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Health-RelatedQuality of Life Improvements
in Patients With Endometriosis Treated
With Elagolix

Hugh S. Taylor, MD, Ahmed M. Soliman, MS, PhD, Beverly Johns, PhD, Robin M. Pokrzywinski, PhD,
Michael Snabes, MD, PhD, and Karin S. Coyne, PhD

OBJECTIVE: To evaluate the effects of elagolix on clin-

ically meaningful improvements in health-related quality

of life (HRQOL) measured by the EHP-30 (Endometriosis

Health Profile-30).

METHODS: Data from two phase III trials of elagolix for

moderate to severe pain associated with endometriosis

were pooled and analyzed as three groups: placebo,

elagolix 150 mg once daily, or elagolix 200 mg twice daily.

Patients were administered the EHP-30 questionnaire at

baseline, and at months 1, 3, and 6 of treatment. Previously

established responder definitions were applied to deter-

mine percentages of patients with clinically meaningful

EHP-30 improvements. The probability of meeting EHP-30

responder definitions with elagolix compared with placebo

at months 3 and 6 was determined by Poisson regression

analysis, controlling for baseline scores.

RESULTS: At month 6, the probabilities of meeting EHP-30

subscale responder definitions for pain, control and pow-

erlessness, self-image, social support, emotional well-being,

and sexual intercourse were 169% (adjusted relative risk

[aRR]: 2.69, 95% CI 2.26–3.21), 129% (aRR 2.29, 95% CI

1.96–2.67), 80% (aRR 1.80, 95% CI 1.54–2.11), 70% (aRR

1.70, 95% CI 1.47–1.97), 67% (aRR 1.67, 95% CI 1.45–

1.92), and 62% (aRR 1.62, 95% CI 1.36–1.92) greater, respec-

tively (all P,.001), in the 200-mg group than in the placebo

group. Although lower in magnitude than the 200-mg

group, the 150-mg group also had greater probabilities of

meeting responder definitions than the placebo group for

all subscales except sexual intercourse. The probabilities of

meeting responder definitions for pain, control and pow-

erlessness, self-image, social support, and emotional well-

being were 75% (aRR 1.75, 95% CI 1.44–2.14), 50% (aRR

1.50, 95% CI 1.25–1.80), 22% (aRR 1.22, 95% CI 1.01–1.47),

30% (aRR 1.30, 95% CI 1.09–1.53), and 35% (aRR 1.35, 95%

CI 1.16–1.57) greater, respectively (all P,.05), in the 150-mg

group than in the placebo group.

CONCLUSION: Patients with moderate to severe pain

associatedwith endometriosis and were treatedwith elagolix

experienced clinically meaningful HRQOL improvements.
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E ndometriosis is a chronic gynecologic condition
characterized by growth of endometrial tissue out-

side the uterus.1 Pain symptoms are a central feature
of endometriosis, along with infertility and chronic
fatigue,1,2 and current treatment guidelines prioritize
pain management.3,4 Endometriosis reduces women’s
health-related quality of life (HRQOL),5 resulting in
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impairments in physical functioning,6–9 diminished
social life, difficulties in intimate relationships,6,7,10,11

and decreased productivity.6–8,12

Patient-reported outcome measures such as the
EHP-30 (Endometriosis Health Profile-30)13–15 are
increasingly employed to evaluate therapeutic efficacy
and guide clinical decision making.16 In 2009, the U.S.
Food and Drug Administration published guidance on
using patient-reported outcome measures in clinical tri-
als, emphasizing the establishment of meaningful
changes at the patient level.17 Individual patient-
reported outcome score changes (responder definitions)
over a predetermined time period that would be inter-
preted as treatment benefits can be used to assess treat-
ment effects perceived as meaningful by the patient.17,18

Few studies have defined clinically meaningful score
changes for patient-reported outcomes used in endome-
triosis.19–22 Responder definitions were previously deter-
mined for EHP-30 subscales based on data from patients
with moderate to severe pain associated with endometri-
osis in the ELARIS EM-I, and EM-II trials.23 In the
current post hoc analysis, responder definitions for
EHP-30 subscales were applied to pooled ELARIS trial
data24 to determine whether treatment with elagolix, an
oral nonpeptide gonadotropin-releasing hormone antag-
onist,25 was associated with clinically meaningful im-
provements in HRQOL compared with placebo.

ROLE OF THE FUNDING SOURCE

This study was funded by AbbVie Inc. AbbVie sponsored
the study, contributed to the design, participated in
collection, analysis, and interpretation of data, and partic-
ipated in the writing, reviewing, and approval of the final
version. The authors had access to relevant aggregated
study data and other information (such as study protocol,
analytic plan and report, validated data tables, and clinical
study reports) required to understand and report research
findings. The authors take responsibility for the presenta-
tion and publication of the research findings, have been
fully involved at all stages of publication and presentation
development, and are willing to take public responsibility
for all aspects of the work. All individuals included as
authors and contributors who made substantial intellectual
contributions to the research, data analysis, and publica-
tion or presentation development are listed appropriately.
The role of the sponsor in the design, execution, analysis,
reporting, and funding is fully disclosed. The authors’ per-
sonal interests, financial or nonfinancial, relating to this
research and its publication have been disclosed.

METHODS

Data were pooled from two similar phase III random-
ized controlled trials, ELARIS EM-I (NCT01620528)

and ELARIS EM-II (NCT01931670), which evaluated
the efficacy and safety of elagolix for the treatment of
moderate to severe pain associated with endometri-
osis.24 The study designs and eligibility criteria have
been previously described.24 Briefly, premenopausal
women aged 18–49 years who received a surgical diag-
nosis of endometriosis in the previous 10 years and who
had moderate to severe pain associated with endometri-
osis were eligible for the studies. Participants were ran-
domized 2:2:3 to receive elagolix 150 mg once daily
(150-mg cohort), 200 mg twice daily (200-mg cohort),
or placebo for 6 months with a 12-month follow-up
period. The primary endpoints in the studies were the
proportion of patients with a clinical response for dys-
menorrhea and nonmenstrual pelvic pain at month 3 of
treatment, where response was defined as clinically
meaningful reduction in pain score, and decreased or
stable use of rescue analgesics.24 Secondary endpoints
included efficacy evaluations per patient-reported out-
comes, including assessment of HRQOL.

Patients in the two trials were administered the EHP-
30 questionnaire15 at baseline, and at months 1, 3, and 6
of treatment. The EHP-30 is a validated disease specific
questionnaire with 30 questions that encompass five core
scales: pain, control and powerlessness, emotional well-
being, social support, and self-image.15 The EHP-30
modular questionnaires address additional scales that
may not apply to all women with endometriosis,14,15

including the sexual intercourse scale, which was admin-
istered to patients in these trials. The EHP-30 questions
are asked regarding endometriosis in the previous 4
weeks and are answered on a 5-point Likert scale, where
05never, 15rarely, 25sometimes, 35often, and
45always. Raw scores for the questions within a scale
are summed and transformed to a 0–100 scale, with high-
er scores indicating worse HRQOL.14,15

Least squares mean change from baseline to months
1, 3, and 6 was calculated for the pooled data set of
patients. Differences between elagolix dose groups and
placebo were derived from an analysis of covariance
model, with treatment as the main effect and baseline
value as a covariate. A triangulation approach was used
to assess responder thresholds for the sexual relationship
module and each domain of EHP-30. The triangulation
methodology involved three psychometric approaches,
anchor- and distribution-based analyses, and use of
clinically relevant indicators (improvement in dysmen-
orrhea, nonmenstrual pelvic pain, and dyspareunia). The
results for these three psychometric approaches as they
apply to EHP-30 have been previously described.23 The
following responder definitions for EHP-30 scales were
used: pain, 30-point reduction; control and powerless-
ness, 35-point reduction; emotional well-being, social
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support, self-image, and sexual intercourse, 20-point re-
ductions.23 The percentages of patients who met the
responder definitions for each of the six EHP-30 scales
at months 1, 3, and 6 were determined.

A binary Poisson regression analysis was per-
formed to determine the probability of patients
meeting EHP-30 responder definitions at months 3
and 6. In this model, baseline EHP-30 scores and
treatment arm were independent variables, and pa-
tients given placebo were used as the reference group.
Relative risk (RR) estimates, 95% CIs, and associated
P values were generated; regression results were
adjusted for differences in baseline EHP-30 domain
scores. Continuous variables were summarized by
means and SD and categorical variables were re-
ported as percentages. The EHP-30 data were re-
ported for only nonmissing responses. All data
analyses were performed using SAS 9.4.

An institutional review board at each study center
approved the clinical study protocol before the study was
conducted. Shulman Associates IRB conducted the
majority of the institutional review board approvals at
each study center. The trial was conducted in accordance
with the Declaration of Helsinki and International
Conference on Harmonisation guidelines.24 Informed

consent was obtained from all individuals who partici-
pated in the ELARIS EM-I and EM-II trials.24

RESULTS

A total of 1,686 women were randomized and treated
in the ELARIS EM-I and EM-II trials, with 734
receiving placebo, 475 receiving elagolix 150 mg
once daily, and 477 receiving elagolix 200 mg twice
daily (Table 1). The baseline demographics and clin-
ical characteristics of the study populations were sim-
ilar between trials and across treatment arms,24

allowing data from both trials to be pooled by treat-
ment arm. Baseline pain scores for dysmenorrhea,
nonmenstrual pelvic pain, and dyspareunia were
highly similar between treatment arms (Table 1)23,24

Women in the elagolix 200-mg cohort had signifi-
cant improvements from baseline in all six EHP-30
subscale scores compared with women in the placebo
group at months 1, 3 and 6 of treatment (Table 2). In the
elagolix 200-mg cohort, the greatest improvements com-
pared with placebo (least squares mean difference6SE)
were reported for pain (221.0961.46; 95% CI 223.95
to 218.23; P,.001) and control and powerlessness
(223.1061.78; 95% CI 226.59 to 219.61; P,.001) at
month 6. Improvements at month 6 were also reported

Table 1. Baseline Demographics and Clinical Characteristics of the Study Population

Parameter
Placebo
(n5734)

Elagolix 150 mg Once Daily
(n5475)

Elagolix 200 mg Twice Daily
(n5477)

Age (y) 32.466.6 32.366.4 32.366.6
Race

White 645 (87.9) 419 (88.2) 422 (88.5)
Black or African American 62 (8.4) 44 (9.3) 42 (8.8)
Other 27 (3.7) 12 (2.5) 13 (2.7)

BMI (kg/m2)* 27.766.3 27.666.6 27.466.6
Dysmenorrhea score† 2.1660.46 2.1660.48 2.1360.49
Nonmenstrual pelvic pain score† 1.5960.50 1.6560.54 1.5660.51
Dyspareunia score‡ 1.4860.83 1.5060.85 1.4960.86
Overall endometriosis-associated pain

score (NRS)§
5.5761.66 5.7161.75 5.4161.69

EHP-30 domain scores
Pain 57.1615.4 56.6615.5 56.4614.8
Control and powerlessness 65.9621.2 67.3622.2 65.7621.8
Emotional well-being 47.2620.2 48.1620.9 48.3620.1
Social support 51.7626.4 53.1626.4 53.9625.8
Self-image 48.0628.8 49.4628.4 47.9626.7
Sexual intercourse 61.9625.4 60.2626.7 62.0624.6

BMI, body mass index; NRS, numeric rating scale; EHP-30, Endometriosis Health Profile-30.
Data are n (%) or mean6SD.
* BMI data were available for 731, 472, and 473 patients in the placebo, elagolix 150 mg once daily, and elagolix 200 mg twice daily

cohorts, respectively.
† Pain responses were none50, mild51, moderate52, and severe53.
‡ Pain responses were none50, mild51, moderate52, severe53, and not applicable. Excluding women who responded, “not applicable,”

606, 392, and 386 patients in the placebo, elagolix 150 mg once daily, and elagolix 200 mg twice daily groups, respectively, had
baseline dyspareunia pain responses.

§ Response for overall endometriosis-associated pain ranged from 0 (no pain) to 10 (worst pain ever).
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for the elagolix 150-mg cohort, but the magnitude was
less than in the 200-mg cohort: pain (210.7061.45; 95%
CI 213.54 to 27.87; P,.001) and control and power-
lessness (29.9361.77; 95% CI 213.41 to 26.44;
P,.001).

At month 1, a greater percentage of women treated
with either dose of elagolix achieved responses for all
EHP-30 subscales except sexual intercourse, compared
with those given placebo (Fig. 1A–F). The percentage of
patients meeting responder definitions increased from
month 1 to month 3 for all EHP-30 subscales, with the
greatest percentage of responders consistently in the ela-
golix 200-mg cohort (46.4–59.9%). By comparison, 38.1–
44.0% of the elagolix 150-mg cohort and 25.5–37.9% of
the placebo cohort met EHP-30 responder definitions at
month 3. The placebo cohort had the lowest proportion
of patients meeting responder definitions in the pain sub-
scale at month 3 (25.5%; Fig. 1A). For both doses of
elagolix, the percentage of patients meeting responder
definitions at month 3 was greatest for the control and
powerlessness subscale (150 mg, 44.0%; 200 mg, 59.9%;
Fig. 1B). Among all EHP-30 subscales, the self-image
subscale had the lowest proportion of patients meeting
responder definitions for both elagolix doses at month 3
(150 mg, 38.1%; 200 mg, 46.4%; Fig. 1E).

From months 3–6, the percentage of patients in the
placebo cohort who met responder definitions generally
plateaued across subscales (Fig. 1A–F). In contrast, the

percentage of patients in the elagolix 200-mg cohort who
met responder definitions increased from month 3–6 for
all subscales (52.7–66.0%). The percentages of patients in
the elagolix 150-mg cohort who met responder defini-
tions (37.2–50.1%) were relatively sustained from month
3–6 for pain, control and powerlessness, self-image, and
sexual intercourse subscales. Increased proportions of
patients in the elagolix 150-mg cohort were responders
at month 6 for the emotional well-being (50.1%; Fig. 1C)
and social support (43.7%; Fig. 1D) subscales compared
with month 3 (43.3% and 39.3%, respectively).

At month 6, comparing all EHP-30 subscales, the
self-image and sexual intercourse subscales had the
fewest responders among the elagolix 150-mg cohort
(both 37.2%; Fig. 1E and F). Similarly, the fewest patients
in the elagolix 200-mg cohort met responder definitions
at month 6 for the self-image subscale (52.7%; Fig. 1E).

A Poisson regression analysis with robust standard
errors was performed to determine the effect of both
elagolix doses compared with placebo on the probability
of meeting EHP-30 responder definitions at months 3
and 6 of treatment. Unadjusted RRs and adjusted relative
risks (aRRs) are provided in Tables 3 and 4, respectively.

After adjustment, the highest probability of meet-
ing responder definitions was reported for the pain
subscale at months 3 and 6 (Table 4). At month 3,
patients in the elagolix 150-mg cohort had a 66%
(aRR: 1.66; 95% CI 1.40–1.97; P,.001) greater

Table 2. Change From Baseline in Endometriosis Health Profile-30 Domain Scores

Visit EHP-30 Domain

LS Mean Change6SE

Placebo Elagolix 150 mg Once Daily Elagolix 200 mg Twice Daily

Month 1 Pain 214.8360.70 220.0960.86 223.5060.87
Control and powerlessness 219.6260.86 224.2761.07 227.9761.08
Emotional well-being 29.9460.66 213.1860.81 214.0060.82
Social support 29.4060.80 211.7060.99 213.7461.00
Self-image 28.7960.79 210.5860.98 213.7960.99
Sexual intercourse 210.1960.87 210.8761.06 214.9261.09

Month 3 Pain 218.4960.78 226.7960.94 235.5960.97
Control and powerlessness 224.8660.93 232.8161.14 242.2861.16
Emotional well-being 213.6760.75 217.7560.92 221.1560.94
Social support 212.5460.93 218.0061.14 224.1461.16
Self-image 211.1660.92 216.5461.13 221.0861.15
Sexual intercourse 213.5461.08 217.2261.31 225.8561.37

Month 6 Pain 217.3860.93 228.0961.11 238.4861.12
Control and powerlessness 222.9261.14 232.8561.36 246.0261.37
Emotional well-being 213.6860.88 220.3361.04 226.5061.05
Social support 213.2061.13 219.7761.35 229.4261.36
Self-image 212.5461.09 215.2461.31 225.2961.31
Sexual intercourse 212.7861.35 216.6061.56 228.6761.58

EHP-30, Endometriosis Health Profile-30; LS, least squares.
P value for difference between elagolix doses and placebo was derived from an analysis of covariance model with treatment as the main

effect and baseline value as a covariate.
* P,.001.
† P,.01.
‡ P,.05.
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probability of meeting the pain subscale responder
definition than those given placebo, and patients in
the elagolix 200-mg cohort had a 137% (aRR 2.37,
95% CI 2.03–2.77; P,.001) greater probability than
those given placebo. The probability of meeting the
pain subscale responder definition at month 6
increased for both doses of elagolix; the probability
for the elagolix 150-mg cohort was 75% (aRR 1.75,
95% CI 1.44–2.14; P,.001) greater than placebo and
169% (aRR 2.69, 95% CI 2.26–3.21; P,.001) greater
than placebo for the elagolix 200-mg cohort. The
probabilities of women in both elagolix dose cohorts
meeting responder definitions for the control and
powerlessness subscale were also significantly higher
than the placebo cohort. At month 3, the probability
of patients in the elagolix 150-mg cohort meeting the
control and powerlessness subscale responder defini-
tion was 33% (aRR 1.33, 95% CI 1.14–1.54; P,.001)
greater than placebo and 84% (aRR 1.84, 95% CI
1.62–2.10; P,.001) greater than placebo for patients
in the elagolix 200-mg cohort. At month 6, probabil-
ities were 50% (aRR 1.50, 95% CI 1.25–1.80; P,.001)
and 129% (aRR 2.29, 95% CI 1.96–2.67; P,.001)
greater than placebo for the elagolix 150-mg and
200-mg cohorts, respectively.

DISCUSSION

In this post hoc analysis, patients with moderate to severe
pain associated with endometriosis who were treated with
elagolix 150 mg once daily or 200 mg twice daily
achieved clinically meaningful improvements in
HRQOL in a dose-dependent manner, as observed for
primary efficacy endpoints.24 Higher percentages of pa-
tients in the elagolix 200-mg cohort met EHP-30
responder definitions than patients in the elagolix 150-
mg cohort. At month 6, significant improvements from
baseline were reported for all six subscale scores in the
200-mg cohort compared with placebo, and in four sub-
scale scores (pain, control and powerlessness, emotional
well-being, and social support) in the 150-mg cohort
compared with placebo. Patients treated with elagolix
perceived meaningful improvements in HRQOL as early
as month 1 of treatment (200-mg cohort), with sustained
or further improvements through months 3 and 6.
Although both doses of elagolix increased the likelihood
of meeting responder definitions across HRQOL do-
mains compared with placebo, the RR estimates were
greater in the 200-mg cohort. The changes in HRQOL
scores mirror the improvements observed in pain scores
dysmenorrhea and nonmenstrual pelvic pain.24

Patients treated with elagolix had the greatest
probability of meeting responder definitions for pain

Difference of LS Means From Placebo6SE (95% CI)

Elagolix 150 mg Once Daily Elagolix 200 mg Twice Daily

25.2661.10 (27.43 to 23.10)* 28.6761.12 (210.86 to 26.48)*
24.6561.37 (27.35 to 21.96)* 28.3561.38 (211.06 to 25.64)*
23.2361.04 (25.28 to 21.19)† 24.0561.05 (26.12 to 21.99)*
22.3061.28 (24.81 to 0.20) 24.3561.28 (26.87 to 21.83)*
21.7961.26 (24.26 to 0.68) 24.9961.27 (27.48 to 22.50)*
20.6861.37 (23.37 to 2.01) 24.7361.40 (27.48 to 21.99)*
28.3061.22 (210.70 to 25.90)* 217.1061.25 (219.54 to 214.66)*
27.9561.47 (210.83 to 25.07)* 217.4261.49 (220.34 to 214.49)*
24.0861.19 (26.41 to 21.75)* 27.4861.21 (29.85 to 25.11)*
25.4661.47 (28.35 to 22.57)* 211.6061.49 (214.52 to 28.67)*
25.3861.46 (28.24 to 22.52)* 29.9261.47 (212.80 to 27.03)*
23.6861.70 (27.01 to 20.35)‡ 212.3161.75 (215.73 to 28.88)*

210.7061.45 (213.54 to 27.87)* 221.0961.46 (223.95 to 218.23)*
29.9361.77 (213.41 to 26.44)* 223.1061.78 (226.59 to 219.61)*
26.6561.36 (29.32 to 23.97)* 212.8261.37 (215.51 to 210.13)*
26.5761.76 (210.03 to 23.11)* 216.2261.77 (219.69 to 212.74)*
22.6961.70 (26.04 to 0.65) 212.7461.70 (216.08 to 29.40)*
23.8262.06 (27.87 to 0.23) 215.9062.08 (219.97 to 211.82)*
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Fig. 1. Proportion of patients meeting responder definitions for EHP-30 (Endometriosis Health Profile-30) subscales at
months 1, 3, and 6 of treatment. The percentages of patients who met responder definitions for the following EHP-30
subscales: pain (A), control and powerlessness (B), emotional well-being (C), social support (D), self-image (E), and sexual
intercourse (F). n values indicate the total number of patients with EHP-30 scores for the indicated subscale at each
timepoint per treatment arm. Responder definitions were based on the following reductions in subscale scores from
baseline: pain, 30-point reduction; control and powerlessness, 35-point reduction; emotional well-being, social support,
self-image, and sexual intercourse, 20-point reductions.

Taylor. Elagolix and Meaningful EHP-30 Improvements. Obstet Gynecol 2020.
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and control and powerlessness subscales. Elagolix results
in clinically meaningful reductions in dysmenorrhea and
nonmenstrual pelvic pain24 and significantly reduces
fatigue,26 both of which likely contribute to clinically
meaningful improvements in the control and powerless-
ness scale. The probability of meeting responder defini-
tions was lowest for the sexual intercourse subscale. This

finding agrees with published data showing that treat-
ment with elagolix 200-mg twice daily resulted in signif-
icant improvement in dyspareunia scores, whereas
treatment with the 150-mg once-daily dose did not.11

Elagolix influences more than endometriosis-
associated pain, as evidenced by the proportions of
patients meeting responder definitions across EHP-30

Table 3. Unadjusted Poisson Relative Risk Estimates of Meeting Endometriosis Health Profile-30 Subscale
Responder Definitions

Visit
EHP-30

Dimension
Elagolix 150 mg Once Daily vs

Placebo [RR (95% CI)] P
Elagolix 200 mg Twice Daily vs

Placebo [RR (95% CI)] P

Month
3

Pain 1.64 (1.38–1.96) ,.001 2.32 (1.98–2.72) ,.001

Control and
powerlessness

1.36 (1.16–1.59) ,.001 1.85 (1.61–2.12) ,.001

Emotional well-
being

1.19 (1.02–1.39) .025 1.42 (1.24–1.64) ,.001

Social support 1.24 (1.05–1.47) .011 1.63 (1.41–1.90) ,.001
Self-image 1.35 (1.13–1.61) ,.001 1.64 (1.40–1.94) ,.001
Sexual intercourse 1.10 (0.92–1.31) .315 1.49 (1.27–1.74) ,.001

Month
6

Pain 1.74 (1.43–2.13) ,.001 2.66 (2.23–3.18) ,.001

Control and
powerlessness

1.54 (1.28–1.86) ,.001 2.33 (1.98–2.73) ,.001

Emotional well-
being

1.38 (1.18–1.62) ,.001 1.72 (1.49–1.99) ,.001

Social support 1.33 (1.11–1.59) .002 1.78 (1.52–2.08) ,.001
Self-image 1.26 (1.03–1.53) .023 1.78 (1.50–2.11) ,.001
Sexual intercourse 0.99 (0.80–1.23) .935 1.65 (1.39–1.96) ,.001

EHP-30, Endometriosis Health Profile-30; RR, relative risk.

Table 4. Adjusted Poisson Relative Risk Estimates of Meeting Endometriosis Health Profile-30 Subscale
Responder Definitions

Visit
EHP-30

Dimension
Elagolix 150 mg Once Daily vs

Placebo [RR (95% CI)] P
Elagolix 200 mg Twice Daily vs

Placebo [RR (95% CI)] P

Month
3

Pain 1.66 (1.40–1.97) ,.001 2.37 (2.03–2.77) ,.001

Control and
powerlessness

1.33 (1.14–1.54) ,.001 1.84 (1.62–2.10) ,.001

Emotional well-
being

1.16 (1.01–1.34) .042 1.39 (1.22–1.59) ,.001

Social support 1.22 (1.04–1.43) .013 1.57 (1.37–1.81) ,.001
Self-image 1.33 (1.13–1.57) ,.001 1.69 (1.45–1.97) ,.001
Sexual intercourse 1.11 (0.93–1.32) .264 1.48 (1.27–1.73) ,.001

Month
6

Pain 1.75 (1.44–2.14) ,.001 2.69 (2.26–3.21) ,.001

Control and
powerlessness

1.50 (1.25–1.80) ,.001 2.29 (1.96–2.67) ,.001

Emotional well-
being

1.35 (1.16–1.57) ,.001 1.67 (1.45–1.92) ,.001

Social support 1.30 (1.09–1.53) .003 1.70 (1.47–1.97) ,.001
Self-image 1.22 (1.01–1.47) .036 1.80 (1.54–2.11) ,.001
Sexual intercourse 1.00 (0.81–1.24) .988 1.62 (1.36–1.92) ,.001

EHP-30, Endometriosis Health Profile-30; RR, relative risk.
Regression results were adjusted for differences in baseline EHP-30 domain scores.
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subscales. Endometriosis is associated with feelings of
powerlessness and the sense that symptoms dominate
one’s life.5,15,27 Effective symptom management with ela-
golix may restore a sense of control and improve emo-
tional well-being by reducing depression, anxiety, and
hopelessness.5,27 Treatment of endometriosis with elago-
lix may allow women to more fully engage in social
activities and relationships, which often suffer owing to
endometriosis symptoms.5,27 Alleviation of dyspareunia
by elagolix improves women’s sexual quality of life,11

positively influencing intimate relationships that may
have deteriorated.5,27 It is common for women with
endometriosis to defer or lose opportunities for career
or educational advancement5,7,12,27,28; however, elagolix
was shown to restore women’s workplace productivity.26

The ability to participate in the workforce promotes
mental well-being29 and reduces the financial burden
of endometriosis.12 In these ways, elagolix mitigates the
effects of endometriosis on women’s HRQOL.

This study evaluated the effect of a standardized
treatment regimen on clinically meaningful improve-
ments in EHP-30 scores in women with moderate to
severe endometriosis-associated pain. A PubMed search
for “endometriosis EHP-30” found two other studies that
evaluated clinically meaningful changes in EHP-30
scores. One study surveyed only 40 women with endo-
metriosis who were recruited from one medical center
before and after surgical intervention.22 The second
study evaluated clinically meaningful score changes in
the Dutch EHP-30 among Dutch women with endome-
triosis who were recruited from a medical center and
patient support group who received various treatments.19

In contrast, our study highlights the utility of applying
EHP-30 responder definitions to measure therapeutic
efficacy in a large clinical trial setting.

A strength of this analysis is the large sample size
derived from two phase III randomized, double-blind
placebo-controlled trials. A high percentage of patients
given placebo met responder definitions across EHP-30
subscales (28–38%). This placebo effect is not uncom-
mon in a disease in which pain is the primary symptom,
and the results of this analysis reflect placebo response
rates observed for the trials’ primary endpoints.24

Despite this, regression analyses found significantly high-
er probabilities of meeting responder definitions for pa-
tients treated with elagolix than for those who were given
placebo. The responder definitions used here were based
on a patient population with moderate to severe pain
associated with endometriosis and are not applicable to
patients with milder endometriosis. The EHP-30 re-
sponses may be subject to recall bias; however, recall
was limited to the previous 4 weeks. Additional studies
are needed to access whether the effects of elagolix are

sustained long-term, because the present analysis was
limited to 6 months.

In summary, this analysis demonstrated that the
treatment of women with moderate to severe pain
associated with endometriosis with elagolix 150 mg once
daily or 200 mg twice daily resulted in greater HRQOL
improvements than placebo that were clinically mean-
ingful to patients. Treatment with elagolix 200 mg twice
daily was associated with a higher chance of meeting
responder definitions across EHP-30 scales than elagolix
150 mg once daily. These improvements are expected to
positively affect the personal and professional lives of
women with endometriosis.
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