged to call their provider if they experience any problems or have
questions. High quality counseling from a clinician facilitates patients knowing when they need
emergency or other follow-up care.%6-100

Various examples of sample instructions and patient resources that can be adapted to your practice
setting are included in the Additional Resources section.
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https://mychoix.co/
https://www.heyjane.co/
https://www.heyjane.co/
http://www.aidaccess.org/
https://www.brookings.edu/wp-content/uploads/2022/07/GS_07262022-TelehealthReport.pdf
https://thetelehealthtoolkit.com/
https://telehealth.hhs.gov/providers/getting-started/
https://www.ruralhealthinfo.org/toolkits/telehealth

Information included in the mifepristone drug label’*:

Common side effects to
mifepristone/misoprostol:

Cause for Concern and Follow-up:

Cramping and vaginal
bleeding are expected and
signify the treatment is
working.

Most common side effects of
mifepristone/

misoprostol treatment are
nausea, weakness,
fever/chills, vomiting,
headache, diarrhea, and

Patients should contact their healthcare provider if they experience:

1. No Bleeding

Scant bleeding and persistent pregnancy symptoms. May require
additional course of misoprostol medication, surgical aspiration or
evaluation for possible ectopic pregnancy.

2. Heavy Bleeding
Prolonged heavy bleeding (soaking through two thick full-size sanitary
pads per hour for two consecutive hours) may be a sign of incomplete

abortion or other complications. Patients should be instructed to
contact a health care provider if they experience heavy bleeding. May
require surgical aspiration.

dizziness.

3. Prolonged Abdominal Pain

Abdominal pain or discomfort, including weakness, nausea, vomiting, or
diarrhea, with or without fever, more than 24 hours after taking
misoprostol. Could be infection or ectopic pregnancy.

4. Fever
Starting one day after treatment, a fever of 100.4°F or higher that lasts
for more than 4 hours. May be symptoms of a serious infection.

On ectopic pregnancies:

“For patients with an undesired pregnancy of unknown location, immediate initiation of medication
abortion is associated with more rapid exclusion of ectopic pregnancy.”%* “Mifepristone is
contraindicated in patients with a confirmed or suspected ectopic pregnancy because mifepristone
is not effective for terminating ectopic pregnancies. Healthcare providers should remain alert to
the possibility that a patient who is undergoing a medical abortion could have an undiagnosed
ectopic pregnancy because some of the expected symptoms experienced with a medical abortion
(pelvic pain, uterine bleeding) may be similar to those of an ectopic pregnancy. The presence of an
ectopic pregnancy may have been missed even if the patient underwent ultrasonography prior to
being prescribed [mifepristone].””* Thus, it is important that providers take a careful history of all
patients, regardless of whether they have had a prior ultrasound during this pregnancy.

If patient has bleeding, spotting and/or pelvic pain during the current pregnancy, and an ectopic
pregnancy is clinically suspected, patients should be referred for diagnostic testing that may include
pelvic exam, serial serum human chorionic gonadotropin (hCG) levels, transvaginal ultrasound, or
diagnostic aspiration.

Patient medication abortion follow-up
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With proper information, most patients can tell when the abortion has completed. More than 95%
of the time, patients themselves are able to determine when they are no longer pregnant or have
continued signs of pregnancy.3%8

Routine follow up is not necessary after uncomplicated medication abortion, as long as patients
have adequate information about when to seek care for complications and has information about
where to seek post-abortion contraceptive care.'? Some providers send asynchronous follow-up
evaluation surveys 2-4 weeks after the intake and consultation, which allows patients to indicate
whether they desire for follow up.

Should a provider wish to implement follow up into their care, they can do so via e-visit, telephone,
or in-person. Examples of what can be included in follow-up communication includes®:

e Patient’s experience since taking medications, including timing and extent of bleeding and
cramping, and resolution of pregnancy symptoms. Questions include:
o Do you think you are still pregnant? Why or why not?
o Can you identify the moment when you expelled the pregnancy?
e Assessment of complete abortion based on clinical history and negative at-home pregnancy
test 4-5 weeks after taking the medication.
e Asking patient to contact provider for late-onset heavy bleeding or other concerns that may
warrant evaluation and treatment.
e Support with contraception if desired
e Emotional support as needed

Medication abortion record keeping and reporting

Record keeping for telehealth medication abortion services will largely mirror what is done for in-
person services, with the patient’s medical record completed and stored according to the provider’s
standard procedures.

However, providers should be aware of a few mifepristone- and abortion-specific reporting
requirements.:

¢ Signed Patient Agreement Forms — The FDA Mifepristone REMS require that providers
patients agree to the unaltered mifepristone-specific Patient Agreement Form in addition to
standard consent forms.% The clinician can document verbal consent (by telephone or
video call) in the patient medical record or obtain written consent (by email or electronic
signatures) and maintain a copy of the patient’s signed Agreement Form in the patient
medical record.!” As with in-person services, to give consent, the patient must first
understand the risks and benefits of the treatment and voluntarily agree to them.

e Medication dispensing — The FDA Mifepristone REMS require providers to document
the medication serial number and expiration date of mifepristone given to each patient in the
patient record.™ If dispensing other medications, federal and state regulations should be
followed. More information is provided in the Two models for dispensing the medications
section.

e Abortion reporting by state — Many states require that clinicians who provide abortions
report each abortion to the state Office of Vital Statistics. Each state has different
requirements for whether and when abortion must be reported (sometimes reporting is only
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https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifepristone_2019_04_11_Patient_Agreement_Form.pdf

required for later gestation pregnancies). Guttmacher Institute reports on state-by-state
Abortion Reporting Requirements.04

e Death reporting to distributors — By signing a Prescribing Agreement with the
distributor, providers agree to report any patient deaths to the distributor, identifying the
patient by a non-identifiable patient reference and the serial number from each package of
mifepristone.1%

Unnecessary documented information when providing abortion care may create legal risks for
providers and patients. Providers are discouraged from asking about the following:

e Patient’s reason to have an abortion
e Use of other medications or herbs to induce an abortion prior to presenting for care
e Information about the person who impregnated the patient
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https://www.guttmacher.org/state-policy/explore/abortion-reporting-requirements

OPPORTUNITIES: Expanding abortion access

Key points

e Providers can improve access by offering patients prescriptions in advance of the need for
them.

e Letrozole plus misoprostol is a potential medication abortion option, but more research is
needed.

Advanced provision of medication abortion pills

Prescribing medications in advance of when a patient may use them is common in medicine.
Providers routinely prescribe naloxone in advance to opioid users, ciprofloxin for travelers’
diarrhea in advance of travel and emergency contraception (Plan B) in advance to unprotected
sexual intercourse. Advanced provision of medications for abortion, defined as provision of
abortion pills to have on-hand in case of an unplanned pregnancy in the future, is being offered as
an alternative model of abortion care provision. The paper, Making a case for advanced provision
of mifepristone and misoprostol for abortion in the United States, outlines the background and
proposes a protocol for providing care.%

Combination regimen letrozole and misoprostol

Letrozole is an antiestrogen drug that has several indications including, treatment of early breast
cancer in post menopause and ovulation induction. Letrozole is considered relatively inexpensive
and can be purchased in a retail pharmacy of the patient’s choice. According to Epocrates Online,
90 letrozole 2.5 mg pills costs $27.

A systematic review evaluating letrozole plus misoprostol combination for early pregnancy
termination found promising results that letrozole/miso combo may be more effective than miso
alone and with fewer side effects.'%” No studies have compared letrozole/miso combination with
mife/miso combination. Given letrozole’s cost and acceptability, this combo treatment may be an
option for patients who are unable to obtain mifepristone. More research is needed evaluating this
option for medication abortion.
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ADDITIONAL RESOURCES

Support materials that can be used or edited and shared with patients:

GenBioPro Patient Resources

o Medical Abortion: Is It Right for You?: English Spanish Chinese Vietnamese

o What to Expect Guide: English Spanish Chinese Vietnamese
Sample Patient Info. Sheet
Reproductive Health Access Project

o Sam’s Medication Abortion Zine

o How to Use Abortion Pills Fact Sheet (mife/miso combo)

o How to use misoprostol-only for medication abortion

o Abortion Pill info to Read Prior to Phone Visit
All-Options a phone line that offers unbiased and judgment-free support for patient
experiences with abortion, adoption, pregnancy loss, parenting, infertility, unplanned
pregnancy, and more. Call 1-888-493-0092 from anywhere in the U.S. to reach a trained
advocate or visit all-options.org for more information.
M+A Hotline a phone/text hotline that supports patients to self-manage their miscarriage or
abortion. Call or text the Miscarriage & Abortion Hotline 1-833-246-2632
Reprocare Healthline a phone line that offers medical information and caring support during
miscarriage or an abortion with pills.
Exhale is the nation’s premiere organization addressing the emotional health and well-being
of individuals after abortion.

Resources for Providers:

Reproductive Health Access Project

o Toolkit for Integrating Abortion into Primary Care

o Phone Triage Call: Bleeding with Medication or Expectant Management of

Miscarriage

TEACH - Training in Early Abortion for Comprehensive Healthcare
Bixby Center for Global Reproductive Health, UCSF - Innovating Education in
Reproductive Health
RHEDI: Mainstreaming Abortion in Family Medicine — Education materials for family
medicine providers offering medication abortion.
Kaiser Family Foundation — The Availability and Use of Medication Abortion
Doxy.me & Doximity are tools for providers to conduct HIPAA compliant patient
interactions (messaging, telephone, video) Recommended by providers already offering
services but not reviewed by authors of this toolkit.
MY A.com — a network of primary care providers offering medication abortion

Useful Templates for Adaptation:

Patient, medication dispensing log

Mifepristone labels template

Misoprostol label templates (If sending two courses of misoprostol: first bottle, second
bottle)

Patient consent forms (Different from the FDA required Patient Agreement Form?*%)
Sample Patient Info. Sheet
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https://genbiopro.com/resources-provider/
https://genbiopro.com/wp-content/uploads/2019/05/genbiopro-is-it-right-for-you.pdf
https://genbiopro.com/wp-content/uploads/2019/07/GBP-MIF-637-Right-for-Me-Spanish.pdf
https://genbiopro.com/wp-content/uploads/2019/07/GBP-MIF-638-Right-for-Me-Chinese.pdf
https://genbiopro.com/wp-content/uploads/2019/07/GBP-MIF-639-Right-for-Me-Vietnamese.pdf
https://genbiopro.com/wp-content/uploads/2019/11/what-to-expect-genbiopro.pdf
https://genbiopro.com/wp-content/uploads/2020/02/GBP-MIF-601_What-to-Expect_121720_ESUS.pdf
https://genbiopro.com/wp-content/uploads/2020/02/GBP-MIF-601_What-to-Expect_121720_SCH.pdf
https://genbiopro.com/wp-content/uploads/2020/02/GBP-MIF-601_What-to-Expect_121720_VI.pdf
https://drive.google.com/file/d/1TuVC7IcbtN22aKTv3tWdfrtDcJJE83Kp/view?usp=sharing
https://www.reproductiveaccess.org/abortion/
https://www.reproductiveaccess.org/resource/sams-medication-abortion-zine/
https://www.reproductiveaccess.org/resource/mabfactsheet/
https://www.reproductiveaccess.org/resource/mabfactsheet-miso/
https://www.reproductiveaccess.org/resource/mab-patientinfo-previsit/
http://all-options.org/
http://all-options.org/
https://www.mahotline.org/
tel:+18332462632
https://abortionhotline.org/
https://exhaleprovoice.org/
https://www.reproductiveaccess.org/abortion/
https://www.reproductiveaccess.org/resource/toolkit-integrating-abortion-primary-care/
https://www.reproductiveaccess.org/resource/phone-triage-call-bleeding-with-medication-or-expectant-management-of-miscarriage/
https://www.reproductiveaccess.org/resource/phone-triage-call-bleeding-with-medication-or-expectant-management-of-miscarriage/
https://www.teachtraining.org/training-tools/early-abortion-training-workbook/
https://www.innovating-education.org/
https://www.innovating-education.org/
https://rhedi.org/education/rhedi-curriculum/
https://www.kff.org/womens-health-policy/fact-sheet/the-availability-and-use-of-medication-abortion/
https://doxy.me/
https://www.doximity.com/
http://mya.com/
https://drive.google.com/file/d/1SDqk1_XbTHChatuDARepm5_-jJ4l_fwP/view?usp=sharing
https://drive.google.com/file/d/1Arqj4DgO5Aidppp9ArFjLZXtElVyPF2a/view?usp=sharing
https://drive.google.com/file/d/1OryGC4Pz6yAZwKGVQQMFdPW-wWocsgBh/view?usp=sharing
https://drive.google.com/file/d/1jCzJ2x_4mm0h_KcDDnCCyth2qThy7N84/view?usp=sharing
https://drive.google.com/file/d/1jCzJ2x_4mm0h_KcDDnCCyth2qThy7N84/view?usp=sharing
https://drive.google.com/file/d/18V-G3Fi2gUVigns0zcNYTpvPR8rEp5Vd/view?usp=sharing
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifepristone_2019_04_11_Patient_Agreement_Form.pdf
https://drive.google.com/file/d/1TuVC7IcbtN22aKTv3tWdfrtDcJJE83Kp/view?usp=sharing

REFERENCES

1.

10

11.

12.

13.

14.

Fiastro AE, Sanan S, Jacob-Files E, et al. Remote delivery in reproductive health care: operation
of direct-to-patient telehealth medication abortion services in diverse settings. Ann Fam Med.
2022;20(4):336-342. doi:10.1370/afm.2821

. Godfrey EM, Thayer EK, Fiastro AE, Aiken ARA, Gomperts R. Family medicine provision of

online medication abortion in three US states during COVID-19. Contraception. 2021;104(1):54-
60. doi:10.1016/j.contraception.2021.04.026

. Donovan MK. Self-managed medication abortion: expanding the available options for U.S.

abortion care. Guttmacher Institute. October 17, 2018. Accessed October 3, 2022.
https://www.guttmacher.org/gpr/2018/10/self-managed-medication-abortion-expanding-
available-options-us-abortion-care

. World Health Organization. The prevention and management of unsafe abortion: report of a

technical working group, Geneva, 12-15 April 1992. 1993. Accessed October 3, 2022.
https://apps.who.int/iris/bitstream/handle/10665/59705/WHO_MSM_92.5.pdf?sequence=1&isAl
lowed=y

. Jones RK, Jerman J. Population group abortion rates and lifetime incidence of abortion: United

States, 2008-2014. Am J Public Health. 2017;107(12):1904-1909.
doi:10.2105/AJPH.2017.304042

. Abortion policy. American College of Obstetricians and Gynecologists. Updated May 2022.

Accessed October 3, 2022. https://www.acog.org/clinical-information/policy-and-position-
statements/statements-of-policy/2022/abortion-policy

. World Health Organization. Human rights including a supportive framework of law and policy.

In: Abortion care guideline. World Health Organization; 2022:7-12. Accessed October 3, 2022.
https://srhr.org/abortioncare/chapter-1/human-rights-including-a-supportive-framework-of-law-
and-policy/

. Foster DG, Biggs MA, Raifman S, Gipson J, Kimport K, Rocca CH. Comparison of health,

development, maternal bonding, and poverty among children born after denial of abortion vs
after pregnancies subsequent to an abortion. JAMA Pediatr. 2018;172(11):1053-1060.
doi:10.1001/jamapediatrics.2018.1785

. Foster DG, Biggs MA, Ralph L, Gerdts C, Roberts S, Glymour MM. Socioeconomic outcomes

of women who receive and women who are denied wanted abortions in the United States. Am J
Public Health. 2018;108(3):407-413. d0i:10.2105/AJPH.2017.304247

. Roberts SC, Biggs MA, Chibber KS, Gould H, Rocca CH, Foster DG. Risk of violence from the
man involved in the pregnancy after receiving or being denied an abortion. BMC Med.
2014;12:144. doi:10.1186/s12916-014-0144-z

Abortion: access and safety worldwide. The Lancet. 2018;391(10126):1121. 10.1016/S0140-
6736(18)30624-X

Gibson L. WHO puts abortifacients on its essential drug list. BMJ. 2005;331(7508):68.
doi:10.1136/bmj.331.7508.68-c

World Health Organization. WHO model list of essential medicines. March 2017. Ammended
August 2017. Accessed October 3, 2022.
https://apps.who.int/iris/bitstream/handle/10665/273826/EML-20-
eng.pdf?sequence=1&isAllowed=y

Drugs@FDA: FDA-approved drugs. U.S. Food & Drug Administration. Accessed October 3,
2022.
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&AppINo=
020687

ACCESS, DELIVERED | TOOLKIT FOR PROVIDERS 31



https://www.guttmacher.org/gpr/2018/10/self-managed-medication-abortion-expanding-available-options-us-abortion-care
https://www.guttmacher.org/gpr/2018/10/self-managed-medication-abortion-expanding-available-options-us-abortion-care
https://apps.who.int/iris/bitstream/handle/10665/59705/WHO_MSM_92.5.pdf?sequence=1&isAllowed=y
https://apps.who.int/iris/bitstream/handle/10665/59705/WHO_MSM_92.5.pdf?sequence=1&isAllowed=y
https://www.acog.org/clinical-information/policy-and-position-statements/statements-of-policy/2022/abortion-policy
https://www.acog.org/clinical-information/policy-and-position-statements/statements-of-policy/2022/abortion-policy
https://srhr.org/abortioncare/chapter-1/human-rights-including-a-supportive-framework-of-law-and-policy/
https://srhr.org/abortioncare/chapter-1/human-rights-including-a-supportive-framework-of-law-and-policy/
https://apps.who.int/iris/bitstream/handle/10665/273826/EML-20-eng.pdf?sequence=1&isAllowed=y
https://apps.who.int/iris/bitstream/handle/10665/273826/EML-20-eng.pdf?sequence=1&isAllowed=y
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=020687
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=020687

15. Mifeprex (mifepristone) information. U.S. Food & Drug Administration. Accessed October 3,
2022. https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-
providers/mifeprex-mifepristone-information

16. U.S. Food & Drug Administration. Mifeprex FDA REMS-modification. April 11, 2019.
Accessed October 3, 2022.
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2019/0206870rig1s022ltr.pdf

17. FDA response to ACOG April 2021. American Civil Liberties Union. April 12, 2021. Accessed
October 3, 2022. https://www.aclu.org/letter/fda-response-acog-april-2021

18. American College of Obstetricians and Gynecologists v United States Food and Drug
Administration et al, No. 8:2020cv01320 (D MD 2020). Accessed October 3, 2022.
https://www.pacermonitor.com/public/case/34348798/American_College_of Obstetricians__ G
ynecologists_et al v_United_States Food and_Drug_Administration_et al

19. Questions and answers on mifeprex. U.S. Food & Drug Administration. Accessed October 3,
2022. https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-
providers/questions-and-answers-mifeprex

20. Raymond EG, Blanchard K, Blumenthal PD, et al. Sixteen years of overregulation: time to
unburden mifeprex. N Engl J Med. 2017;376(8):790-794. doi:10.1056/NEJMsb1612526

21. Thompson TA, Seymour JW, Melville C, Khan Z, Mazza D, Grossman D. An observational
study of patient experiences with a direct-to-patient telehealth abortion model in Australia. BMJ
Sex Reprod Health. 2022;48(2):103-109. doi:10.1136/bmjsrh-2021-201259

22. Fix L, Seymour JW, Sandhu MV, Melville C, Mazza D, Thompson TA. At-home telemedicine
for medical abortion in Australia: a qualitative study of patient experiences and
recommendations. BMJ Sex Reprod Health. 2020;46(3):172-176. doi:10.1136/bmjsrh-2020-
200612

23. Bygdeman M, Swahn ML. Progesterone receptor blockage: effect on uterine contractility and
early pregnancy. Contraception. 1985;32(1):45-51. doi:10.1016/0010-7824(85)90115-5

24. Swahn ML, Bygdeman M. The effect of the antiprogestin RU 486 on uterine contractility and
sensitivity to prostaglandin and oxytocin. Br J Obstet Gynaecol. 1988;95(2):126-134.
doi:10.1111/j.1471-0528.1988.th06840.x

25. Wildschut H, Both MI, Medema S, Thomee E, Wildhagen MF, Kapp N. Medical methods for
mid-trimester termination of pregnancy. Cochrane Database Syst Rev. 2011;(1):CD005216.
doi:10.1002/14651858.CD005216.pub2

26. Kulier R, Kapp N, Gulmezoglu AM, Hofmeyr GJ, Cheng L, Campana A. Medical methods for
first trimester abortion. Cochrane Database Syst Rev. 2011;(11):CD002855.
doi:10.1002/14651858.CD002855.pub4

27. Safe abortion: technical and policy guidance for health systems. Reprod Health Matters.
2012;20(39):205-207. doi:10.1016/S0968-8080(12)39623-7

28. Tang J, Kapp N, Dragoman M, de Souza JP. WHO recommendations for misoprostol use for
obstetric and gynecologic indications. Int J Gynaecol Obstet. 2013;121(2):186-189.
doi:10.1016/j.ijg0.2012.12.009

29. World Health Organization. Medical Management of Abortion. World Health Organization;
2018.

30. World Health Organization. Health Worker Roles in Providing Safe Abortion Care and Post-
Abortion Contraception. World Health Organization; 2015.

31. Telehealth care for medication abortion workflow. Reproductive Health Access Project. March
2020. Updated June 2022. https://www.reproductiveaccess.org/resource/telehealth-care-for-
mab-workflow/03-2020-no-touch-mab-workflow-final/

32. Raymond E, Grossman D, Mark A, et al. Medication abortion: a sample protocol for increasing
access during a pandemic and beyond. UC Davis. 2021. Accessed October 3, 2022.
https://escholarship.org/uc/item/02v2t0n9

ACCESS, DELIVERED | TOOLKIT FOR PROVIDERS 32



https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/mifeprex-mifepristone-information
https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/mifeprex-mifepristone-information
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2019/020687Orig1s022ltr.pdf
https://www.aclu.org/letter/fda-response-acog-april-2021
https://www.pacermonitor.com/public/case/34348798/American_College_of_Obstetricians__Gynecologists_et_al_v_United_States_Food_and_Drug_Administration_et_al
https://www.pacermonitor.com/public/case/34348798/American_College_of_Obstetricians__Gynecologists_et_al_v_United_States_Food_and_Drug_Administration_et_al
https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/questions-and-answers-mifeprex
https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/questions-and-answers-mifeprex
https://escholarship.org/uc/item/02v2t0n9

33.

34.

35.

36.
37.

38.

39.

40.

41.

42.

43.

44,

45.

46.

47.

48.

49.

Royal College of Obsetricians and Gynaecologists. Coronavirus (COVID-19) infection and
abortion care: information for healthcare professionals. July 31, 2020. Accessed October 3,
2022. https://www.rcog.org.uk/media/bbhpl2ga/2020-07-31-coronavirus-covid-19-infection-
and-abortion-care.pdf

COVID-19 FAQs for obstetrician — gynecologists, gynecology. American College of
Obstetricians and Gynecologists. Accessed October 3, 2022.
https://www.acog.org/en/Clinical%20Information/Physician%20FAQs/COVID19%20FAQs%2
0for%200b%20Gyns%20Gynecology

Abortion & COVID-19. National Abortion Federation. Accessed October 3, 2022.
https://prochoice.org/abortion-covid-19/

World Health Organization. Abortion care guideline. World Health Organization; 2022.
ACOG statement on court’s order lifting burdensome FDA restriction. American College of
Obstetricians and Gynecologists. July 13, 2020. Accessed October 3, 2022.
https://www.acog.org/en/News/News%20Releases/2020/07/ACOG%20Statement%200n%20C
ourts%200rder%20L.ifting%20Burdensome%20FDA%20Restriction

Schreiber CA, Creinin MD, Atrio J, Sonalkar S, Ratcliffe SJ, Barnhart KT. Mifepristone
pretreatment for the medical management of early pregnancy loss. N Engl J Med.
2018;378(23):2161-2170. d0i:10.1056/NEJMo0al715726

Donovan MK. Medication abortion and the changing abortion landscape. Guttmacher Institute.
September 26, 2019. Accessed October 3, 2022.
https://www.guttmacher.org/article/2019/09/medication-abortion-and-changing-abortion-
landscape

Popinchalk A, Sedgh G. Trends in the method and gestational age of abortion in high-income
countries. BMJ Sex Reprod Health. 2019;45(2):95-103. doi:10.1136/bmjsrh-2018-200149
Jones RK, Nash E, Cross L, Philbin J, Kirstein M. Medication abortion now accounts for more
than half of all US abortions. Guttmacher Institute. February 24, 2022. Accessed October 3,
2022. https://www.guttmacher.org/article/2022/02/medication-abortion-now-accounts-more-
half-all-us-abortions

Jones RK, Witwer E, Jerman J. Abortion incidence and service availability in the United States,
2017. Guttmacher Institute. September 2019. Accessed October 3, 2022.
https://www.guttmacher.org/report/abortion-incidence-service-availability-us-2017

Grimes DA, Creinin MD. Induced abortion: an overview for internists. Ann Intern Med.
2004;140(8):620-626. doi:10.7326/0003-4819-140-8-200404200-00009

Fjerstad M, Sivin I, Lichtenberg ES, Trussell J, Cleland K, Cullins V. Effectiveness of medical
abortion with mifepristone and buccal misoprostol through 59 gestational days. Contraception.
2009;80(3):282-286. doi:10.1016/j.contraception.2009.03.010

Chen MJ, Creinin MD. Mifepristone with buccal misoprostol for medical abortion: a systematic
review. Obstet Gynecol. 2015;126(1):12-21. doi:10.1097/A0G.0000000000000897

Creinin MD, Fox MC, Teal S, et al. A randomized comparison of misoprostol 6 to 8 hours
versus 24 hours after mifepristone for abortion. Obstet Gynecol. 2004;103(5 Pt 1):851-859.
doi:10.1097/01.A0G.0000124271.23499.84

Castleman L, Kapp N, eds. Clinical Updates in Reproductive Health. Ipas; 2020. Accessed
October 3, 2022. https://www.ipas.org/wp-
content/uploads/2020/08/ClinicalUpdatesInReproductiveHealthCURHE20-English-digital.pdf
Hamoda H, Ashok PW, Flett GM, Templeton A. Medical abortion at 9-13 weeks' gestation: a
review of 1076 consecutive cases. Contraception. 2005;71(5):327-332.
doi:10.1016/j.contraception.2004.10.015

Hamoda H, Ashok PW, Flett GM, Templeton A. Medical abortion at 64 to 91 days of gestation:
a review of 483 consecutive cases. Am J Obstet Gynecol. 2003;188(5):1315-1319.
d0i:10.1067/mob.2003.267

ACCESS, DELIVERED | TOOLKIT FOR PROVIDERS 33



https://www.rcog.org.uk/media/bbhpl2qa/2020-07-31-coronavirus-covid-19-infection-and-abortion-care.pdf
https://www.rcog.org.uk/media/bbhpl2qa/2020-07-31-coronavirus-covid-19-infection-and-abortion-care.pdf
https://www.acog.org/en/Clinical%20Information/Physician%20FAQs/COVID19%20FAQs%20for%20Ob%20Gyns%20Gynecology
https://www.acog.org/en/Clinical%20Information/Physician%20FAQs/COVID19%20FAQs%20for%20Ob%20Gyns%20Gynecology
https://prochoice.org/abortion-covid-19/
https://www.acog.org/en/News/News%20Releases/2020/07/ACOG%20Statement%20on%20Courts%20Order%20Lifting%20Burdensome%20FDA%20Restriction
https://www.acog.org/en/News/News%20Releases/2020/07/ACOG%20Statement%20on%20Courts%20Order%20Lifting%20Burdensome%20FDA%20Restriction
https://www.guttmacher.org/article/2019/09/medication-abortion-and-changing-abortion-landscape
https://www.guttmacher.org/article/2019/09/medication-abortion-and-changing-abortion-landscape
https://www.guttmacher.org/article/2022/02/medication-abortion-now-accounts-more-half-all-us-abortions
https://www.guttmacher.org/article/2022/02/medication-abortion-now-accounts-more-half-all-us-abortions
https://www.guttmacher.org/report/abortion-incidence-service-availability-us-2017
https://www.ipas.org/wp-content/uploads/2020/08/ClinicalUpdatesInReproductiveHealthCURHE20-English-digital.pdf
https://www.ipas.org/wp-content/uploads/2020/08/ClinicalUpdatesInReproductiveHealthCURHE20-English-digital.pdf

50.

51.

52.

53.

54.

55.

56.

o7.

58.

59.

60.

61.

62.

63.

64.

65.

66.

Jayaweera RT, Moseson H, Gerdts C. Misoprostol in the era of COVID-19: a love letter to the
original medical abortion pill. Sex Reprod Health Matters. 2020;28(1):1829406.
d0i:10.1080/26410397.2020.1829406

Raymond EG, Harrison MS, Weaver MA. Efficacy of misoprostol alone for first-trimester
medical abortion: a systematic review. Obstet Gynecol. 2019;133(1):137-147.
doi:10.1097/A0G.0000000000003017

CEDES and Gynuity Health Projects. Guidance for providers offering misoprostol alone for
abortion amidst COVID-19. June 2020. Accessed October 3, 2022.
https://gynuity.org/assets/resources/MA-Covid-English-Mobile.pdf

Abortion education — online courses for medical abortion. How To Use Abortion Pill. Accessed
October 3, 2022. https://www.howtouseabortionpill.org/online-courses/students/

Fleming M, Shih G, Goodman S and the TEACH Collaborative Working Group. TEACH
Abortion Training Curriculum. 71" ed. UCSF Bixby Center for Global Reproductive Health;
2022. Accessed October 3, 2022. https://www.teachtraining.org/training-tools/abortion-training-
curriculum/

Innovating Education in Reproductive Health. Bixby Center for Global Reproductive Health.
Accessed October 3, 2022. https://www.innovating-education.org/

The availability and use of medication abortion. Kaiser Family Foundation. April 6, 2022.
Accessed October 3, 2022. https://www.kff.org/womens-health-policy/fact-sheet/the-
availability-and-use-of-medication-abortion/

Tschann M. Society of family planning: uptake of no-test protocols. Presented at: Mifepristone
Meeting: A flexible tool in difficult times; September 1, 2020.

Aiken ARA, Digol I, Trussell J, Gomperts R. Self reported outcomes and adverse events after
medical abortion through online telemedicine: population based study in the Republic of Ireland
and Northern Ireland. BMJ. 2017;357:j2011. d0i:10.1136/bmj.j2011

Gomperts RJ, Jelinska K, Davies S, Gemzell-Danielsson K, Kleiverda G. Using telemedicine
for termination of pregnancy with mifepristone and misoprostol in settings where there is no
access to safe services. BJOG. 2008;115(9):1171-1175; discussion 1175-1178.
doi:10.1111/5.1471-0528.2008.01787.x

Abortion access and safety with COVID-19 — March 2020 guidance. International Federation of
Gynecology and Obstetrics (FIGO). March 30, 2020. Accessed October 3, 2022.
https://www.figo.org/abortion-access-and-safety-covid-19-march-2020-guidance

Raymond EG, Tan YL, Comendant R, et al. Simplified medical abortion screening: a
demonstration project. Contraception. 2018;97(4):292-296.
doi:10.1016/j.contraception.2017.11.005

Raymond EG, Bracken H. Early medical abortion without prior ultrasound. Contraception.
2015;92(3):212-214. doi:10.1016/j.contraception.2015.04.008

Schonberg D, Wang LF, Bennett AH, Gold M, Jackson E. The accuracy of using last menstrual
period to determine gestational age for first trimester medication abortion: a systematic review.
Contraception. 2014;90(5):480-487. doi:10.1016/j.contraception.2014.07.004

Upadhyay UD, Raymond EG, Koenig LR, et al. Outcomes and safety of history-based
screening for medication abortion: a retrospective multicenter cohort study. JAMA Intern Med.
2022;182(5):482-491. doi:10.1001/jamainternmed.2022.0217

Horvath S, Tsao P, Huang ZY, et al. The concentration of fetal red blood cells in first-trimester
pregnant women undergoing uterine aspiration is below the calculated threshold for Rh
sensitization. Contraception. 2020;102(1):1-6. doi:10.1016/j.contraception.2020.02.011
Horvath S, Goyal V, Traxler S, Prager S. Society of Family Planning committee consensus on
Rh testing in early pregnancy. Contraception. 2022;114:1-5.
doi:10.1016/j.contraception.2022.07.002

ACCESS, DELIVERED | TOOLKIT FOR PROVIDERS 34



https://gynuity.org/assets/resources/MA-Covid-English-Mobile.pdf
https://www.howtouseabortionpill.org/online-courses/students/
https://www.teachtraining.org/training-tools/abortion-training-curriculum/
https://www.teachtraining.org/training-tools/abortion-training-curriculum/
https://www.innovating-education.org/
https://www.kff.org/womens-health-policy/fact-sheet/the-availability-and-use-of-medication-abortion/
https://www.kff.org/womens-health-policy/fact-sheet/the-availability-and-use-of-medication-abortion/
https://www.figo.org/abortion-access-and-safety-covid-19-march-2020-guidance

67.

68.

69.

70.

71.

72.

73.

74.

75.

76.

77.

78.

79.

80.

81.

82.

83.

84.

World Health Organization. Clinical Practice Handbook for Safe Abortion. World Health
Organization; 2014. Accessed October 3, 2022.
https://www.ncbi.nlm.nih.gov/books/NBK190099/

American College of Obstetricians and Gynecologists' Committee on Practice Bulletins-
Gynecology Society of Family Planning. Medication abortion up to 70 Days of gestation:
ACOG Practice Bulletin, Number 225. Obstet Gynecol. 2020;136(4):e31-e47.
doi:10.1097/A0G.0000000000004082

The Royal College of Obstetricians and Gynaecologists. Best practice in abortion care. 2015.
Updated 2022. Accessed October 3, 2022. https://www.rcog.org.uk/media/geify5bx/abortion-
care-best-practice-paper-april-2022.pdf

Dalvie S, Frye L, Prine L, eds. Abortion using misoprostol pills: a guide for all pregnant people
seeking to self-manage their abortion (SMA). International Women’s Health Coalition.
Accessed October 3, 2022, https://31u5ac2nrwj6247cyal53vw9-wpengine.netdna-ssl.com/wp-
content/uploads/2016/12/IWHC_SMA _Guidelines-EN.pdf

Godfrey EM, Fiastro AE, Jacob-Files EA, et al. Factors associated with successful
implementation of telehealth abortion in 4 United States clinical practice settings.
Contraception. 2021;104(1):82-91. doi:10.1016/j.contraception.2021.04.021

Long A. Ryan Program Webinar: Ask Abby: An Introduction to Adding Mifeprex on the
Formulary and Q&A. Presented August 20, 2020.

Federal court blocks FDA restriction that unnecessarily imposes COVID-19 risks on patients
seeking abortion care. American Civil Liberties Union. July 13, 2020. Accessed October 3,
2022. https://www.aclu.org/press-releases/federal-court-blocks-fda-restriction-unnecessarily-
imposes-covid-19-risks-patients

Mifeprex (Mifepristone) Drug Label. U.S. Food & Drug Administration. Accessed October 3,
2022. https://www.accessdata.fda.gov/drugsatfda_docs/label/2004/020687s010-1bl.pdf

U.S. Postal Service. Controlled Substances and Drugs, Mailability 453.32 Drugs (Other Than
Controlled Substances).

Tracking the states where abortion is now banned. The New York Times. Updated September 23,
2022. Accessed October 3, 2022. https://www.nytimes.com/interactive/2022/us/abortion-laws-
roe-v-wade.html

An overview of abortion laws. Guttmacher Institute. Accessed October 3, 2022.
https://www.guttmacher.org/state-policy/explore/overview-abortion-laws#

The Policy Surveillance Program: A LawAitlas Project. Temple University Beasley School of
Law. Accessed October 3, 2022. https://lawatlas.org/

Federation of State Medical Boards. Telemedicine polices. Updated August 2022. Accessed
October 3, 2022. https://www.fsmb.org/siteassets/advocacy/key-
issues/telemedicine_policies_by state.pdf

The Center for Connected Health Policy. Accessed October 3, 2022,
https://www.cchpca.org/telehealth-policy/current-state-laws-and-reimbursement-policies#
2021 DPC laws + pilots. Direct Primary Care Frontier. Accessed October 3, 2022.
https://www.dpcfrontier.com/states

State level telehealth policies. Power to Decide. Accessed October 3, 2022.
https://powertodecide.org/what-we-do/access/telehealth-policy/medicaid/table

Dehlendorf CE, Grumbach K. Medical liability insurance as a barrier to the provision of
abortion services in family medicine. Am J Public Health. 2008;98(10):1770-1774.
doi:10.2105/AJPH.2008.136325

Reproductive Health Access Project. Integrating early abortion services into primary care.
September 2019. Accessed October 3, 2022. https://www.reproductiveaccess.org/wp-
content/uploads/2014/12/integrating_abortion.pdf

ACCESS, DELIVERED | TOOLKIT FOR PROVIDERS 35



https://www.ncbi.nlm.nih.gov/books/NBK190099/
https://www.rcog.org.uk/media/geify5bx/abortion-care-best-practice-paper-april-2022.pdf
https://www.rcog.org.uk/media/geify5bx/abortion-care-best-practice-paper-april-2022.pdf
https://31u5ac2nrwj6247cya153vw9-wpengine.netdna-ssl.com/wp-content/uploads/2016/12/IWHC_SMA_Guidelines-EN.pdf
https://31u5ac2nrwj6247cya153vw9-wpengine.netdna-ssl.com/wp-content/uploads/2016/12/IWHC_SMA_Guidelines-EN.pdf
https://www.aclu.org/press-releases/federal-court-blocks-fda-restriction-unnecessarily-imposes-covid-19-risks-patients
https://www.aclu.org/press-releases/federal-court-blocks-fda-restriction-unnecessarily-imposes-covid-19-risks-patients
https://www.accessdata.fda.gov/drugsatfda_docs/label/2004/020687s010-lbl.pdf
https://www.nytimes.com/interactive/2022/us/abortion-laws-roe-v-wade.html
https://www.nytimes.com/interactive/2022/us/abortion-laws-roe-v-wade.html
https://www.guttmacher.org/state-policy/explore/overview-abortion-laws
https://lawatlas.org/
https://www.fsmb.org/siteassets/advocacy/key-issues/telemedicine_policies_by_state.pdf
https://www.fsmb.org/siteassets/advocacy/key-issues/telemedicine_policies_by_state.pdf
https://www.cchpca.org/telehealth-policy/current-state-laws-and-reimbursement-policies
https://www.dpcfrontier.com/states
https://powertodecide.org/what-we-do/access/telehealth-policy/medicaid/table
https://www.reproductiveaccess.org/wp-content/uploads/2014/12/integrating_abortion.pdf
https://www.reproductiveaccess.org/wp-content/uploads/2014/12/integrating_abortion.pdf

85.

86.

87.

88.

89.

90.

91.

92.

93.

94.

95.

96.

97.

98.

99.

FAQs on integrating abortion into community health centers. Reproductive Health Access
Project. July 7, 2022. Accessed October 3, 2022.
https://www.reproductiveaccess.org/resource/fags-integrating-abortion-community-health-
centers/

Grossman D, Grindlay K. Safety of medical abortion provided through telemedicine compared
with in person. Obstet Gynecol. 2017;130(4):778-782. doi:10.1097/A0G.0000000000002212
Dawson AJ, Buchan J, Duffield C, Homer CS, Wijewardena K. Task shifting and sharing in
maternal and reproductive health in low-income countries: a narrative synthesis of current
evidence. Health Policy Plan. 2014;29(3):396-408. doi:10.1093/heapol/czt026

Grindlay K, Lane K, Grossman D. Women's and providers' experiences with medical abortion
provided through telemedicine: a qualitative study. Womens Health Issues. 2013;23(2):e117-22.
doi:10.1016/j.whi.2012.12.002

Gentry MT, Puspitasari AJ, McKean AJ, et al. Clinician satisfaction with rapid adoption and
implementation of telehealth services during the COVID-19 pandemic. Telemed J E Health.
2021;27(12):1385-1392. doi:10.1089/tmj.2020.0575

Zhu D, Paige SR, Slone H, et al. Exploring telemental health practice before, during, and after
the COVID-19 pandemic. J Telemed Telecare. 2021:1357633X211025943.
doi:10.1177/1357633X211025943

Lee NT, Yaraghi N, Lai S. The roadmap to telehealth efficacy: care, health, and digital equities.
Governance Studies at Brookings. July 2022. Accessed October 3, 2022.
https://www.brookings.edu/wp-content/uploads/2022/07/GS_07262022-TelehealthReport.pdf
Singh A. The telehealth toolkit. Accessed October 3, 2022. https://thetelehealthtoolkit.com/
Getting started with telehealth. U.S. Department of Health & Human Services. Updated August
26, 2022. Accessed October 3, 2022. https://telehealth.hhs.gov/providers/getting-started/

Rural telehealth toolkit. Rural Health Information Hub. Accessed October 3, 2022.
https://www.ruralhealthinfo.org/toolkits/telehealth

Pollack L. Medication Abortion. Innovating Education in Reproductive Health. Accessed
October 3, 2022. https://www.innovating-education.org/2019/05/medication-abortion/

Chen MJ, Rounds KM, Creinin MD, Cansino C, Hou MY. Comparing office and telephone
follow-up after medical abortion. Contraception. 2016;94(2):122-126.
doi:10.1016/j.contraception.2016.04.007

Perriera LK, Reeves MF, Chen BA, Hohmann HL, Hayes J, Creinin MD. Feasibility of
telephone follow-up after medical abortion. Contraception. 2010;81(2):143-149.
doi:10.1016/j.contraception.2009.08.008

Clark W, Bracken H, Tanenhaus J, Schweikert S, Lichtenberg ES, Winikoff B. Alternatives to a
routine follow-up visit for early medical abortion. Obstet Gynecol. 2010;115(2 Pt 1):264-272.
doi:10.1097/A0G.0b013e3181¢c996f3

Cameron ST, Glasier A, Johnstone A, Dewart H, Campbell A. Can women determine the
success of early medical termination of pregnancy themselves? Contraception. 2015;91(1):6-11.
doi:10.1016/j.contraception.2014.09.009

100. Rossi B, Creinin MD, Meyn LA. Ability of the clinician and patient to predict the outcome of

mifepristone and misoprostol medical abortion. Contraception. 2004;70(4):313-317.
doi:10.1016/j.contraception.2004.04.005

101. Goldberg AB, Fulcher IR, Fortin J, et al. Mifepristone and misoprostol for undesired

pregnancy of unknown location. Obstet Gynecol. 2022;139(5):771-780.
doi:10.1097/A0G.0000000000004756

102. World Health Organization. Clinical services recommendation 34: follow-up care or additional

services after abortion. In: Abortion care guideline. World Health Organization; 2022:79-80.
Accessed October 3, 2022. https://srhr.org/abortioncare/chapter-3/post-abortion-3-5/clinical-
services-recommendation-34-follow-up-care-or-additional-services-after-abortion-3-5-1/

ACCESS, DELIVERED | TOOLKIT FOR PROVIDERS 36



https://www.reproductiveaccess.org/resource/faqs-integrating-abortion-community-health-centers/
https://www.reproductiveaccess.org/resource/faqs-integrating-abortion-community-health-centers/
https://www.brookings.edu/wp-content/uploads/2022/07/GS_07262022-TelehealthReport.pdf
https://thetelehealthtoolkit.com/
https://telehealth.hhs.gov/providers/getting-started/
https://www.ruralhealthinfo.org/toolkits/telehealth
https://www.innovating-education.org/2019/05/medication-abortion/
https://srhr.org/abortioncare/chapter-3/post-abortion-3-5/clinical-services-recommendation-34-follow-up-care-or-additional-services-after-abortion-3-5-1/
https://srhr.org/abortioncare/chapter-3/post-abortion-3-5/clinical-services-recommendation-34-follow-up-care-or-additional-services-after-abortion-3-5-1/

103. Mifeprex (mifepristone) patient agreement form. U.S. Food & Drug Administration. Accessed
October 3, 2022.
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifepristone_2019 04 11 Patient_Agre
ement_Form.pdf

104. Abortion reporting requirements. Guttmacher Institute. Accessed October 3, 2022.
https://www.guttmacher.org/state-policy/explore/abortion-reporting-requirements

105. Mifeprex (mifepristone) prescriber agreement form. U.S. Food & Drug Administration.
Accessed October 3, 2022.
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifeprex 2016-03-

29 Prescriber_Agreement_Form.pdf

106. Ehrenreich K, Biggs MA, Grossman D. Making the case for advance provision of mifepristone
and misoprostol for abortion in the United States. BMJ Sex Reprod Health. 2021.
doi:10.1136/bmjsrh-2021-201321

107. Nash CM, Philp L, Shah P, Murphy KE. Letrozole pretreatment prior to medical termination
of pregnancy: a systematic review. Contraception. 2018;97(6):504-509. doi:
10.1016/j.contraception.2017.11.003

ACCESS, DELIVERED | TOOLKIT FOR PROVIDERS 37



https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifepristone_2019_04_11_Patient_Agreement_Form.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifepristone_2019_04_11_Patient_Agreement_Form.pdf
https://www.guttmacher.org/state-policy/explore/abortion-reporting-requirements
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifeprex_2016-03-29_Prescriber_Agreement_Form.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/rems/Mifeprex_2016-03-29_Prescriber_Agreement_Form.pdf

	INTRODUCTION
	THE TEAM
	RELEVANT DEFINITIONS
	EXECUTIVE SUMMARY
	BACKGROUND
	MEDICATION ABORTION: The basics
	Key Points
	What is medication abortion?
	Evidence-based no-test protocols
	Table 1. Mife/miso combination medication abortion protocols
	Table 2. Outline and summary of miso-alone medication abortion protocols


	PREPARE & LAUNCH: Setting up early abortion care
	Key Points
	Restrictions on mifepristone
	Establish a provider agreement with a distributor
	Two models to dispense mifepristone
	Mail-order pharmacy dispensing
	Clinic or pharmacy stock dispensing

	Regulatory Compliance
	State Abortion Laws
	State Telemedicine Laws

	Professional Liability Insurance
	Considerations for incorporating abortion care into clinical practices:

	IMPLEMENTATION: Providing abortion care
	Key Points
	Telemedicine & consultation approaches
	Synchronous telemedicine consultations, face-to-face
	Asynchronous telemedicine consultations, E-visit

	Patient medication abortion intake and consultation
	Patient medication abortion follow-up
	Medication abortion record keeping and reporting

	OPPORTUNITIES: Expanding abortion access
	Key points
	Advanced provision of medication abortion pills
	Combination regimen letrozole and misoprostol

	ADDITIONAL RESOURCES
	REFERENCES

