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During the pandemic, the U.S. Food & Drug Administration (FDA) came under fire for the
conditions it had long had in place on the prescription of mifepristone, the abortion pill.
Advocates said that the drug could be safely dispensed by telemedicine, shipped by mail, and
managed by the patients themselves and argued this was an option women needed while COVID
was monopolizing the time and attention of health care providers. After the Biden administration
agreed to suspend these regulations during the national health crisis, advocates pushed for the
FDA to make suspension of these regulations permanent. These pleas to loosen limits and
“expand access” ignore the long list and troubling record of significant medical concerns that
motivated and continues to justify those limitations.

The REMS regulations imposed on mifepristone were a reasonable response by the FDA to
concerns it had about the drug’s safety.
According to the U.S. Food & Drug Administration (FDA),

A Risk Evaluation and Mitigation Strategy (REMS) is a drug safety program that the
U.S. Food and Drug Administration (FDA) can require for certain medications with
serious safety concerns to help ensure the benefits of the medication outweigh its risks.
REMS are designed to reinforce medication use behaviors and actions that support the
safe use of that medication.'

In light of the “serious safety concerns,” some detailed below, the FDA imposed the following
conditions on prescribers ordering mifepristone, the drug used in most chemical abortions in the
U.S., requiring that they have the ability to:

» assess the duration of pregnancy accurately

* diagnose ectopic pregnancies

* provide surgical intervention in cases of incomplete abortion or severe bleeding or have
made plans to provide such care through others.

» assure patient access to medical facilities equipped to provide blood transfusions and
resuscitation, if necessary.



NRLIFE Report Defense of Mifepristone REMS, p 2

Healthcare providers prescribing the drugs must also review the FDA’s Patient Agreement Form
with the patient describing the procedure, major risks, and symptoms that should prompt the
patient to seek emergency help. Both patient and prescriber are to sign the agreement; one copy
going in the patient’s medical record and the other being given to the patient along with a more
detailed Medication Guide.

Any patient deaths are to be reported to the pill’s authorized distributor. The pills are only to be
distributed to clinics, medical offices or hospitals “by or under the supervision of a certified
prescriber” (i.e., ones who have completed the certification process).

The distributor is to keep records and ensure that appropriate processes are being followed. Pills
are not to be shipped to prescribers who become decertified. The distributor is to report any
deaths of mifepristone patients to the FDA within 15 days of receiving such information.>

The FDA has had restrictions on the distribution of mifepristone from the time it first approved
marketing in September of 2000. Over the years it has modified its label, issued warnings, and
reinforced and extended these restrictions in light of issues and injuries that have come to light.?

Current REMS were issued in March of 2016 and, despite their suspension, remain on the books,
reflecting the FDA’s considered medical opinion and ongoing concerns about the drug based on
over a decade and a half of experience with the drug.

Even when they work, these abortions are bloody, painful, time-consuming... and
complicated.

The popular image of the drug induced chemical abortion as a relatively quick, easy, and
painless procedure is at odds with the medical record and the experience of women who have
actually taken the abortion pills.

The standard chemical or “medical” abortion, even when successful, involves several steps, not
one, but two drugs, multiple pills, taken over a period of a couple of days, involving substantial
pain and bleeding that may take weeks to be complete.

To be used as safely and effectively as possible, potential patients should be screened to make
sure they are not over the gestational limit, do not have an ectopic pregnancy, and have no
allergies or conditions that would make the pills ineffective or dangerous.*

Once a patient has been identified as an acceptable candidate for chemical abortion, a healthcare
professional should instruct them as to the proper use and timing of the pills and counsel them on
how to recognize signs of infection or abnormal bleeding that may require emergency treatment.
The importance of a follow up assessment to determine success of the abortion is to be stressed
as “prolonged heavy vaginal bleeding is not proof of a complete abortion.”

The process will not be over quickly. Unlike surgical abortion, which may be over and done in
five to ten minutes,® abortion pills take time to do their work. The mifepristone shuts down the
support system sustaining and protecting the developing embryo,” and then the second drug
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stimulates powerful contractions to expel the emaciated corpse.® Heavy cramping and bleeding
are standard parts of the process and may continue on for days or even weeks, perhaps long after
the baby has passed.’

While the abortion is happening, it may involve many anxious and uncomfortable moments
where a woman is trying to determine whether the amount of pain she is experiencing and the
amount of blood she is losing is normal or a sign of something gone wrong.' She may find it
psychologically challenging encountering and disposing of her aborted child."

A chemical abortion which is “painful, messy, and protracted,” as TIME magazine described it
during U.S. trials of mifepristone in 1994, is hardly unusual.'? If anything, it has proven to be the
norm.

They don’t always work. And that can be a problem.
Even used within the framework set by the FDA, the medical abortion protocol has a significant
failure rate. According to the FDA’s “Medication Guide” provided to patients,

About 2 to 7 out of 100 women taking Mifeprex will need a surgical procedure because
the pregnancy did not completely pass from the uterus or to stop bleeding."

For those who wish to continue their abortions, failure means, at a minimum, more medications,
more waiting, and the possibility of a trip back to the clinic for the surgery they wished to avoid,
along with all its risks.

Those are not insignificant numbers. We do not know exactly how many women attempted
these abortions in 2017, but we do know that there were 339,640 chemical abortions recorded
that year by the Guttmacher Institute.'* If these represented only the successful abortions, a two
percent failure rate that year would have meant incomplete or failed chemical abortions for 6,931
women; seven percent would be 24,260." If growth in these types of abortions has continued
since 2017, the numbers would be higher still.

Failure rates increase as gestation increases.'® With abortion providers publicly advertising
willingness to perform these abortions at gestations beyond those specified on the FDA label,
failed and incomplete abortion may be a problem for even more women."”

Again, failure of the drugs means, for many of these women, surgery to complete the abortion or
to stop the bleeding.

High failure rates provide an additional source of anxiety for women having chemical abortions
who may be uncertain if the baby has passed. Some women see the passage of the fetus and have
a clear sense that the abortion is over (though bleeding may continue for several days). But
others may cramp and bleed and pass clots without identifying the corpse. It is entirely possible
to think one has aborted when one has not, or to think one has not and find out later one has.
Absent some clear visual confirmation, an especially sensitive pregnancy test or a professional
examination, some level of uncertainty is entirely warranted.'®
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There are several serious medical conditions for which health care professionals must
screen potential chemical abortion patients.

The FDA has identified several conditions or contraindications which might render the use of
mifepristone and misoprostol ineffective or dangerous. The label lists:

 Confirmed or suspected ectopic pregnancy or undiagnosed adnexal mass.
* Chronic adrenal failure

* Concurrent long-term corticosteroid therapy

* History of allergy to mifepristone, misoprostol, or other prostaglandins

* Hemorrhagic disorders or concurrent anticoagulant therapy

* Inherited porphyrias

» Use in patients with an intrauterine device (“IUD”) in place."”

Some of these conditions are more common than others and easily remedied (e.g., a woman can
use mifepristone once her IUD is removed) but others carry potential for great harm if ignored.

Ectopic Pregnancy

Mifepristone and misoprostol do not work in circumstances of ectopic pregnancy, where the
embryo attaches outside of the uterus. Ectopic pregnancy is a fairly common event, occurring in
1-2% of all pregnancies, so this is no small matter.”” It is estimated that ectopic pregnancy
complications account for up to 9% of all maternal deaths in the United States.”'

Compounding the problem for those considering use of mifepristone, the common warning signs
of ruptured ectopic pregnancy — abdominal pain, uterine bleeding — are expected parts of a
standard chemical abortion.” This can cause both patients and healthcare professionals to fail to
recognize a rupturing ectopic pregnancy until it is too late, even if there has been an ultrasound.”

Molar Pregnancy

Though not directly mentioned in the FDA’s contraindications, molar pregnancy presents a
similar issue. A molar pregnancy, or hydatidiform mole, is characterized by the abnormal growth
of placental tissue; sometimes there is the presence of a partially formed nonviable fetus, an
entity that cannot survive.*

Molar pregnancy can cause serious complications for the mother. Like ectopic pregnancy,
women with molar pregnancies experience extended bleeding, nausea, vomiting, and severe
pelvic pain, which are, of course, also the expected side effects of chemical abortions.
Appropriate blood tests and ultrasound by a trained medical professional are needed to diagnose
molar pregnancy when signs are present.*

Chemical abortifacients like mifepristone and misoprostol are not usually considered to be the
best treatment option for molar pregnancy.* Surgical removal of the molar tissue is the only
effective treatment for molar pregnancy, though even after surgery a woman will need to be
monitored for high hCG levels that could indicate the continued presence and growth of
abnormal molar cells in her body. If still present, these cells can grow and change into cancerous
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cells®” and potentially rupture the uterus.”® Molar pregnancy occurs in about one out of a
thousand pregnancies.”

Bleeding Disorders

The potential for hemorrhage is already significant with a method that considers extended and
sometimes heavy bleeding a standard part of the process. Women bleed heavily, sometimes
passing large clots, and continue to bleed for days or even weeks.”

The possibility that the bleeding will get out of hand is something prescribers warn women to
watch for and seek immediate help, and a reason why it is critical that women with bleeding
disorders be screened before pills are prescribed.’!

Rh Screening
The FDA’s “Warnings and Precautions” section of the Mifeprex (mifepristone) label also
includes this caution:

The use of MIFEPREX is assumed to require the same preventive measures as
those taken prior to and during surgical abortion to prevent rhesus
immunization.*?

It will not affect the current pregnancy, but a failure to identify and treat a woman with an
Rh-negative blood type at this time can mean the death of children in subsequent pregnancies
even if that child is wanted.*

Other Conditions

Health care professionals prescribing mifepristone and misoprostol also need to screen potential
patients for other conditions known to pose hazards, such as chronic adrenal failure,
corticosteroid therapy, porphyrias, or allergies to any of the drugs.**

FDA warnings are based on real deaths and injuries associated with use of mifepristone.
The FDA has issued special warnings on mifepristone on bleeding, infection, and risks
associated with undetected ectopic pregnancy because it has received reports of numerous deaths
and injuries associated with use of these pills.

The FDA’s label for mifpristone includes a “Black Box Warning” which warns of “SERIOUS
AND SOMETIMES FATAL INFECTIONS OR BLEEDING”(capitalization, bold type in
original) associated with use of the drug. It specifies risks of:

* Atypical Presentation of Infection. Patients with serious bacterial infections and
sepsis can present without fever, bacteremia or significant findings on pelvic
examination. A high index of suspicion is needed to rule out serious infection and
sepsis.

* Bleeding. Prolonged heavy bleeding may be a sign of incomplete abortion or other
complications and prompt medical or surgical intervention may be needed.”
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This is no mere “scare tactic.” Since its approval, the FDA has recorded two dozen deaths and
thousands of adverse events in the United States associated with the use of these drugs.*®

Infection

A third of those deaths involved rare clostridial infections, seven with Clostridium sordellii, a
bacteria commonly found in soil, dust, and even the human gastro-intestinal tract. An anaerobic
bacteria, certain strains of C sordellii have the capacity to turn deadly when in an oxygen poor
environment where there may be dead or dying tissue and access to the bloodstream.*’

The medical literature has suggested that the vaginal self-administration of misoprostol may play
a role in introducing the bacteria to the system® and researchers speculate that one or both of the
drugs may facilitate infection by suppressing the immune system.*’

Clostridium sordellii infections are often deadly and thus typically difficult to overcome, but
critical treatment may be delayed because of the similarity of the signs of these infections to the
expected side effects of the chemical abortion process — vomiting, diarrhea, abdominal cramping
— often occurring without the presence of fever that distinguishes other virulent infections.*

Sadly, such was the case with Holly Patterson, a beautiful teenager who was one of abortion
pill’s first casualties. After receiving mifepristone on Wednesday, September 10, 2003 at her
local Planned Parenthood, she took home the misoprostol to administer to herself, vaginally, on
Saturday. Cramping severely, she called the clinic and was told to take painkillers. Sunday, her
father found her collapsed on the bathroom floor, unable to walk. She told him she was having a
bad period.

Her boyfriend took her to the Emergency Room later that evening. She told the doctor she had
taken the abortion pill. After a pelvic exam, she received more pain medication and was sent
home.

Vomiting, nauseated, weak, she was rushed back the ER Wednesday morning. It was then
doctors determined she had a massive reproductive tract infection. Though doctors struggled to
treat her, the infection overwhelmed her system and she died around 2pm, September 17, just a
week after taking the pills.*'

An FDA investigation later identified the deadly bacteria as Clostridium sordellii, the same toxin
that would take the lives of mifepristone patients Vivian Tran, Channelle Bryant, Orianne
Shevin, and others.*

Once these deaths and other injuries began to come to light, the FDA issued a public health
advisory,* had the distributor send out warnings letters to doctors,* and made modifications to
the drug’s label adding the warnings.*’

Those warnings also addressed issues of bleeding and ectopic pregnancy, which had also proven
to be issues.
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Ectopic Pregnancy

Brenda Vise, a 38 year old pharmaceutical representative from Tennessee died when her
undetected ectopic pregnancy ruptured in September of 2001. She had traveled to Knoxville and
took mifepristone to abort once a test confirmed her pregnancy. An ultrasound had found
nothing in her uterus, but clinic personnel assured her the baby was simply too small to see.

When she began to experience severe pain and bleeding, Vise called the clinic. They assured her
that her symptoms were “normal and routine” and suggested different medications for pain and
nausea. When she worsened, her boyfriend called an ambulance to take her to the hospital where
she was admitted in critical condition, suffering from a ruptured ectopic pregnancy. She died
two days later.*®

Signs of ectopic pregnancy were missed by clinic personnel expecting the pain and bleeding that
normally accompany chemical or “medication” abortion.

Vise’s case has not been the only ectopic pregnancy to garner the FDA’s attention. In its 2018
Post-Marketing Adverse Events analysis, the FDA reported 97 known cases of ectopic
pregnancy among mifepristone patients, two of which were recorded as fatal."’

The FDA warns that “some of the expected symptoms experienced with a medical abortion
(abdominal pain, uterine bleeding) may be similar to those of a ruptured ectopic pregnancy” and
reminds prescribers that use of mifepristone and misoprostol are not effective and thus
contraindicated in patients with confirmed or suspected ectopic pregnancies.*®

Hemorrhage

The FDA’s 2018 Post-Marketing Summary for mifepristone listed hundreds of cases in the U.S.
of blood loss so severe that transfusions were required and noted four cases in the U.S. and
internationally where hemorrhage was a contributing factor in patient deaths.*

Little is known about the hemorrhaging American patients, but cases like that of Swedish teen
Rebecca Tell Berg illustrate the severity of the problem.

Rebecca didn’t want a chemical abortion but was talked into it by the doctor at the hospital in
2003. She took the mifepristone, returned two days later and was given the misoprostol. After
about eight hours and some bleeding, Rebecca passed a big blob and went home.

Six days later, she remarked as to how tired she was. When her boyfriend suggested returning to
the hospital, Rebecca told him she had been told to expect to bleed for several days. When he
returned home at the end of the day, he found her lifeless body in the shower, where she had bled
to death.*

Another mifepristone patient, teenager Manon Jones bled to death in Wales in June of 2005.
After the abortion, Jones complained of light-headedness and heavy bleeding. She visited the
hospital for a scan and was told things were “normal.’
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Still feeling unwell, she cut short a vacation with friends and returned to the hospital. Waiting
four hours for a blood transfusion, she suffered a heart attack and seizures. Critical and in a
coma, doctors removed life support once they determined she would not recover.

A coroner’s inquest determined that “Miss Jones died of hypovolemia, an abnormal decrease in
blood volume, and shock caused by ‘retained products of conception,” namely the embryo.”'

As FDA records show, hemorrhage can and does occur with chemical abortion,” but caught
soon enough, it can usually be resolved with drugs or surgery.” Failure to quickly recognize and
address the problem right away, however, can prove deadly.

The active supervision of healthcare professionals is critical to the safety of medical
abortion patients.

The chemical abortion process is inherently bloody, painful, and complicated. It doesn’t work a
significant percentage of the time. There are several common conditions for which health care
professionals must screen potential chemical abortion patients, given that they could result in the
drugs being ineffective or render their use more dangerous.

The FDA knows of multiple cases where women who appeared to be in prime physical condition
took the drugs and died or experienced serious complications.

While some, including this organization, feel this is sufficient to merit the removal of this drug
from market altogether,’ at the very least, it clearly justifies as much control over the drug’s
distribution and utilization as possible in order to minimize patient deaths and injuries.

Studies that claim to prove that women can safely abort with telemedicine, that they can do
without Rh testing, screen themselves for ectopic pregnancy and other contraindications, date
their pregnancies, recognize signs of dangerous complications, etc., are plagued by high numbers
of lost patients, leading to potentially inflated success rates and an overly enthusiastic
interpretation of the results, minimizing or ignoring the seriousness of the risk of failure or
complications for women for whom the pills do not work as expected.

Lost Women, Missing Data

For example, a recent five-state study of abortion by telemedicine by some of the nation’s top
abortion researchers claimed a success rate of 94%, leading authors to claim that their method
was “safe, effective, efficient, and satisfactory.” But only 177 of the original 248, or just 71% of
those who were mailed the drugs were actually known to have successfully aborted with the
pills. Some of these ended up having surgical abortions, a couple more continued their
pregnancies, but the outcome for the other 23% of patients is unknown.”

Even if the failure rate were only 6%, this would still represent a significant number of women
having to seek medical help to surgically or chemically complete the abortion,*® or find
emergency assistance to deal with the bleeding, or to address other complications that arose.
Even at that rate, this would represent more than 20,000 women if projected for all “medication
abortion” patients in the country.”’



NRLIFE Report Defense of Mifepristone REMS, p 9

It is a mistake to assume failure and complication rates for missing telemedicine patients to be
similar to those returning to the clinic or for whom the outcome is otherwise known.

Women supposedly choose telemedicine because a visit to the clinic is not desirable or
convenient.”® If and when they have problems, it is likely to be easier and more secure to visit a
woman’s regular local doctor or an emergency room where physicians are trained to deal with
trauma than to call or visit a clinic which is far away and with whom the patient has little
personal relationship.

If so, researchers would never hear of those incomplete abortions or complications unless the
patient or doctor recontacted the prescriber.

The situation is made worse by the explicit advice of some advocates of self-managed abortions
that emergency room physicians cannot tell if a woman is having a miscarriage or a chemical

abortion and do not need to be told of the attempted abortion,” contradicting advice given by the
FDA.%

Under the circumstances, assurances of the safety of telemedical abortion patients, particularly
with high numbers lost to follow up, are difficult to take at face value.

Lost Pills

Inherent in the internet and mail order scheme is an inability to guarantee that the person
ordering and taking the pills is the right age, the right gestation, has no disqualifying conditions,
and will use them as directed. Or to even ensure that the person is real.

FDA requirements that pills only be distributed to certified prescribers who are personally
responsible for ensuring that the patient they have screened and counseled is actually the one that
takes the pill and initiates the chemical abortion process helps to avoid those pills getting lost or
getting into the wrong hands.

Anyone can order the pills and say that they are 18, that they are 9 weeks pregnant, that they are
not allergic to the pills, etc., and simply have them sent to the address they give, so long as they
have functioning credit card. Once receiving them, they can take them, save them, sell them, or
dispose of them however they wish.

Even if the supplier of the pills gives the buyer the appropriate screening and warnings, there is
no assurance this information will be passed on to the ultimate recipient of the pills. And, as
demonstrated above, those pills can prove dangerous.

Allowing the purchase of abortion drugs over the internet further expands the potential for abuse.
Men may order and give the drugs to unsuspecting partners to abort children the fathers do not
want or do not want to support, attempting to have the women abort without the woman’s
knowledge or consent. This has already happened with abortion pills bought illegally;®" it will
certainly be worse if the FDA decides to allow these sales.
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Lack of professional screening
Advocates’ assurances that women can estimate gestational age, forego Rh factor testing and
screening for ectopic pregnancy are unjustified and irresponsible.

Despite a clear medical record showing decreased effectiveness and increased complications
with increasing gestational age, researchers advocating the “no-test” method are satisfied that
most women can estimate gestational age for themselves. Admitting that this “will inevitably
result in treatment of some fraction of patients whose true GAs [gestational ages] exceed 77
days,” they reassure (citing their own studies) that these medications will work at later gestations
than those approved by the government and that serious “adverse events” will be “rare.”™”

Again, even if most women estimate gestational age with some accuracy, that a certain
percentage do not* means a higher level of risk of failure or complications for those patients,
which translates to into more women hemorrhaging trying to get to the emergency room.

While true that only a certain percentage of abortion patients have an Rh-negative blood type, a
failure to identify and treat such women can mean the death of children in subsequent
pregnancies.®

Abortion pill researchers advocating the “no-test” self-managed chemical abortion method say
“Rh testing is not a requirement for abortion in any setting” and argue that such testing is
“unnecessary for patients who can report a Rh-positive blood type or who are certain that they
want no future children after the planned abortion.™®

It is unclear how providers of the pills would make these high stakes plain to prospective
patients or what steps they might take to limit distribution to patients willing to accept those dire
consequences, but even if they did it would have the effect of forcing a woman to make an
important and irrevocable decision at a time when she may be most desperate and uncertain
about her future.

As many as 2% of identified pregnancies in the U.S. are ectopic, that is, where the unborn child
implants outside the womb. If not identified and addressed, they can grow and rupture, placing
the mother’s life at risk.”” Mifepristone and misoprostol do not work in the case of ectopic
pregnancy, though the symptoms of a rupture — uterine pain, cramping, bleeding — are, at least
initially, difficult to distinguish from the normal side effects of a chemical abortion.*®

Advocates of the “no-test” chemical abortion know of the abortion pill’s lack of effectiveness in
such situations and the risk it poses. But they blithely advise that even if ectopic pregnancies are
missed by their self-screening methods, they “can be detected and managed afterwards.”®

These advocates are suggesting that these “no-test” chemical abortions can performed at
gestations up to 11 weeks, or more.” Given that the rupture of ectopic pregnancies can occur
anywhere between the 6th and 16th week of pregnancy’' and produce symptoms disturbingly
similar to chemical abortion side effects, assurances that they "can be detected and managed
afterwards” sound irresponsibly optimistic.
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The problem of complications

Women taking mifepristone do face ruptured ectopic pregnancies, hemorrhages, and dangerous
infections, the medical record clearly shows. There is no medical reason to believe that these will
suddenly become less frequent when women begin to manage these chemical abortions at home
than they were when they received their pills at the clinic.

Complications will follow chemical abortion, as they always have. The question is, how well
will these be handled?

Under the current REMS limited distribution system, a woman seeking to obtain these pills at
her local clinic is to be specifically warned about the risk of complications that come with
mifepristone. She is supposed to be advised on how to recognize these complications and told
when and where to seek treatment. She may or may not be given such counsel with drugs
purchases over the internet.”

The certified healthcare provider mandated by the FDA plays a critical role in making sure the
woman appreciates these risks, that she is able, for example, to distinguish the kind of bleeding
that is normal from the sort that requires a quick return to the clinic or to the emergency
department. This is not an inconsequential responsibility. If that provider has been certified, this
means they are supposed to have been adequately trained, that they should be able to treat a
hemorrhaging patient or assess them and send them to someone who is prepared to halt the
bleeding.”

An online doctor, if there is one and if he or she is inclined, can try to make this clear when
prescribing the pills, but how attentive a woman will be to stranger she has just met and sees
only briefly on her computer screen is a serious question. In any case, whether because of skill
level or distance, that online clinician is unlikely to be available to treat the patient should
problems arise.

Even a hotline, if there is one, may only be able to direct her to the nearest hospital where she
may await treatment from staff unfamiliar with and unappreciative of the gravity of her
condition, especially if this information is withheld from them.”

At least with the FDA’s REMS system, there should be a certified healthcare professional to take
responsibility for ensuring that women are fully briefed on risks of the drug and will make sure
they can get the treatment they need if and when a complication occurs.

Failure to recognize failure

Though they disagree about percentages, all abortion pill researchers grant that abortion pills
don’t always work. And when they don’t, a woman must decide whether to take more
medications, have a surgical abortion, or let the pregnancy continue.

But how does one know whether or not one is done? For some women, it is obvious. They see
their aborted child and their side effects taper off. But it is possible for a mifepristone patient to
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endure painful cramps, bleed for days, pass huge clots, think one has aborted, but later find out
different.”

Eric Schaff, an early pioneer in the chemical abortion campaign, noted early on that

Even though a woman may have experienced cramping and bleeding, she cannot know
for certain that her abortion is complete until a provider performs either a sonogram or a
hormonal pregnancy test.”

The FDA cautions that “ Lack of bleeding following treatment usually indicates failure;
however, prolonged or heavy bleeding is not proof of a complete abortion.””’

Advocates of the “no-test” chemical abortion argue that women can confirm completion of the
pregnancy with a high sensitivity urine pregnancy test (HSPT). But because these come with
high “false positive” rates, women are supposed to wait four weeks after taking the misoprostol
before taking their first one. Continued positive results at that time may still end up requiring a
clinical visit to conclusively determine the abortion has failed and to plan a woman’s next
steps.”™

By contrast , the follow up with a trained health care provider that the FDA recommends at 7-14
days can provide a reliable and earlier verification of completion by clinical examination,
medical history, ultrasound scan, or human Chorionic Gonadotropin (hCG) testing.”

Summing Up: REMS limits are essential to the safety of mifepristone patients.

Some women, perhaps even most, may be able endure a DIY, self-managed, “no-test” or
telemedical abortion without any immediate or obvious long lasting physical damage. But drugs
or protocols like chemical or “medication” abortion that pose demonstrated risks to a significant
number of potential users require special management and monitoring, if not outright removal
from the market.

Because the pills pose special risks to certain populations, women need to be
professionally screened for blood conditions, drug allergies, molar or ectopic pregnancy
and other conditions.

Testing for Rh antibodies needs to be done so as not to force a woman to sacrifice her
reproductive future.

Her pregnancy needs to be dated by a medical professional trained to do so or with access
to ultrasound equipment in order to ensure that the drugs not be prescribed at gestations
where both failure and more serious side effects are more likely.

Being counseled in person about the risks and the warning signs by the health care
professional conducting the examination and prescribing the pills will surely make a
stronger impression than the talking head of a stranger on a webcam, and that
information could prove critical to her health and safety.
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If she does have excessive bleeding or some other complication, she has someone to
whom and somewhere she can go where there are medical professionals familiar with her
case and the operation of the drugs and can hopefully provide her the immediate sort of
help she needs.

With every protocol out there, these drugs fail a certain percentage of the time. Though
in some cases it is easy to tell whether or not they have worked, women may sometimes
bleed and cramp and pass clots and believe they have aborted only to find out later that

they did not. The surest and quickest way to find out is to be checked our or tested by a

specially trained medical professional.

Distribution of these drugs must continue to be managed to ensure drug purity and safe use.

Pills should not be sent by mail from uninspected, unaccountable foreign pharmaceutical
makers offering poorly packaged drugs of questionable dose or purity and missing due
warnings or even basic instructions.

Mifepristone and misoprostol should not be available from over-the-counter pharmacies
selling the pills to women who have not met with and been screened and counseled by
trained and certified prescribers.

The tracking of patient outcomes and safety is hard enough already with patients who
come into the clinics and receive the drugs and take the mifepristone on site; knowing
with any reasonable certainty who ultimately receives these pills and how they fare will
be difficult if not impossible when patient and prescriber never physically meet.

The FDA’s current REMS regulations, if followed, offer women some safeguards, helping
mitigate these demonstrated risks.

The promoters of these drugs may be willing to live with a certain amount of risk, to accept a
number of failures and complications, but the FDA must consider the health and safety of all the
women who may use these drugs.
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