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BACKGROUND RESULTS

Mifepristone is a medication used in nearly 63% of all abortions in the United States in Clinically-important AEs occurred in 6.71% of commercially-insured patients with abortions
2023.* However, due to controversies over its safety profile, access restrictions, and role in vs 6.31% of Medicaid-insured patients (Table 2).
abortion care, m|fe_p”5t0ne remains at the center of regul_at(_)ry and p0|_|t|Ca|_ debate.>” Table 2. Rates of Clinically-Important Adverse Events Associated with Medication Abortion
Proponents of stricter regulation believe Iincreased restrictions on mifepristone are
necessary due to concerns about clinically-important adverse events (AEs).* They point to . , Commerecial Medicaid
C . . . . : Clinically-important Adverse Events
recent real-world data indicating that the rate of clinically-important AEs, including sepsis, (N=307,932), n (%) | (N=78,140), n (%)
hemorrhage, and clinically-important infection, may be much higher than what clinical trials Sepsis 374 (0.12%) 94 (0.12%)
have reported.*® A 2025 study by the Ethics and Public Policy Center reported that Infection without sepsis 436 (0.14%) 101 (0.13%)
approximately 11% of women experienced clinically-important AEs within 45 days of a Hemorrhage without transfusion 1811 (0.59%) 465 (0.60%)
mifepristone abortion, far higher than rates reported in clinical trials.’ Ectopic pregnancy 1114 (0.36%) 265 (0.34%)
Transfusion 212 (0.07%) 74 (0.09%)
ED visit (related to abortion) 12,744 (4.14%) 2979 (3.81%)
O Bj ECTIVES Incomplete medical abortion requiring surgical intervention 1317 (0.43%) 354 (0.45%)
Other abortion-related complications 2639 (0.86%) 601 (0.77%)
Total 20,647 (6.71%) 4933 (6.31%)

To provide robust, risk-adjusted estimates of clinically-important AEs following mifepristone
abortion, enabling more accurate comparisons with clinical trial data and informing

ED, emergency department

evidence-based policy decisions. AE-Related Hospitalization
Among hospitalized patients, clinically-important AEs occurred in 0.38% of commercial
METHODS abortions and 0.39% of Medicaid abortions. Sepsis was associated with the highest
hospitalization rate (58.29% commercial; 59.57% Medicaid), followed by transfusion
This retrospective study used a closed-claims subset, comprising approximately 172 million (34.43% commercial; 32.43% Medicaid; Table 3).
commercially insured patients and 60 million Medicaid-insured patients from Kythera Labs
Commercial and Medicaid claims files from 01 January 2017, to 15 November 2025. Table 3. Hospitalization Rates Related to Clinically-Important AEs following Medication Abortion
Commercial Medicaid

Mifepristone abortions were identified using a combination of procedure codes, N
S~ ; : : : : Clinically-important Adverse Events Hospitalized, | Not Hospitalized Hospitalized, | Not Hospitalized
prescriptions, and diagnosis codes for elective termination or unwanted pregnancy, Total, n P ’ P ’|Total,n| o0 ’ P ’

: : : : i i n (%) n (%) n (%) n (%)
consistent with manufacturer reimbursement guidelines for each state and insurer. Sepsi 371|218 (58.20%) | 156 (41.71%) o1 | 5659579 | 38 (40.43%)
i i gl : Infection without sepsis 436 42 (9.63%) 394 (90.37%) 101 19 (18.81%) 82 (81.19%)
Age’ Socloeconomic Statl_JSf (SES)’ an_d COmOrbl(EiltleS W_ere assessed _as Of the abortlon Hemorrhage without transfusion 1811 155 (8.56%) 1656 (91.44%) 465 43 (9.25%) 422 (90.75%)
procedure date. Comorbidities potentially associated with poor abortion outcome were Ectopic pregnancy 1114 |131(11.76%)| 983 (88.24%) | 265 | 23(8.68%) | 242(91.32%)
selected using International Classification of Disease, 10" Revision, Clinical Modification Transfusion 212 | 73(34.43%) | 139(65.57%) | 74 | 24(32.43%) | 50(67.57%)
(|CD-10-CM) diagnosis codes ED visit (related to abortion) 12,744 | 423 (3.32%) | 12,321 (96.68%) | 2979 96 (3.22%) 2883 (96.78%)

Incomplete medical abortion requiring

. . 1319 39 (2.96%) 1280 (97.04%) 355 12 (3.38%) 343 (96.62%)
surgical intervention

Clinically-important - AEs, including  sepsis, Infection, transiusion, hemorrhage, Other abortion-related complications 2639 | 92(3.49%) | 2547(96.51%) | 601 | 30(4.99%) | 571(95.01%)
hospitalization, ectopic pregnancy, life-threatening AEs, repeated surgical abortion, and Total 20,649 |1173 (5.68%) | 19,476 (94.32%) | 4934 | 303 (6.14%) | 4631 (93.86%)
emergency department (ED) visits occurring within 45 days of abortion were evaluated. Total abortions 307,932 | 0.38% 6.32% 78,140 | 0.39% 2.93%

ED: emergency department

Adverse events were categorized as major if they required hospital admission and minor if
they did not require hospital admission. Odds ratios (ORs) and predicted probabilities were _imitations
estimated across combinations of age, comorbidities, and SES.

Directly comparing clinical trial results with real-world data comes with significant
imitations.®® Clinical trials are conducted in highly controlled settings; therefore, the

RESU LTS iIncidence of clinically-important AEs observed may not be generalizable to broader patient

populations.’®* Further, clincial trials use randomization to minimize bias and ensure
Baseline Characteristics Figure 1. Study Attrition for Women with Abortion comparability between groups,*>** whereas real-world studies often involve heterogeneous

comparison groups managed in heterogeneous settings.'* Consequently, higher rates of
For both payer types, AEs observed in real-world settings, often cited in support of increased regulation, may be
women aged 18 to 34 years, attributable to population heterogeneity rather than the effects of the medication. By
who  resided  outside controlling for demographic and clinical characterstics, researchers can strengthen the
high-SES areas and with a evidence base needed to guide policy decisions on appropriate restrictions for mifepristone.

greater comorbidity burden
were more likely to

experience clinically- CONCLUSION

Important AEs (Table 1).

Significant  variation  In Real-world rates of clinically-important AEs following mifepristone abortion were
clinically-important AE rates higher than those reported in clinical trials, but ~75% lower than recent public policy
was observed across age, estimates. Our findings demonstrate that clinically-important AEs following
SES, and  comorbidity medication abortion were rare, with <1% of abortions leading to AEs requiring
groups. hospitalization.

Patients experiencing

Additional restrictions on mifepristone, especially post-Dobbs v Jackson Women's
Health Organization, may further limit abortion access and disproportionately impact
women in US states with abortion bans who must travel for care. Transparent,
real-world data are essential for guiding evidence-based policy decisions and
ensuring that abortion regulations are proportionate to measured clinical risks.

clinically-important AEs
were older, resided In lower
socioeconomic areas, and
had higher comorbidity
burden (p<0.001).

Table 1. Demographic and Clinical Characteristics of Women who Underwent Their First Medication RE F E RE N CES
Abortion, With and Without Clinically-Important Adverse Events
C ial Medicaid : L : L : :
ormmercia edical 1 DoCampo |, Jones RK, Maddow-Zimet I. The role of medication abortion provision in US states without total abortion bans, 2023. Perspect Sex Reprod Health.
e s 21 Clinically- No Clinically- 21 Clinically- No Clinically- 2025;57(1):3-7.
important AEs | important AEs | P Value |  OR 95% Clof OR  |important AEs| important AEs | P Value | OR | 95% Cl of OR 2 Mifeprex RSG, Raymond EG, Blanchard K, et al. Sixteen Years of Overregulation: Time to Unburden Mifeprex. N Engl J Med. 2017;376(8):790-794.
(N=16,654) (N=206,749) (N=3872) (N=56,291) 3 Dohm J, Ji M. An introduction to risk evaluation and mitigation strategies. Contraception. 2021;104(1):4-7
Age 4 Aultman K, Cirucci CA, Harrison DJ, et al. Deaths and severe adverse events after the use of mifepristone as an abortifacient from September 2000 to February 2019.
Mean (SD) 27.29 (6.07) 27.85 (18.46) <0.001 -- -- 27.73 (6.50) 27.44 (5.61) <0.001 -- -- Issues Law Med. 2021:36(1):3-26
Age 12-17y,n (% 278 (1.67% 3801 (1.84% 0.116 Ref. Ref. 34 (0.89% 598 (1.06% 0.001 Ref. Ref. ' ’ o
Age 18-34 . - E‘V; 1 090((84 60)% 163 171( (81 34)% <0.001 116 (1,03, 1.31) 3448((89 062’/) 49 779( (88 43)% <0.001 126 (101, 1.57) ® Cirucci CA, Aultman KA, Harrison DJ. Mifepristone adverse events identified by planned parenthood in 2009 and 2010 compared to those in the FDA adverse event
Ag P v, (/°) 2569 TE 6.52/; ” '614 16 '74/; 0'001 0'92 (0.81’ 1'04) 3579 2'2/)° 5é23 10 54/;’ 0'001 1'25 (0'99’ 1'58) reporting system and those obtained through the Freedom of Information Act. Health Serv Res Manag Epidemiol. 2021;8:23333928211068919.
e 5o- , N (% .62% , 74% <0. . o1, 1. .22% .34% <0. . 99, 1. . . ) . .. )
Socifeconom;/c status, n (%) ¢ Reardon DC, Harrison DJ, Skop I, et al. Overlooked dangers of mifepristone, the FDA's reduced REMS, and self-managed abortion policies: Unwanted abortions,
Low and middle te;cile 11,290 (67.79%) | 133,906 (64.77%) | <0.001 Ref Ref 1331 (34.38%) | 18,128 (32.20%) | <0.001 Ref Ref unnecessary abortions, unsafe abortions. American Report Series. 2021;(20). https://lozierinstitute.org/overlooked-dangers-of-mifepristone-the-
r— 5(’)88 30 55/; - ’0 24 (33 '39/‘; » 601 5 85 036 0' 52) 5440 (63'01/") 36'869 (65.50/0) <0.001 5 92'3 (093 1 0a) fdas-reduced-rems-and-self-managed-abortion-policies-unwanted- abortions-unnecessary-abortions-unsafe-abortions/
igh tercile .55% , .39% . . .86, 0. .01% , .50% . . .93, 1. ) ) ) ) ] ) )
Comorbidity score, mean (5D} " Hall JB, Anderson RT. The abortion pill harms women: Insurance data reveals one in ten patients experiences a serious adverse event. 2025. April 28, 2025. Accessed
V-Elixhauser Index <2 14,620 (87.79) | 196,985 (92.11) | <0.001 | Ref. Ref. 33,594 (79.07) | 266,453 (88.47) | <0.001 | Ref. Ref. August 5, 2025. https://eppc.org/wp-content/uploads/2025/04/25-04-The-Abortion-Pill-Harms-Women. pdf
V-Elixhauser Index >2 2034 (12.21) 16,884 (7.89) <0.001 1.62 (1.54, 1.70) 8891 (20.93) | 34,714 (11.53) | <0.001 2.18 (2.02, 2.36) 8 Sheldrick RC. Randomized trials vs real-world evidence: How can both inform decision-making? JAMA. 2023;329(16):1352-1353.
Baseline comorbidities, n (%) ® Frieden TR. Evidence for health decision making - Beyond randomized, controlled trials. N Engl J Med. 2017;377(5):465-475.
E'abetes mellitus 1514758((37'207;4’/)) 1623:510(?5026?/)) 8.(1323 1'83 Eg'gg' 113; 28302((25'09754’/)) 1792;((13:19;4’/)) <8'881 1'2? Eg'ig' if’é; 10 Sherman RE, Anderson SA, Dal Pan GJ, et al. Real-world evidence - What is it and what can it tell us? N Engl J Med. 2016;375(23):2293-2297.
ypertension .07% , .26% . . .02, 1. .99% A43% <0. . .05, 1. 1 - . i .. o . .
Obesity 2760 (16.63%) | 34778 (16.82%) | 0.949 103 (0.98, 1.09) 539 (13.92%) | 6454 (11.47%) <0.001 0.85 (0.76, 0.95) Rothwell PM. External validity of randomised controlled trials: "to whom do the results of this trial apply?". Lancet. 2005;365(9453):82-93.
Cardiomyopathy 36 (0.22%) 330 (0.16%) <0.001 0.98 (0.68, 1.39) 8 (0.21%) 42 (0.07%) <0.001 1.5 (0.68, 3.27) 12 Moher D, Hopewell S, Schulz KF, et al. CONSORT 2010 explanation and elaboration: updated guidelines for reporting parallel group randomised trials. BMJ.
Epilepsy/seizure disorders 222 (1.33%) 1765 (0.85%) <0.001 1.37 (1.19, 1.59) 51 (1.32%) 319 (0.57%) <0.001 1.39 (1.02, 1.89) 2010;340:c869.
Asthma 1867 (11.21%) 18,602 (9.00%) | <0.001 133 (1.26, 1.40) 510 (13.17%) 3788 (6.73%) <0.001 151 (1.35, 1.68) 13 Schulz KF, Grimes DA. Generation of allocation sequences in randomised trials: chance, not choice. Lancet. 2002;359(9305):515-519.

AE: adverse event: Cl: confidence interval: OR: odds ratio: SD: standard deviation 4 Thelen H, Hennessy S. Characterizing treatment effect heterogeneity using real-world data. Clin Pharmacol Ther. 2025;117(5):1209-1216.
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