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FDA Removes Abortifacient Warning From Popular

Contraceptive

The U.S. Food and Drug Administration
(FDA) is altering patient safety information
regarding a popular oral contraceptive in
response to pro-life objections that it can

end pregnancy. [ ] ' /
Only days ago, the “morning after” pill, Plan K\ k : :

B One-Step, was known to damage a

woman’s uterine lining, preventing a ;
developing baby from implanting in the (
womb. In other words, the drug could cause

an abortion.

However, FDA now says Plan B One-Step

does not have abortifacient potential after Synergee/iStock/Getty Images Plus
all. That’s because the U.S. Supreme Court

decided to end federal protections for

abortion in June, and Plan B’s former

product labeling has proven confusing to

customers, says FDA.

Updates to the labeling are intended to “reduce barriers to use of the legally marketed approved
product,” reads an agency statement. It’s convenient timing: SCOTUS hands down a ruling that affects
sales of a pharmaceutical drug, so FDA swoops in to save the day.

Plan B

Plan B One-Step is a pill that women can take within 72 hours of intercourse to prevent pregnancy. It
releases a synthetic hormone, levonorgestrel, which discourages ovulation — the release of an egg from
an ovary. According to product literature, that is one way in which it acts to inhibit a woman from
becoming pregnant.

Additionally, per Mosby’s annual Nursing Drug Reference manual, the medication also alters a woman's
uterine lining to prevent a pregnancy from developing. The uterine damage affects pregnancy post-
fertilization (i.e., after conception, when a new life already exists). This abortifacient potential is
characteristic of all progestins — of which levonorgestrel is one example — and has been recognized
since the drug came into widespread medical use in the early 1970s.

Not anymore, according to FDA. In an updated information page on its website, the agency denies that
levonorgestrel can end pregnancy. “Plan B One-Step will not work if a person is already pregnant,
meaning it will not affect an existing pregnancy,” the webpage reads.

The site goes on to insist that “Plan B One-Step prevents pregnancy by acting on ovulation, which
occurs well before implantation. Evidence does not support that the drug affects implantation or
maintenance of a pregnancy after implantation, therefore it does not terminate a pregnancy.”

However, someone at FDA forgot to send a memo to the National Library of Medicine, (screen shot
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https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/021998Orig1s005SumR.pdf
https://my.clevelandclinic.org/health/treatments/23386-morning-after-pill
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below taken 12/27/2022), which still relates information that levonorgestrel can work in three ways: “by
preventing the release of an egg from the ovary or preventing fertilization of the egg by sperm (male
reproductive cells). It also may work by changing the lining of the uterus (womb) to prevent
development of a pregnancy.”

q C A @ medinephsgoe . P A » 0B =
Levonorgestrel
pronounced as (lee voe nor Jes” trel) DB nROoe
Why Is this medication prescribed? What side effects can this medication cause?
How should this medicine be used? What should | know about storage and disposal of this

medication?
Other uses for this medicine

In case of emergencyloverdose
What speclal precautions should | follow?

What other Information should | know?
What speclal dietary Instructions should | follow?

Brand names

Why is this medication prescribed?

Levonorgestrel is used to prevent pregnancy after unprotected sexual intercourse (sex without any method of birth contral or with a birth control
method that failed or was not used properly [e.g., a condom that slipped or broke or birth control pills that were not taken as scheduled])
Levonorgestrel should not be used to prevent pregnancy on a regular basis. This medication is to be used as an emergency contraceptive or backup
in case regular birth control fails or is used incorrectly. Levonorgestrel is in a class of medications called progestins. It works by preventing the
release of an egg from the ovary or prevenling ferlilization of the egg by sperm (male reproductive cells). It also may work by changing the lining of
the uterus (womb) to prevent development of a pregnancy. Levonorgestrel may prevent pregnancy, but it will not prevent the spread of human
immunodeficiency virus (HIV, the virus that causes acquired immunodeficiency syndrome [AIDS]) and other sexually transmitted diseases

How should this medicine be used?

Ml 2 Typehere lo search
Not Again!

This is not the first argument about the abortifacient potential of Plan B One-Step. Levonorgestrel was
one of the contraceptives at the center of the controversy over ObamaCare, which in 2012 forced all
insurance companies to provide contraceptives free of charge. Hence, pro-life employers and
individuals were forced pay into health plans that offer abortifacient drugs. At the time, every Catholic
bishop in the United States denounced the mandate and called for it to be rescinded, and many lawsuits
contested it.

For example, a case brought by two Christian retail chains, Hobby Lobby and Mardel, against the U.S.
Department of Health and Human Services (HHS) included an amicus curiae brief by several physician
organizations, including the American Association of Pro-Life Obstetricians & Gynecologists, the
Christian Medical Association, and Physicians for Life. Experts from these groups explained that not
only did FDA admit that “Plan B may prevent a fertilized egg from attaching to the womb
(implantation),” but the drug manufacturer, Duramed Pharmaceuticals, also acknowledged that its
product worked by “altering the endometrium, which may inhibit implantation.”

The Latest Research

Subsequent independent studies expose further details that fly in the face of current FDA claims. In
2016, researchers from Florida State University; the Catholic University of Valencia, Spain; the
Universities of Padua and Padova in Italy; and the Institute for Medical Anthropology and Bioethics in
Austria published their findings in the journal The Linacre Quarterly.
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To their knowledge, their research was the first of its kind, seeking to compare pre- and post-
fertilization effects of Plan B One-Step. Plan B’s ability to prevent fertilization would classify it as a
contraceptive; its action ending pregnancy after conception would define it as an abortifacient. Their
“Lay Summary” concluded that

[Plan B] was originally thought to work by preventing fertilization. Recent research has cast
doubt on this. Our review of the research suggests that it could act in a pre-fertilization
capacity, and we estimate that it could prevent ovulation in only 15 percent or less of cases.
The drug has no ability to alter sperm function and limited ability to suppress ovulation.
Further, data suggest that when administered pre-ovulation, it may have a post-fertilization
MOA [mechanism of action].

The scientists discovered that the drug “insignificantly delayed ovulation,” but they noted “significant
effects” in key parameters “needed for implantation” of fertilized embryos (i.e., developing babies). In
other words, they concluded that levonorgestrel is an ineffective contraceptive, but is quite good at
snuffing out a newly conceived life.

Moreover, researchers reported an alarming increase in the likelihood of ectopic pregnancy
(implantation outside the uterus) in patients who used Plan B One-Step — more than double the
occurrence observed in control groups. No developing fetus can survive ectopic pregnancy, and the
condition is life-threatening to the mother if she does not seek immediate care.

Subjective Truth

The Linacre researchers also complained that the abortifacient potential of levonorgestrel is frequently
ignored in studies, and they cited several examples. Curiously, each example is creditably referenced in
the FDA’s December 23 Decisional Memorandum announcing updates to Plan B’s patient safety
information.

In that document, FDA explains that Plan B One-Step’s manufacturer requested the updates. “Current
labeling ... may be misleading to consumers,” the report reads, “because it contains information on a
possible contribution of postovulatory effects ... and some consumers are hesitant to use a product that
might affect postovulatory events.”

Not a problem! Just remove the inconvenient wording.

FDA excuses itself by arguing that the “science has evolved since the original approval,” so an update to
the product’s accompanying literature is warranted. Interestingly, of the 64 references listed in the
Decisional Memorandum, only one was published within the last five years, in 2017. Fifty-five of them
are more than a decade old, and 23 predate 2003. So much for late-breaking research influencing
patient safety updates.

Missing from the memorandum’s citations is a March 2015 study on levonorgestrel published in the
journal Experimental and Therapeutic Medicine that identifies levonorgestrel as an FDA-classed
“Category X” medication. It notes that “Category X drugs can be traded illegally via the internet for the
purpose of early pregnancy termination.”

“Category X” is the highest-risk of FDA’s pregnancy categories. The agency defines Category X drugs as
those proven to cause fetal abnormalities or pose high risks of adverse reaction — risks that “clearly
outweigh potential benefits.”

Page 3 of 5


https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/021998Orig1s005SumR.pdf
https://pubmed.ncbi.nlm.nih.gov/25667641/
https://chemm.hhs.gov/pregnancycategories.htm
https://thenewamerican.com/author/rebecca-terrell/?utm_source=_pdf

llewAmerican

Written by Rebecca Terrell on December 28, 2022

As stated in The Linacre Quarterly, “This information should be made available to users of
[levonorgestrel] so that they can make their choice based on informed consent.” Yet thanks to the FDA’s
recent updates, patients are extremely unlikely to learn the truth.
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Subscribe to the New American

Get exclusive digital access to the most informative,
non-partisan truthful news source for patriotic Americans!

Discover a refreshing blend of time-honored values, principles and insightful
perspectives within the pages of "The New American" magazine. Delve into a
world where tradition is the foundation, and exploration knows no bounds.

From politics and finance to foreign affairs, environment, culture,
and technology, we bring you an unparalleled array of topics that matter most.

What's Included?

24 Issues Per Year

Optional Print Edition

Digital Edition Access

= : Exclusive Subscriber Content
THE VAX = | L Audio provided for all articles
Unlimited access to past issues

Coming Soon! Ad FREE
60-Day money back guarantee!

Subscribe Cancel anytime.
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