New Study Claims, But Fails to Show, Physical Exams, Ultrasounds Unnecessary for “Safe” Chemical Abortions 	NRL News 4/1/22
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It seems like there’s a new study just about every week or so claiming that telemedical chemical abortions are “safe” and “effective.”  They take some aspect of telemedical protocol – the estimation of gestational age, the diagnosis of ectopic pregnancy, the side effects like pain and bleeding, the number of reported complications, etc. – and collect and publish data showing that, despite reasonable medical expectations and against all common sense, the number of “successes” is high, the number of complications is low, and the overwhelming majority of patients find the experience satisfactory.[endnoteRef:0] [0: . For a list of recent studies making such claims, see Anna Bernstein report from The Century Foundation, “Medication Abortion Care Is Safe and Effective—It’s Time Everyone Has Equal Access,” September 28, 2021, found at  https://tcf.org/content/report/medication-abortion-care-is-safe-and-effective-its-time-everyone-has-equal-access/?agreed=1.  Readers should note a couple of things in addition to the high safety, efficacy, and satisfaction rates reported by these studies: 1) the high percentage of patients in these studies who are lost to follow up, who are given or sent pills but do not report their outcomes back to the clinics, the suppliers, or the researchers; 2) the number of researchers who are long time fixtures in the abortion industry, academics who have worked promoting chemical abortion for years, or who are in some way associated with sellers or distributors of the abortion pills.] 


The latest study by a few of chemical abortions biggest promoters – Ushma Upadhyay,[endnoteRef:1] Elizabeth Raymond, Beverly Winikoff,[endnoteRef:2] and others – is titled “Outcomes and Safety of History-Based Screening for Medication Abortion: A Retrospective Multicenter Cohort Study” and was published in the online version of JAMA Internal Medicine on March 21, 2022.[endnoteRef:3]   [1: . For description of Upadhyay’s extensive work on abortion with the University of California, San Francisco’s Bixby Center for Global Reproductive Health and her particular dedication to chemical or “medication abortion” with telemedicine, see the list of publications here: https://bixbycenter.ucsf.edu/ushma-upadhyay-phd-mph .]  [2: . In addition to a long history of abortion advocacy and participation in considerable numbers of chemical abortion research projects (simply search pubmed.gov), both Raymond and Winikoff work for Gynuity Health Projects, a group formed to specifically promote chemical abortion by telemedicine (see https://gynuity.org/programs/medical-abortion and https://gynuity.org/staff). The larger point is Upadhyay, Raymond, and Winikoff are activists, not simply neutral, scientifically objective observers.]  [3: . https://jamanetwork.com/journals/jamainternalmedicine/fullarticle/2790319 .] 


The study looked at data from 3,779 women having chemical abortions associated with 14 clinics in the U.S. between February 1, 2020 and January 31, 2021.  Researchers in this study were specifically trying to determine whether women who were only asked to give their medical history (whether in person or over the phone or internet) to get the abortion pills fared as well as women having in person physical exams or ultrasounds as part of their screening for chemical abortion.

Not surprisingly, the abortion researchers, entrenched in the abortion industry, determined that just getting an oral medical history was sufficient. Women having these chemical abortions without physical exams or ultrasounds, they claim, found them about as “safe” and “effective” as those of women who did have those exams. This was supposed to be the case whether the women came in to pick up the pills in person or had them mailed to their homes.

But, as usual, this involves a certain sleight of hand with the data, where hundreds of women disappeared between the time of the initial interview, the dispensing of the pills, and the time when it came for researchers to tally the results.

Most of the women for whom they had data did abort successfully without serious complications. However, the researchers couldn’t honestly make that claim about the women who didn’t return their calls, those who, if they had problems, were the most likely to have had them treated elsewhere.

Problems with even basic claims

Before even getting into some of the bigger problems the study had patients lost to the study, it should be noted that even the study’s basic claims about safety and efficacy of a protocol without an in person exam reveal deficiencies with their proposed modifications.

The Kaiser Family Foundation, which bills itself as an independent and authoritative source of health care information (but also happens to be one of nation’s biggest promoters of chemical abortion), claims that mifepristone and misoprostol are 99.6% effective when used at nine weeks gestation or less.[endnoteRef:4] (The U.S. Food and Drug Administration says it should only be used up to 10 weeks after a woman’s last menstrual period.) [4: . Kaiser Family Foundation, “The Availability and Use of Medication Abortion,” June 16, 2021, https://www.kff.org/womens-health-policy/fact-sheet/the-availability-and-use-of-medication-abortion/ .] 


That said, researchers in this study claim only an overall 94.6% effectiveness rate. Though that might still sound high enough to casual observers, such a drop represents a considerable increase in the failure rate for women using the abortifacients.[endnoteRef:5] [5: . Those who argue that the efficacy rate of this study is not unlike that of other mifepristone studies must still answer why a five percent failure rate is acceptable when, with the volumes of U.S. patients Guttmacher is talking about, this means tens of thousands of women dealing with retained tissue, incomplete abortions, failed abortions, ongoing bleeding, the possibility of infection outside the clinical setting, perhaps without any emergency surgical backup nearby, paritcularly if these pills are prescribed telemedically by a doctor hundreds (or even thousands) of miles away and delivered by mail to a woman’s home.] 


If, as the Guttmacher Institute tells us, more than half of current abortions employ chemical means, then even this small percentage represents hundreds or thousands of women. [endnoteRef:6]  [6: . Rachel K. Jones, et al, “Medication Abortion Now Accounts for More Than Half of All US Abortions,” Guttmacher Institute, Policy Analysis, February 24, 2022. https://www.guttmacher.org/article/2022/02/medication-abortion-now-accounts-more-half-all-us-abortions] 


According to Guttmacher’s most recent survey of abortionist, there were 862,320 abortions performed in the U.S. in 2017.[endnoteRef:7] If exactly half of those were chemical abortions, that would mean 431,160 such abortions. [7: . Rachel K. Jones, et al, “Abortion Incidence and Service Availability in the United States, 2017" Guttmacher Institute Report, September 2019. https://www.guttmacher.org/report/abortion-incidence-service-availability-us-2017] 


If these were the “successful” abortions, with the Kaiser efficacy rate—99.6%– that would mean just 1,732 failed chemical abortions for the whole country.

But the numbers of failed abortions jump to 23,650 if we take instead the efficacy rate –94.8%– “reported by the researchers in this 2022 JAMA Internal Medicine study passing out or mailing abortion pills without a physical exam or ultrasound.

That’s a lot of women rushing to the emergency room with an incomplete abortion or scrambling to find a clinic which can surgically address the issue.

The authors of this study assert that it showed that “screening for medication abortion eligibility by history alone was safe and effective with either in-person dispensing or mailing of medications” and claimed further that they “obtained outcomes similar to published rates of models involving ultrasonography or pelvic examination.”

Even if their numbers are accurate, it does not appear that such a conclusion is warranted.  It seems a real stretch to call a method that fails more than twenty thousand patients and sends a number of them to the hospital “safe” or “effective.”

“Safe” means more than lost patients getting help elsewhere

It is almost never mentioned in the media and certainly never highlighted by the pill’s promoters, but one reason why advocates have been able to report the seemingly high efficacy and low complication rates is that these studies consistently lose track of high numbers of patients.[endnoteRef:8]   [8: . Other examples are discussed in Randall K. O’Bannon, NRLC Special Report, “Why ‘Medication Abortions’ without Medical Exam or Medical Supervision are a Really Bad Idea” at https://www.nrlc.org/uploads/reports/RUREMSDefenseReport.pdf.] 


Many women who receive the pills never get back to researchers to share their results, to confirm whether or not the pills worked, whether they had complications, whether they had surgery, or whether they might have changed their minds and sought abortion pill reversal.
This was true in this latest study as it has been in so many previous studies.

While researchers started with a pool of 3,779 patients or “eligible patient records” (already excluding some who had ultrasound, did not take both mifepristone and misoprostol, had files with invalid or incorrect medical data, etc.), their final analysis was based on just 2,397 with “known abortion outcome.”

This means that researches lost track of more than 36% of the patients who are supposed to have received the drugs.

Researchers simply leave these women out of the equation and calculate risks based on the records they have available. While normally this might seem to be a reasonable accommodation to the data at hand, in this case, it compromises the basic integrity of the study.  

One of the major concerns, a primary focus of this sort of study is to determine how well women fare without some of the procedural safeguards, how they do without standard exams and with less direct supervision. But if you end up losing track of more than a third of your patients, and particularly those patients most likely to seek help elsewhere, you really don’t know the answer to that question.

It isn’t just that this leaves off some women that randomly might have some issues, but that the women it loses track of are precisely those most likely to have experienced problems. Women for whom things go as planned have no real problem getting back with researchers and telling them how things went. 

But those who do have problems – who have copious bleeding, extreme pain, who do not see the baby pass and perhaps have a vague sense that something is wrong – seem much more likely to go their nearest Emergency Room, or even to their own private doctor rather than return to a clinic they may have visited only once, if at all (since many are getting their pills through the mail).

Missed Complications

In line with other similarly structured studies, the 2022 JAMA Internal Medicine study reports complication rates of only about 0.5%.  It recorded eight patients requiring blood transfusions, three needing major surgery for issues like ectopic pregnancy, and six who had to be admitted to hospitals.

But studies which checked hospital or emergency room records instead of relying on reports back to clinic staff or online abortion pill websites automatically found higher numbers of complications than what abortion pill advocates report here. In fact, in 2015, Upadhyay, one of the authors here, studied emergency department visits and found not a 0.5% complication rate, but a 5.1% complication rate for “medication abortion.”[endnoteRef:9] [9: . Ushma D. Upadhyay, et al, “Incidence of Emergency Department Visits and Complications After Abortion,” Obstetrics & Gynecology, Vol 125, No. 1 (January 2015), pp. 175-183, at Table 3, p. 178.  Despite what may be a relatively self-serving tendency to pass off most of these complications as “minor” (anything not requiring surgery, blood transfusion, or hospital admission) the fact that they were concerning enough to drive women to their local emergency room, even with the possibility of clinic treatment or phone counseling by clinic staff.] 


Though considerably more than her latest study, even this may be a significant underestimate. Those who sell these abortion pills online routinely tell women that if they end up having to go the ER for bleeding of other issues, they need not inform the doctor that they have taken the abortion pills. They can simply say they are experiencing a miscarriage and that the doctor will not be able to tell the difference.[endnoteRef:10] [10: . Aid Access, one of the leading online sellers of abortion pills in the U.S., explicitly tells patients that:

If you think you might have a complication you should go to a doctor immediately. You do not have to tell the medical staff that you tried to induce an abortion; you can tell them that you had a spontaneous miscarriage. Doctors have the obligation to help in all cases and know how to handle a miscarriage.

The symptoms of a miscarriage and an abortion with pills are exactly the same and the doctor will not be able to see or test for any evidence of an abortion, as long as the pills have completely dissolved.

Aid Access website, “How do you know if you have complications and what should you do?”, accessed 4/4/22. https://aidaccess.org/en/page/459/how-do-you-know-if-you-have-complications-and-what-should-you-do] 


So there may be many complications and failed abortions not being reported as such.

Whatever the actual complication rate, it is clear that studies like this latest one do not and cannot give women any real confidence regarding the safety or efficacy of chemical abortions using these drugs – with or without medical exams – with such a high number of missing patients.

Abortion industry ready to risk women’s lives

What we have here, then, is not a study proving that physical exams and ultrasounds are not necessary for safe or effective chemical abortions. Instead, what we have is a study showing how anxious the abortion industry is to avoid any of the basic medical safeguards that will help ensure that women with ectopic pregnancies or pregnancies past the recommended gestation will not be given the pills.

“Effectiveness” of these drugs begins to fall off the farther a woman gets past the ten-week gestational limit of the FDA’s protocol.[endnoteRef:11] The pills do not work at all in the circumstances of ectopic pregnancy, which can be detected by an ultrasound but not nearly as well from a few interview questions.[endnoteRef:12]  [11: . Mary Gatter, et al, “Efficacy and safety of medical abortion using mifepristone and buccal misoprostol through 63 days,” Contraception, Vol 91, No. 4 (April 2015). Note particularly Tables 2 and 4, p. 4. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4373977/pdf/nihms662931.pdf,
accessed 1/22/22. See also Elizabeth G. Raymond, Beverly Winikoff, et al, “First trimester medical abortion with mifepristone 200mg and misosprostol: a
systematic review,” Contraception, Vol. 87, no.1 (January 2013), pp.26-37 showing “treatment failure” for 4.8%. Raymond, et al, notes that risk of failure higher
among groups with higher percentage of patients with gestational ages of more than 8 weeks.]  [12: . The American Association of Pro-Life Obstetricians and Gynecologists points out that verbal screening without any direct physical examination (or ultrasound confirmation) is insufficient on page 6 of  AAPLOG Committee Opinion Number 9, October 2021, “Dangers of Relaxed Restrictions on Mifepristone,” citing the following studies: Dart RG, Kaplan B, Varaklis K., “Predictive value of history and physical examination in patients with suspected ectopic pregnancy,” Annals of Emergency Medicine, Vol 33, No. 3 (1999), pp. 283-290 and  Buckley RG, King KJ, Disney JD, Gorman JD, Klausen JH. “History and physical examination to estimate the risk of ectopic pregnancy: validation of a clinical prediction model. Annals of Emergency Medicine, Vol 34, No. 5, pp 589-594.] 


Even relying solely on self-disclosed patient medical history (which may have been erroneous if a woman misremembers or mistakes early pregnancy spotting for her last menstrual period),[endnoteRef:13] authors admitted that at least 62 were given pills past the FDA’s 70 day deadline.  All told, researchers also said they identified four ectopic pregnancies, including at least one that was only detected nine days after the patient had taken mifepristone.  [13: . A 2007 study appearing in the British Journal of Obstetrics & Gynaecology found that women’s estimates of pregnancy duration were 19 days fewer [two and half weeks shorter] than ultrasound estimates. K. Blanchard, Beverly Winikoff, et al, “A comparison of women’s, provider’s, and ultrasound assessments of pregnancy duration among termination of pregnancy clients in South Africa,” BJOG, Vol. 114, No. 5 (May 2007),  pp. 569-75. Even supposing these misestimations are not intentional to meet the gestational deadline, it is possible that women may miscalculate by mistaking early spotting for a menstrual period.] 


The problem with ectopic pregnancy is not only that the pills do not work in such circumstances but that the signs of a rupturing ectopic pregnancy – severe abdominal pain and bleeding – are exactly the symptoms expected and experienced during an ongoing chemical abortion.[endnoteRef:14] [14: . . The FDA’s label for mifepristone notes at “5.4 Ectopic Pregnancy” that “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 (abdominal pain, uterine bleeding) may be similar to those of a ruptured ectopic pregnancy. The presence of an ectopic pregnancy may have been missed even if the patient underwent ultrasonography prior to being prescribed MIFEPREX.” U.S. Food and Drug Administration (FDA), “Mifeprex® (mifepristone) tablets Label,” 3/2016 Revision, Reference ID: 3909592, available at
https://www.accessdata.fda.gov/drugsatfda_docs/label/2016/020687s020lbl.pdf, accessed 8/6/20.] 


Again, these are only the cases of ectopic pregnancy and post deadline gestations that researchers found among the women they were able to track. How many more suffered failed or incomplete abortions, or complications like hemorrhage or ectopic pregnancy among the patients lost to follow up is unknown.

Clearly, though, there are cases that slip through the cracks with the abortion industry’s “no-test” or “no physical exam or ultrasound” protocol, and there are women who suffer because of it.  

And just as clearly, the abortion industry is willing to accept that higher level of risk for those women so long as it enables them to sell more abortion pills.
NOTES

