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ARTICLE INFO ABSTRACT
Article history: Objective: To develop a minimum data set, known as a core outcome set, for future abortion randomized
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Study design: We extracted outcomes from quantitative and qualitative systematic reviews of abortion
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studies to assess using a modified Delphi method. Via email, we invited researchers, clinicians, patients,
and healthcare organization representatives with expertise in abortion to rate the importance of the out-

Keywords: comes on a 9-point Likert scale. After 2 rounds, we used descriptive analyses to determine which out-
Sufgical abofﬁon comes met the predefined consensus criteria. We finalized the core outcome set during a series of con-
Medical abortion sensus development meetings.

Clinical trials

Results: We entered 42 outcomes, organized in 15 domains, into the Delphi survey. Two-hundred eigh-
Core outcomes

teen of 251 invitees (87%) provided responses (203 complete responses) for round 1 and 118 of 218 (42%)
completed round2. Sixteen experts participated in the development meetings. The final outcome set in-
cludes 15 outcomes: 10 outcomes apply to all abortion trials (successful abortion, ongoing pregnancy,
death, hemorrhage, uterine infection, hospitalization, surgical intervention, pain, gastrointestinal symp-
toms, and patients’ experience of abortion); 2 outcomes apply to only surgical abortion trials (uterine
perforation and cervical injury), one applies only to medical abortion trials (uterine rupture); and 2 apply
to trials evaluating abortions with anesthesia (over-sedation/respiratory depression and local anesthetic
systemic toxicity).
Conclusion: Using robust consensus science methods we have developed a core outcome set for future
abortion research.
Implications: Standardized outcomes in abortion research could decrease heterogeneity among trials and
improve the quality of systematic reviews and clinical guidelines. Researchers should select, collect, and
report these core outcomes in future abortion trials. Journal editors should advocate for core outcome set
reporting.
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1. Introduction

Clinicians rely on research evidence to inform decisions regard-
ing treatment. Ideally, evidence should come from well-designed
and methodologically sound clinical trials. However, inconsisten-
cies in research outcomes, even for a single medical topic, can pre-
vent accurate comparisons between trials or systematic evaluation
of outcomes across trials [1]. Studies with poorly measured or in-
consistently reported outcomes can compromise the quality of sys-
tematic reviews and clinical guidelines [2].

In 2010, researchers, health service users, journal editors, and
other key stakeholders came together to establish the Core Out-
come Measures in Effectiveness Trials (COMET) initiative. Their
goal was to facilitate “the development and application of agreed
standardized sets of outcomes, known as core outcome sets [3,4].”
The aim of a core outcome set is to define a minimum list of out-
comes that researchers should report and measure in any clinical
trial on a certain subject. COMET also promotes patient/public in-
volvement in outcome set development [3-6]. If key stakeholders
are not involved in the selection of research outcomes, they may
lack relevance [2].

Editors of more than 80 reproductive health journals, includ-
ing Contraception, endorsed the Core Outcomes in Women’s Health
(CROWN) initiative, which aims to “harmonize outcome reporting
in women’s health research” [7]. To date, researchers have devel-
oped core outcome sets for a variety of reproductive health top-
ics, including the prevention of preterm birth, endometriosis, and
preeclampsia [8-11].

The Standardizing Abortion Research (STAR) outcomes project
aims to define a core outcome set for abortion-related research.
Abortion is a common experience worldwide, with an estimated
73 million abortions annually [12]. Robust, well-developed clini-
cal trials and guidelines on abortion provide information that can
enhance safety, effectiveness, and acceptability of these ubiquitous
services. Thus far, researchers have reported on a variety of out-
comes in abortion clinical trials, with some efforts to standard-
ize medical abortion effectiveness and surgical abortion outcomes
reporting [13,14]. The STAR project is a 3-stage international and
interdisciplinary effort to identify the most relevant outcomes for
abortion-related research [15]. Here, we describe the results of an
international consensus development study to agree on the core
outcomes that future abortion trials and systematic reviews should
select, collect, and report.

2. Materials and methods

We developed a protocol for the STAR project, with reference to
the COMET handbook and protocols describing the development of
other core outcomes in reproductive health [16,17]. We registered
the protocol prospectively in the COMET database and the CROWN
initiative endorsed the project [15]. At the start, we formed an in-
ternational advisory group with experience and expertise in abor-
tion care, research, and core outcome set development. The group
included service providers, researchers, advocates, nongovernmen-
tal organizations (NGO) representatives, and methodologists from
countries across the range of World Bank income classifications
[18]. World Health Organization (WHO) researchers provided over-
all study management.

Guided by the COMET initiative guidelines [8-10,19-21], the
STAR project included three stages with all methods described
in our published protocol [15]. In brief, during the first stage,
we identified a preliminary list of potential core outcomes by
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performing systematic reviews of randomized clinical abortion
trials and qualitative studies on patient experiences with abor-
tion.

We present the second stage, in which we performed a mod-
ified Delphi process and held consensus meetings. We described
the methods of the second stage in our published protocol with
further details here [15]. We aimed to recruit a sample of approx-
imately 200 participants diverse in their sociodemographic char-
acteristics, location, and experience with abortion via the methods
outlined in our protocol. To reach abortion patients/representatives,
we contacted abortion activists and group networks to share our
recruitment invitation and further disseminate it via snowballing.
In the survey, we presented the outcomes in lay terms so all par-
ticipants could understand them. We duplicated most of the out-
comes across the domains of surgical and medical abortion. For ex-
ample, one outcome was “ongoing viable pregnancy after medical
abortion” and another was “ongoing viable pregnancy after surgical
abortion.” We wanted to assess whether participants viewed out-
come importance differently if it was related to medical versus sur-
gical abortion. We used the COMET Delphi Management platform
to administer the surveys (Delphi Manager, University of Liverpool,
Liverpool, UK), which only allowed survey access online and in En-
glish. We sent e-mail reminders to those who registered but did
not complete the survey.

Participants scored outcomes on a Likert scale of 1to 9 with
1to 3 as “not important,” 4to 6 as “important but not critical,”
and 7to 9 as “critical,” per Grading of Recommendations Assess-
ment, Development and Evaluation guidelines [22]. Participants
could skip outcomes, as desired. At the end of round one, partic-
ipants could contribute additional outcomes. We carried all out-
comes from round 1, including the additional ones, into round
2. We invited all registered participants from round 1 to partic-
ipate in round 2. We reminded them of their round one scores,
shared a graph of how each stakeholder group scored the out-
comes, and asked them to rescore all the outcomes. At the comple-
tion of round 2, we calculated median and interquartile ranges for
each outcome and determined if the participants had reached con-
sensus per the COMET definitions of “consensus in” (at least 70%
of participants scored an outcome as “critical” and less than 15%
scored it as “not important”), “consensus out” (at least 70% of par-
ticipants scored an outcome as “not important” and less than 15%
scored it as “critical”), or “no consensus” (outcomes not meeting
the definition of “consensus in” or “no consensus”) [15,17]. After
the second round, the study management team determined that
participants had achieved sufficient consensus and there was no
need for further rounds.

After the Delphi process, we held a series of virtual consul-
tation meetings from Aprilto June 2020 with the study advisory
group and the WHO secretariat. We ratified the outcomes that met
criteria for “consensus in” and determined which “no consensus”
outcomes to retain. If an outcome was important, however not re-
quired, the group could designate it as an outcome for “consider-
ation.” We also discussed the semantics of the included outcomes,
which were translated back from lay language into technical terms
and aimed to align the terminology with existing outcomes litera-
ture [13,14]. We assigned gender-neutral terminology to be inclu-
sive of non-binary abortion patients.

We used R (version 3.0.3, 2014) and SAS Studio (20121, Cary,
NC) software, with Kruskal-Wallis testing, for comparison of out-
come scores across respondent types at a significance level at 5%.
The WHO Ethics Review Committee approved the study.

3. Results

In our literature reviews, we identified 218 abortion clinical tri-
als and 32 qualitative studies, which reported on 177 and 13 out-
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Fig. 1. Flowchart of identification and selection of core outcomes for abortion trials during the Delphi process and consensus meetings.

comes, respectively (Fig. 1). From this initial inventory, we syn-
thesized a preliminary list of 42 outcomes across 15 domains
(Appendix A). We entered these domains and outcomes into the
first round of the Delphi survey. After round one, we added 9 addi-
tional outcomes as suggested by survey respondents. In the second
round, respondents evaluated 51 outcomes.

Of the 251 invitees who registered to take the surveys, 218
(87%) provided responses of which 203 (81%) completed all ques-
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tions in round 1. In round 2, 118 of the 218 (42%) participants
responded. Table 1 shows the demographic characteristics of the
survey and consultation meeting participants. Clinicians were the
most represented group in the survey, while the consensus meet-
ing included more researchers. At all stages, most participants
identified as white and represented high-income countries in the
EURO (Europe) or AMRO (the Americas) regions. The percentage of
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Table 1
Characteristics of participants in Delphi surveys and consultation meetings conducted to identify core outcomes for abortion trials

Delphi Surveys Consultation
meeting (n=16)

All registered (N=251)  Started round 1 (n=218)  Completed round 1 (n=203)  Completed round 2 (n=118)

Stakeholder group

Clinician 116 (46) 101 (46) 95 (47) 52 (44) 5(31)
Researcher 45 (18) 40 (18) 37 (18) 23 (19) 8 (50)
Patient/representative 17 (7) 15 (7) 14 (7) 7 (6) 1(6)
NGO representative 56 (22) 49 (22) 44 (22) 27 (23) 0
Other 17 (7) 13 (6) 13 (6) 9(8) 2 (13)
Age in years 433 £ 13 435 £+ 13 441 +£ 13 439 £+ 13 Not available
Race

Asian 38 (15) 35 (16) 31 (15) 14 (12) 3(19)
Black 27 (11) 19 (9) 16 (8) 13 (11) 1(6)
Latin American 13 (5) 11 (5) 11 (5) 8 (7) 1(6)
Mixed or other 13 (5) 6 (3) 6 (3) 3(3) 5(31)
White 146 (58) 136 (62) 130 (64) 76 (64) 5(31)
Prefer not to disclose 6 (2) 9 (4) 7 (3) 3(3) 1(6)
Missing 8(3) 2(1) 2(1) 1(1) 0
Region®

AFRO 24 (10) 17 (8) 12 (6) 12 (10) 1(6)
EMRO 6(2) 5(2) 5(2) 2(2) 0 (0)
EURO 47 (19) 40 (18) 39 (19) 18 (15) 6 (38)
AMRO 134 (53) 116 (54) 113 (56) 67 (57) 8 (50)
SEARO 13 (5) 14 (6) 10 (5) 6 (5) 1(6)
WPRO 27 (11) 26 (12) 24 (12) 13 (11) 0
Country type®

Low income 14 (6) 12 (6) 10 (5) 7 (6) 2 (13)
Lower-middle income 30 (12) 22 (10) 18 (9) 13 (11) 0
Upper-middle income 13 (5) 11 (5) 9 (4) 6 (5) 1(6)
High 194 (77) 173 (79) 166 (82) 92 (78) 13 (81)

All data presented as n (%) or mean =+ standard deviation (SD)
3 WHO regions: AFRO,Africa; AMRO,The Americas EMRO Eastern Mediterranean; EURO, Europe; SEARO (South-East Asia), WPRO (Western Pacific)
b According to World Bank classification [18]

Table 2
“Consensus in"® outcomes from all respondent groups® who participated in the second round
(n=118) of a Delphi survey conducted to identify core outcomes for abortion trials

Core outcome Participant responses (n=118)

Surgical abortion

Damage to internal organs 116 (98)
Death 115 (97)
Potentially life-threatening treatment side effects” 115 (97)
Ongoing viable pregnancy 113 (96)
All of the pregnancy was passed or removed 111 (94)
Treatments for life threatening side effects” 110 (94)
Venous thromboembolic event! 94 (80)
Only a portion of the pregnancy was passed or removed 93 (79)
Cost to participant? 83 (71)
Medical abortion

Potentially life-threatening treatment side effects® 117 (99)
Death 115 (97)
Treatment for life-threatening side effects® 112 (95)
All of the pregnancy was passed or removed 112 (95)
Ongoing viable pregnancy 112 (95)
Damage to internal organs 109 (92)
Only a portion of the pregnancy was passed or removed 97 (83)
Venous thromboembolic event? 97 (83)
Acceptability of experience reported by participant 86 (73)

Data are n (%) of participants across all groups who rated the outcome as critical (score 7-9)

@ “Consensus in” defined as when at least 70% of participants scored an item as 7 to 9 (criti-
cal) and less than 15% score it as 1 to 3 (not important)

b The term, “side effect,” was used as lay terminology in the survey

¢ Participant groups were: researchers, abortion providers, abortion patients or patient repre-
sentatives, NGO representatives, and others

4 Not included in final core outcome set based on consensus discussions

participants who lived in low and lower-middle income countries teria for “consensus out.” We show outcome ratings across stake-
ranged from 14 to 18%. holder groups in Table 3. Of note, patients/representatives more

Table 2 shows the outcomes that met “consensus in” criteria highly rated “anxiety” (p=0.01) and “sadness” (p=0.002), though
across all participants. Appendix B lists the outcomes for which even in that group, the average score for these outcomes was
there was “no consensus” after round two. No outcomes met cri- below 7. “Ongoing pregnancy” had average scores above 7 in all

487



K.C. Whitehouse et al.

Contraception 104 (2021) 484-491

Table 3
Outcome scores® that differed across respondent groups in the second round of a Delphi survey conducted to identify core outcomes for abortion trials
Clinicians Researchers Patients/ representatives NGO representatives Other p-value®
Anxiety 5.0 (2.0) 5.0 (1) 6.0 (2.0) 6.0 (2.0) 6.0 (1.0) 0.01
Sadness 5.0 (2.0) 4.5 (2) 6.0 (1.0) 6.0 (1.0) 6.0 (4.0) 0.002
Acceptability of surgical abortion experience 7.0 (2.0) 6.0 (1.0) 7.0 (1.0) 8.0 (2.0) 7.0 (2.0) 0.05
reported by participant
Return of menstrual cycle 4.0 (1.0) 4.0 (1.0) 4.0 (1.0) 6.0 (2.0) 5.0 (2.0) 0.001
Attendance to postabortion follow-up visits 4.0 (3.0) 4.0 (3.0) 6.0 (2.0) 5.0 (3.0) 6.0 (3.0) 0.008
Ongoing viable pregnancy 9.0 (0) 9.0 (0) 8.0 (2.0) 9.0 (1.0) 8.5 (1.5) 0.03
Pain 7.0 (2.0) 6.0 (1.0) 7.0 (1.0) 8.0 (2.0) 6.5 (3.0) 0.02
Acceptability of medical abortion procedure 6.0 (3.0) 5.0 (2.0) 7.0 (3.0) 6.5 (4.0) 6.5 (2.0) 0.02
reported by healthcare provider
Relief/happiness 6.0 (2.0) 6.0 (2.0) 7.0 (2.0) 6.0 (3.0) 5.5 (1.5) 0.04

All data presented as median (interquartile range presented as the difference between the 3rd and 1st quartile).
2 Participants scored outcomes on a scale of 1 to 9 with 1 to 3 as “not important,” 4 to 6 as “important but not critical,” and 7 to 9 as “critical”
b Based on Kruskal-Wallis test. This table only shows outcomes for which the Kruskal Wallis test reached statistical significance at a level of 5%.

—[ All abortion trials

sSuccessful abortion
*Ongoing viable pregnancy
eDeath

eHemorrhage

eUterine infection
eHospitalization

eSurgical intervention

ePain

eGastrointestinal symptoms

eParticipants' experience of the abortion

Consider including:

e Incomplete
abortion/retained pregnancy
tissue

e Contact by the participant to
a healthcare provider

{ Surgical abortion only

eUterine perforation
eCervical injury

Medical abortion only

R

eUterine rupture

[ Abortion under anesthesia

eQver-sedation/respiratory disress
eLocal anesthetic systemic toxicity

Fig. 2. Final core outcome set for abortion trials based on the Delphi process and consensus meetings.

groups but had higher scores among clinicians and researchers
than other groups (p=0.03). “Pain” had mean scores above 7
among patients and NGO representatives but not among other
stakeholders (p=0.02).

At the consensus meeting, we identified a final list of 13 out-
comes for medical abortion and 14 outcomes for surgical abortion.
After combining the duplicate outcomes for medical and surgical
abortion, we obtained a final list of 15 unique outcomes. While ve-
nous thromboembolic event (VTE) met criteria for “consensus in,”
the group decided to exclude this outcome in the final set, con-
cluding that VTEs were not related specifically to abortion, but to
pregnancy in general. Incomplete abortion met criteria for “con-
sensus in,” however the group concluded that this diagnosis is
too vague and not always clinically meaningful. Incomplete abor-
tion was retained as an outcome “for consideration” rather than a
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requirement. Figure 2 shows the final core outcome set, with 15
required outcomes and 2 outcomes for consideration. Some out-
comes apply to all abortions, while others apply only to only med-
ical, surgical, or abortion under anesthesia.

4. Discussion

In our project, we used the modified Delphi process and con-
sensus meetings to finalize a core outcome set that future abortion
trials, systematic reviews, and clinical guidelines should include.
These 15 core outcomes span the domains of abortion success, ad-
verse events, side effects, and personal experience of the abortion.
Most of the outcomes are the same for medical and surgical abor-
tion, with the exception of uterine rupture (medical abortion), and
uterine perforation and cervical injury (surgical abortion, includ-
ing for an unsuccessful medical abortion). Two outcomes (over-
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sedation and toxicity from local anesthesia) only apply to abortions
with anesthesia.

To improve consistency and comparability of research studies,
researchers should report on relevant core outcomes in future clin-
ical trials on abortion. If core outcomes are not relevant, authors
should clarify the reason for not reporting them in the publica-
tion. Of course, this minimum list does not constrain researchers
from reporting other relevant and interesting outcomes. The ex-
pert group included 2 outcomes for consideration, “incomplete
abortion/retained pregnancy tissue” and “unanticipated participant
contact with a healthcare provider.” The group thought that “in-
complete abortion/retained pregnancy tissue” was not always clini-
cally meaningful because this diagnosis is often vague and difficult
to distinguish from retained blood clots or the normal spectrum
of postabortion recovery. The group felt that “unanticipated par-
ticipant contact with a healthcare provider” (such as phone calls
or outpatient visits) was an important marker of resource utiliza-
tion for both the healthcare system and the participant but also
felt that it might not be feasible for all trials to collect these data.
Accordingly, researchers are not instructed to report either of these
outcomes or justify their omission.

The systematic review identified significant variations in the
outcomes and outcome measures reported by previous abortion
trials, a variation that spans across reproductive health [23,24].
When synthesizing the final list of outcomes, we aligned our ter-
minology where possible with other relevant terminologies includ-
ing the PAIRS framework [14] in the adverse events domain and
the MARE guidelines for medical abortion outcomes [13]. We also
referred to the Food and Drug Administration, European Medicines
Agency, National Health Service, and other international governing
bodies’ definitions of serious adverse events when structuring this
domain [25-27].

This study has several strengths. First, we followed the guide-
lines for developing a core outcome set as dictated by the COMET
initiative, including the involvement of patients/representatives [3].
We engaged an international group of participants in the Delphi
process and in the study advisory group. The modified Delphi pro-
cess offers a robust method for reaching consensus without allow-
ing individuals to exert influence on others or dominate a discus-
sion [10]. Conversely, the Delphi process does not allow partici-
pants to interact nor present opportunities to clarify misconcep-
tions. In our project, participants included stakeholders across the
realm of abortion care from clinicians and researchers to relevant
NGO representatives and those with lived experience of abortion.
Another strength of our study is that we did not limit the identifi-
cation of core outcomes to published clinical trials. We also iden-
tified outcomes based on a review of qualitative studies focused
on participants’ experiences of abortion and drew from patient-
centered frameworks in our consensus discussions [28-31].

One limitation of our study is the high attrition rate (42%) be-
tween rounds of the Delphi surveys, possibly due to the slightly
more than one-year period between rounds one and two, which
may have led to disinterest in participating. This rate, however, fell
within the reported range of attrition rates (21%-48%) for other
core outcome set development studies in reproductive health [11].
We struggled to reach our goal to recruit equal proportions from
each stakeholder group. In particular, we had less representation
than desired from abortion patients/representatives (<10% of our
population). However because we only allowed survey participants
to self-select one stakeholder group, we did not capture those who
may have identified with more than 1 group. Reports from other
researchers corroborate that it can be challenging to recruit lay
people to participate in abortion-related research [32]. We tried
to compensate for this underrepresentation by placing a high im-
portance on including a patient-centered outcome in the final out-
come set. In addition, we performed a qualitative review on abor-
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tion outcomes, which contributed greatly to the entire process and
will be reported separately. Despite our efforts to invite partici-
pants through a broad network of international societies and or-
ganizations, we had low representation by people of color (36%).
Per our protocol, we invited all corresponding authors of the abor-
tion trials included in our systematic reviews. Most of these au-
thors lived in Europe or North America, which may have skewed
our population. Our consultation group was more racially and eth-
nically diverse, with 63% identifying as people of color. In the final
stage of this project, we will further explore the role of technology,
such as mobile applications or social media, and try to forge part-
nerships with relevant organizations to ensure diversity amongst
stakeholders.

While our list advises on the outcomes that researchers should
include in future abortion trials, it does not define how to mea-
sure them. The Consensus-based Standards for the selection of
health Measurement Instruments (COSMIN) initiative has pub-
lished guidelines on how to select outcome measurement instru-
ments for core outcome set developers [33]. COSMIN describes 4
steps to determining outcome measurement instruments, which
include conceptual considerations, review of existing instruments,
evaluation of instrument quality, and selection of 1 instrument for
each outcome [33]. In the next stage of the STAR project, we will
define the measurements for our core outcome set. We intend to
build on efforts that are already underway to define the measure-
ment of outcomes in medical abortion [34].

We plan to implement our core outcome set by working with
important partners in the field, such as the COMET and CROWN
initiatives. We also aim to collaborate with editors of relevant jour-
nals to further promote the use of our outcome set. We hope that
in time, inclusion, or justification for exclusion, of core outcomes
will be required when submitting an abortion clinical trial to a
peer-reviewed journal. Researchers should also consider selecting
their primary outcome from the core outcome set [35]. We plan to
create useful tools, such as generic reporting tables and CONSORT
and PRISMA extensions to make it easier for researchers to stan-
dardize outcome reporting [20]. These efforts aim to improve the
quality of data from abortion trials, systematic reviews and guide-
lines that use the data from these studies.
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Appendix A. Preliminary list of STAR project outcomes as they
appeared to participants of the modified Delphi process

Domain 1: Effectiveness of surgical abortion




K.C. Whitehouse et al.

Outcome 1: All of the pregnancy was passed or removed

Outcome 2: Only a portion of the pregnancy was passed or re-
moved

Outcome 3: Ongoing viable pregnancy

Outcome 4: Pregnancy is passed before a scheduled abortion

Outcome 5: Time needed to complete abortion (often measured
in minutes)

Domain 2: Side effects related to abortion surgery

Outcome 6: Treatment side effects (for example, nausea and
vomiting)

Outcome 7: Life threatening treatment side effects (for exam-
ple, heavy bleeding, allergic reaction, blood infection)

Outcome 8: Blood clots (for example, in the legs and/or lungs)

Outcome 9: Damage to internal organs (for example, poking a
hole in the womb)

Domain 3: Treatments for side effects related to abortion
surgery

Outcome 10: Treatments for life threatening side effects related
to the abortion surgery (for example, blood transfusion or surgery)

Domain 4: Death from abortion surgery

Outcome 11: Death

Domain 5: Experience of abortion surgery

Outcome 12: Pain

Outcome 13: Anxiety

Outcome 14: Sadness

Outcome 15: Satisfaction with surgical abortion experience re-
ported by woman

Outcome 16: Acceptability of surgical abortion experience re-
ported by woman

Outcome 17: Acceptability of surgical abortion procedure re-
ported by healthcare provider

Domain 6: Care after surgical abortion

Outcome 18: Resumption of daily activities (for example, doing
daily activities)

Outcome 19: Return of menstrual cycle

Domain 7: Outcomes related to preparing cervix (opening of
womb) for surgical abortion

Outcome 20: Cervical dilation (The softening and/or opening of
the cervix (entrance to the womb)

Domain 8: Utilization of resources associated with surgical
abortion

Outcome 21: Cost to woman

Outcome 22: Cost to healthcare system

Domain 9: Effectiveness of medical abortion (taking
medication to cause abortion)

Outcome 23: All of the pregnancy was passed or removed

Outcome 24: Only a portion of the pregnancy was passed or
removed

Outcome 25: Ongoing viable pregnancy

Outcome 26: Time needed to complete abortion (often mea-
sured in hours)

Domain 10: Side effects related to medical abortion

Outcome 27: Treatment side effects (for example, nausea and
vomiting)

Outcome 28: Life threatening treatment side effects (for exam-
ple, heavy bleeding, allergic reaction, blood infection)

Outcome 29: Blood clots (for example, in the legs and/or lungs)

Outcome 30: Damage internal organs (for example, rupture of
womb)

Domain 11: Treatments for side effects related to medical
abortion

Outcome 31: Treatments for life threatening side effects related
to medical abortion (for example, blood transfusion or surgery)

Domain 12: Death from medical abortion

Outcome 32: Death

Domain 13: Experience of medical abortion
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Outcome 33: Pain

Outcome 34: Anxiety

Outcome 35: Sadness

Outcome 36: Satisfaction with medical abortion experience re-
ported by woman

Outcome 37: Acceptability of medical abortion experience re-
ported by woman

Outcome 38: Acceptability of medical abortion procedure re-
ported by healthcare provider

Domain 14: Care after medical abortion

Outcome 39: Resumption of daily activities (for example, doing
daily activities)

Outcome 40: Return of menstrual cycle

Domain 15: Utilization of resources associated with medical
abortion

Outcome 41: Cost to woman

Outcome 42: Cost to healthcare system

Appendix B. Outcomes that were “no consensus” after the
second round of a Delphi survey conducted to identify core
outcomes for abortion trials

Surgical abortion (n=17)

Medical abortion (n=16)

B Time needed to complete
abortion

B Treatment side effects

W Pain

B Anxiety

B Sadness

M Relief/happiness

W Satisfaction with surgical
abortion experience reported by
participant

B Acceptability of surgical abortion
procedure reported by healthcare
provider

B Acceptability of surgical abortion
procedure as reported by
participant’s support
person/escort

B Abortion-related violence

B Resumption of daily activities

B Return of menstrual cycle

B Attendance to postabortion
follow-up visit

M Cost to healthcare system

W Cervical dilation

B Pregnancy is passed before a
scheduled abortion

B Acceptability of surgical abortion
experience reported by
participant

B Time needed to complete
abortion

B Treatment side effects

W Pain

B Anxiety

B Sadness

M Relief/happiness

B Satisfaction with medical
abortion experience reported by
participant

B Acceptability of medical abortion
procedure reported by healthcare
provider

B Acceptability of medical abortion
procedure as reported by
participant’s support
person/escort

B Abortion-related violence

B Resumption of daily activities

B Return of menstrual cycle

B Attendance to postabortion
follow-up visit

B Cost to healthcare system

B Compliance with medications

W Cost to participant
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