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Aim: To examine the characteristics, treatment patterns, and physicians’ assessments of
outcomes for patients with rheumatoid arthritis (RA), systemic lupus erythematosus (SLE), or
dermatomyositis/polymyositis (DM/PM) who received Acthar Gel. Materials & methods: This survey-based
medical chart review study asked rheumatologists who met specific inclusion criteria to abstract data
from patient records covering the period from April 2022 to November 2024. Eligible patients were
adults ≥18 years diagnosed with RA, SLE, or DM/PM, treated with Acthar Gel for ≤24 months. An online
questionnaire screened and identified contributing physicians and collected anonymized patient data
(baseline demographic, medical history, concomitant medications, Acthar Gel treatment history, and
physicians’ assessment of health status, symptom severity, treatment outcomes with Acthar Gel). Results:
The study population comprised 73 patients with RA (average age 50 years; 49 [67%] female; 44 [60%]
White/non-Hispanic), 56 with SLE (average age 42 years; 47 [84%] female; 28 [50%] African–American),
and 104 with DM/PM (average age 52 years; 69 [66%] female; 62 [60%] White/non-Hispanic). Patients had
received Acthar Gel for an average of 9 (RA) or 8 months (SLE, DM/PM), with most receiving treatment
at the time of the study. Per physicians’ assessment, health status improved in 68 (93%) patients with RA,
50 (89%) patients with SLE, and 100 (96%) patients with DM/PM after starting treatment with Acthar
Gel. The most common treatment goals achieved in patients with improved overall health status were
improved overall symptoms, pain, physical function, and corticosteroid use in the RA cohort; overall
symptoms, pain, corticosteroid use, and fatigue in the SLE cohort; and overall symptoms, strength,
physical function, and corticosteroid use in the DM/PM cohort. Conclusion: These findings support the
use of Acthar Gel as a potential treatment option for appropriate patients with RA, SLE, or DM/PM.

Plain language summary: How rheumatologists use Acthar Gel to treat adults with rheumatoid arthritis,
systemic lupus erythematosus or dermatomyositis/polymyositis
What is this article about? Even when using medications such as steroids, people living with rheumatoid
arthritis (RA), systemic lupus erythematosus (SLE), or dermatomyositis/polymyositis (DM/PM) experience
symptoms. Acthar Gel is a prescription medicine that can be used as another treatment option. We wanted
to find out how doctors use Acthar Gel in their regular practice to treat adults with RA, SLE or DM/PM.
We asked rheumatologists to provide basic information about patients treated with Acthar Gel in the
last 2 years, such as age, sex, symptoms, and how long they were treated with Acthar Gel. We also asked
these doctors to evaluate how their patients’ overall health, symptoms. and use of steroids changed from
before to after the treatment.
What were the results? We studied data from 73 adults with RA, 56 with SLE, and 104 with DM/PM. These
patients had been given Acthar Gel for about 8–9 months. Rheumatologists said that many patients had
better overall health after being treated with Acthar Gel. They also said that many patients experienced
fewer symptoms, less pain, less tiredness, and used fewer corticosteroids.
What do the results mean? These results suggest that Acthar Gel may be a treatment option for some
patients with RA, SLE or DM/PM.
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Rheumatoid arthritis (RA), systemic lupus erythematosus (SLE), and dermatomyositis/polymyositis (DM/PM)
are systemic autoimmune rheumatic diseases that severely impact patients’ health, quality of life, and function. RA
impacts over 1.6 million people in high-income North America, with a prevalence rate of 300.5 per 100,000 [1].
Pharmacologic treatment options for people with RA include nonsteroidal anti-inflammatory drugs (NSAIDs) and
glucocorticoids for symptomatic treatment as well as disease-modifying antirheumatic drugs (DMARDs), which
include conventional synthetic DMARDs (e.g., methotrexate, leflunomide, hydroxychloroquine, sulfasalazine),
targeted synthetic DMARDs (e.g., baricitinib, tofacitinib, upadacitinib), and biologic DMARDs (e.g., adalimumab,
etanercept, infliximab, rituximab) [2–4].

SLE has an overall prevalence of 72.8 per 100,000 person-years, impacting over 200,000 people in the USA [5].
Medications commonly used to treat people with SLE include glucocorticoids, hydroxychloroquine, and NSAIDs,
along with immunosuppressive agents (e.g., azathioprine, methotrexate, mycophenolate mofetil) and biologic
therapies (e.g., anifrolumab, belimumab, rituximab), depending on disease severity, organ involvement, and response
to prior therapy. Additional therapies such as cyclophosphamide and voclosporin are used particularly in patients
with organ-threatening manifestations, including lupus nephritis [6,7]. Many of these therapies are associated with
important safety considerations, including risks of serious infections, malignancy and organ toxicity; several agents
(e.g., rituximab, cyclophosphamide, mycophenolate mofetil, and voclosporin) carry boxed warnings, which may
limit their use in certain populations.

DM/PM is rarer than RA and SLE, with prevalence estimates ranging from 1 to 13 per 100,000 in the
USA [8,9]. Medications for patients with DM/PM include glucocorticoids, immunosuppressants (e.g., methotrex-
ate, azathioprine, mycophenolate mofetil), oral cyclosporine, intravenous immunoglobulin G, rituximab, and
cyclophosphamide, particularly in patients with refractory or severe disease [8]. Because of the complex biology,
clinical heterogeneity and variation across disease subtypes, treatment responses may differ among patients. De-
spite the availability of numerous treatments, patients with RA, SLE or DM/PM can experience breakthrough
symptoms during acute episodes and exacerbations. Therapeutic advances are needed to develop therapies with
improved effectiveness and fewer side effects.

Acthar R© Gel (repository corticotropin injection; Keenova Therapeutics, formerly Mallinckrodt Pharmaceuticals)
– a naturally sourced complex mixture of adrenocorticotropic hormone (ACTH) analogs and other pituitary
peptides – has anti-inflammatory and immunomodulatory properties [10–13]. Acthar Gel is approved in the USA for
19 indications, including as adjunctive therapy for short-term administration in patients with RA during an acute
episode or exacerbation, and for selected patients with SLE or DM/PM during an exacerbation or as maintenance
therapy [10]. Thus, Acthar Gel is often used in patients with RA, SLE, or DM/PM after other therapies have
failed. Small clinical trials and retrospective case series have found that Acthar Gel may reduce disease activity and
improve signs/symptoms and functional status in patients with RA [14–18], SLE [19–25], and DM/PM [26–31]. Claims
database studies have reported reduced medical resource utilization with Acthar Gel treatment in patients with RA,
SLE, or DM/PM [32–34]. Another claims database study found reduced use of corticosteroids and biologics in the
6 months before versus after therapy with Acthar Gel in patients with various rheumatologic conditions [35]. In a
study of deidentified medical records, physicians reported improved outcomes after Acthar Gel treatment initiation
in patients with RA, SLE, or DM/PM [36].

Building on earlier research by Ho-Mahler and colleagues [36], which provided initial insights into the real-world
use of Acthar Gel in rheumatologic conditions, we conducted a follow-up study with a larger, more contemporary
patient sample. This study reflects current clinical practice patterns and treatment contexts, including recent
advances in disease management and evolving use of immunomodulatory therapies. Additional and current real-
world data from larger patient samples can provide valuable insights to inform clinical decision-making for physicians
managing patients with RA, SLE, or DM/PM. In this physician-reported survey-based medical chart review study,
we characterized patients with rheumatologic conditions recently treated with Acthar Gel and evaluated medication
utilization patterns and physicians’ assessments of its effects on health status. Here we report findings from this
expanded dataset across RA, SLE, or DM/PM cohorts.
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Materials & methods
Study design
This physician-reported survey-based medical chart review study had a predefined protocol and statistical analysis
plan. The study sponsor and participating physicians were blinded to each other’s identities. Data abstraction
was performed by physicians or their designated staff with authorized access to medical records as part of routine
clinical care, and all data were deidentified prior to transfer; no identifiable patient or physician information was
collected or shared, in accordance with applicable US privacy regulations, including the Health Insurance Portability
and Accountability Act (HIPAA).The survey was developed via a collaboration between Indegene and Keenova
Therapeutics, formerly Mallinckrodt Pharmaceuticals, and conducted in November 2024. Physicians were asked to
abstract data from patient records covering the period from 1 April 2022 to 30 November 2024. For the RA study
cohort, 52 rheumatologists reported data from 73 patient charts. For the SLE study cohort, 41 rheumatologists
reported data from 56 patient charts. For the DM/PM study cohort, 64 rheumatologists reported data from 104
patient charts.

This study used preexisting fully deidentified data, with no direct involvement of human subjects or access to
identifiable private information. Based on the authors’ determination and in accordance with the US Department
of Health and Human Services (45 CFR 46.102) and US FDA (21 CFR 56.102) regulations, this work does
not meet the definition of human subject research. Therefore, approval from an institutional review board or
ethics committee was not required. Physicians contributed data in an anonymized manner, and no identifiable
information about patients or participating physicians was collected.

Study population
Study-eligible patients were adults ≥18 years diagnosed with RA, SLE, or DM/PM who had been treated with
Acthar Gel in the previous 24 months and who had completely accessible medical records. Patients were excluded if
they had any of the following contraindications: adrenocortical hyperfunction, congestive heart failure, ocular herpes
simplex, osteoporosis, peptic ulcers, primary adrenocortical insufficiency, scleroderma, systemic fungal infections,
and uncontrolled hypertension.

Data collection
A web-based questionnaire was used to screen physicians, identify potential physician contributors for this analysis,
and collect anonymized patient data from the contributors who elected to participate in this study. The screening
portion of the questionnaire collected data on physician demographics and practice patterns related to Acthar Gel
prescribing, including patient volume and number of prescriptions across different rheumatological conditions
(RA, SLE, DM/PM).

To participate in the study, physicians had to meet the following criteria: rheumatology as primary specialty;
board eligible or board-certified in rheumatology; post residency or fellowship professional practice in the USA for
2 to 45 years; ≥50% of professional time spent in direct patient care seeing, treating, and/or managing patients;
treated patients with rheumatological conditions with Acthar Gel in the previous 2 years; and willing to contribute
data from the medical charts of 2–7 patients treated with Acthar Gel during this period.

Eligible physicians or their designated staff extracted information from the medical records of eligible patients
and recorded it onto a secure online survey system via a standardized, protocol-driven, four-domain (demographics,
clinical measures, pre- vs post-Acthar Gel health status and treatment outcomes) patient summary template. To
ensure consistency and comparability, the template had predefined formats and definitions. The survey was pretested
to ensure clarity, completeness, and consistency of data capture, consistent with established approaches used in real-
world physician-reported chart review studies [36–39]. Physicians received detailed instructions for chart abstraction,
eligibility criteria, and systematic patient selection to minimize bias. Participating physicians and their designated
staff were blinded to study end points. Data received from participating physicians were validated for accuracy and
completeness

Study variables
Collected patient baseline demographic data included age, BMI, gender, and race. Patient baseline clinical data
included comorbidities and pre-Acthar Gel initiation symptomatology and health status. Patient treatment-related
information included concomitant medications before initiation of Acthar Gel; time since diagnosis to initiation of
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Table 1. Patient demographics and clinical characteristics for patients with rheumatoid arthritis, systemic
lupus erythematosus, or dermatomyositis/polymyositis who were prescribed Acthar Gel.

RA cohort (N = 73) SLE cohort (N = 56) DM/PM cohort (N = 104)

Average age, years (range) 50 (29–76) 42 (24–67) 52 (18–82)

Gender, n (%)

Female 49 (67) 47 (84) 69 (66)

Male 24 (33) 9 (16) 35 (34)

Race/ethnicity, n (%)

African–American 6 (8) 28 (50) 18 (17)

American Indian/Alaska native 0 0 2 (2)

Asian 8 (11) 1 (2) 7 (7)

Hispanic/Latino 13 (18) 14 (25) 12 (11)

Native Hawaiian or other Pacific Islander 0 0 1 (1)

White/non-Hispanic 44 (60) 11 (20) 62 (60)

Not known 2 (3) 2 (5) 2 (2)

Average BMI, kg/m2 28.1 27.5 27.3

Comorbidities, n (%)

Arthritis/osteoarthritis 27 (37) 17 (30) 37 (36)

Chronic joint disease 23 (32) 19 (34) 17 (16)

Hypertension 19 (26) 19 (34) 41 (39)

Hyperlipidemia 13 (18) 19 (34) 29 (28)

Inflammatory eye disorders 1 (1) 0 1 (1)

Diabetes 9 (12) 7 (13) 10 (10)

Asthma 9 (12) 9 (16) 14 (13)

Heart conditions 3 (4) 0 9 (9)

Mood disorder 6 (8) 10 (18) 17 (16)

COPD 1 (1) 1 (2) 6 (6)

Cancer 0 1 (2) 2 (2)

Gastrointestinal conditions 8 (11) 5 (9) 8 (8)

Thyroid disease 6 (8) 8 (14) 7 (7)

Other lung disease 4 (5) 0 9 (9)

Chronic kidney disease 7 (10) 7 (13) 10 (10)

Other renal disease 1 (1) 3 (5) 2 (2)

None of the above 19 (26) 6 (11) 14 (13)

Average time since diagnosis, years 4.6 4.8 3.2

Overall health status before initiation of Acthar Gel

Average rating (1 = excellent to 5 = poor rating scale) 3.4 3.6 3.3

Rating, n (%)

Excellent 4 (5) 2 (3) 4 (4)

Very good 6 (8) 6 (11) 21 (20)

Good 29 (40) 13 (23) 30 (29)

Fair 27 (37) 24 (43) 41 (39)

Poor 7 (10) 11 (20) 8 (8)

BMI: Body mass index; DM/PM: Dermatomyositis/polymyositis; RA: Rheumatoid arthritis; SLE: Systemic lupus erythematosus.

Acthar Gel; Acthar Gel treatment status (currently being treated; treated in past 12 months, now stopped; treated
in past 24 months, now stopped); and Acthar Gel treatment dosage, duration, and dose changes.

Via the survey template, participating physicians were asked to assess each patient’s health status (i.e., excellent,
very good, good, fair, poor), symptoms (e.g., fatigue, joint pain, muscle aches, stiffness) and individual treatment
outcomes before and after initiation of Acthar Gel treatment. A patient’s overall health status was measured using the
following questions with response categories being ‘improved’ or ‘not improved’: For patients who had completed
their treatment: “How was your patient’s overall health status at the end of Acthar Gel treatment?” For patients
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RA (N = 73)

Percentage of patients (%)
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None of the above

Immunoglobulins

Antimalarial drugs

Immunosupressive drugs

NSAIDs

3 (4%)

6 (8%)

29 (40%)

37 (51%)

31 (42%)

49 (67%)

49 (67%)

Corticosteroids

Biologic DMARDs

SLE (N = 56)

Percentage of patients (%)
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None of the above

Immunoglobulins

Antimalarial drugs

Immunosupressive drugs

NSAIDs

5 (9%)

3 (5%)

36 (64%)

32 (57%)

16 (29%)

36 (64%)

31 (55%)

Corticosteroids

Biologic DMARDs

DM / PM (N = 104)

Percentage of patients (%)
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None of the above

Immunoglobulins

Antimalarial drugs

Immunosupressive drugs

NSAIDs

2 (2%)

36 (35%)

36 (35%)

75 (72%)

14 (13%)

80 (77%)

43 (41%)

Corticosteroids

Biologic DMARDs

Figure 1. Medications received before initiating Acthar Gel in patients with rheumatoid arthritis, systemic lupus
erythematosus, or dermatomyositis/polymyositis.
DMARD: Disease-modifying antirheumatic drug; DM/PM: Dermatomyositis/polymyositis; NSAID: Nonsteroidal
anti-inflammatory drug; RA: Rheumatoid arthritis; SLE: Systemic lupus erythematosus.
‘None of the above’ category refers to other medications not listed above.
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Figure 2. Acthar Gel treatment pattern in patients with rheumatoid arthritis, systemic lupus erythematosus, or
dermatomyositis/polymyositis.
DM/PM: Dermatomyositis/polymyositis; RA: Rheumatoid arthritis; SLE: Systemic lupus erythematosus.

currently undergoing treatment: “How has your patient’s overall health status changed after initiation of Acthar
Gel treatment?” A reduction in overall symptoms and achievement of treatment goals were measured using the
following question: “Please select the treatment goals, if any, that have improved as a result of Acthar Gel therapy.”

Data analysis
We summarized patient demographic and outcomes data using descriptive statistics, mean and standard deviation
for continuous variables, and count and percentage for categorical variables. Analyses were performed using IBM R©

SPSS Statistics version 23.0 (IBM Corporation, Armonk, NY, USA).

Results
Patient characteristics
We analyzed physician-reported data from the medical records of 73 patients with RA, 56 patients with SLE, and
104 patients with DM/PM who had been treated with Acthar Gel from April 2022 to November 2024. The 73
patients in the RA cohort had an average age of 50 years (range: 29–76), 49 (67%) were female, and 44 (60%)
were White/non-Hispanic (Table 1). Stiffness (n = 68; 93%), pain (n = 65; 89%), and fatigue (n = 51;70%) were
the most frequent symptoms in these patients before initiating Acthar Gel. Arthritis/osteoarthritis (n = 27; 37%),
chronic joint disease (n = 23; 32%), and hypertension (n = 19; 26%) were the most common comorbidities in
this cohort. The average time since diagnosis was 4.6 years. Before starting Acthar Gel, patients with RA had an
average overall health status rating of 3.4 out of 5 where 1 is excellent health status and 5 is poor health status prior
to Acthar Gel initiation, with nearly half having fair (n = 27; 37%) or poor (n = 7; 10%) health status.

The 56 patients in the SLE cohort had an average age of 42 years (range: 24–67), 47 (84%) were female and 28
(50%) were African–American (Table 1). Joint pain (n = 47; 84%), rashes (n = 38; 68%), and fatigue (n = 38; 68%)
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were the most frequent symptoms in patients with SLE before starting Acthar Gel. Chronic joint disease (n = 19;
34%), hypertension (n = 19; 34%), and hyperlipidemia (n = 19; 34%) were the most common comorbidities in
this cohort. The average time since diagnosis was 4.8 years. Before starting Acthar Gel, patients with SLE had an
average overall health status of 3.6, with more than half having fair (n = 24; 43%) or poor (n = 11; 20%) health
status.

The 104 patients in the DM/PM cohort had an average age of 52 years (range 18–82), 69 (66%) were female
and 62 (60%) were White/non-Hispanic (Table 1). Muscle weakness (n = 88; 85%), muscle inflammation (n = 86;
83%), and skin rash (n = 78; 75%) were the most frequent symptoms in patients with DM/PM before starting
Acthar Gel. Hypertension (n = 41; 39%), arthritis/osteoarthritis (n = 37; 36%), and hyperlipidemia (n = 29; 28%)
were the most common comorbidities in this cohort. The average time since diagnosis was 3.2 years. Before starting
Acthar Gel, patients with DM/PM had an average overall health status of 3.3, with nearly half having fair (n = 41;
39%) or poor (n = 8; 8%) health status.

Treatment patterns
Most of the 73 patients with RA were previously treated with biologic DMARDs (n = 49; 67%), corticosteroids
(n = 49; 67%), and/or immunosuppressive drugs (n = 37; 51%) (Figure 1). Most of the 56 patients with SLE were
previously treated with corticosteroids (n = 36; 64%), antimalarial drugs (n = 36; 64%), immunosuppressive drugs
(n = 32; 57%), and biologic DMARDs (n = 31; 55%). Most of the 104 patients with DM/PM were previously
treated with corticosteroids (n = 80; 77%), immunosuppressive drugs (n = 75; 72%), and/or biologic DMARDs
(n = 43; 41%).
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Figure 3. Changes in physicians’ assessment of overall health status and achievement of treatment goals after
initiation of Acthar Gel therapy. (A) Physicians’ assessment of patients’ overall health status following Acthar Gel
therapy. Physician’s assessment of the patient’s health status was evaluated using the following questions: “How was
your patient’s overall health status at the end of Acthar Gel treatment?” for patients who had completed their
treatment with Acthar Gel; “How has your patient’s overall health status changed after initiation of Acthar Gel
treatment (report either health status at the end of Acthar Gel therapy or the status at 6 months point for patients’
ongoing Acthar Gel treatment)?” for patients currently treated with Acthar Gel. (B) Achievement of treatment goals
following initiation of Acthar Gel therapy. For patients with improved health status, improvements in overall
symptoms and individual treatment outcomes were assessed using the following question: “Please select the
treatment goals, if any, that have improved as a result of Acthar Gel therapy”.
DM/PM: Dermatomyositis/polymyositis; RA: Rheumatoid arthritis; SLE: Systemic lupus erythematosus.
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Figure 3. Changes in physicians’ assessment of overall health status and achievement of treatment goals after
initiation of Acthar Gel therapy (cont.). (A) Physicians’ assessment of patients’ overall health status following Acthar
Gel therapy. Physician’s assessment of the patient’s health status was evaluated using the following questions: “How
was your patient’s overall health status at the end of Acthar Gel treatment?” for patients who had completed their
treatment with Acthar Gel; “How has your patient’s overall health status changed after initiation of Acthar Gel
treatment (report either health status at the end of Acthar Gel therapy or the status at 6 months point for patients’
ongoing Acthar Gel treatment)?” for patients currently treated with Acthar Gel. (B) Achievement of treatment goals
following initiation of Acthar Gel therapy. For patients with improved health status, improvements in overall
symptoms and individual treatment outcomes were assessed using the following question: “Please select the
treatment goals, if any, that have improved as a result of Acthar Gel therapy”.
DM/PM: Dermatomyositis/polymyositis; RA: Rheumatoid arthritis; SLE: Systemic lupus erythematosus.
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Patients with RA received Acthar Gel treatment for an average of 9 months and patients with SLE or DM/PM
for an average of 8 months. Most patients with RA (n = 49; 67%), SLE (n = 30; 54%), or DM/PM (n = 52;
50%) were actively undergoing treatment with Acthar Gel at the time of the study (Figure 2). Acthar Gel was
administered at a dosage of 40 or 80 units twice weekly to all 73 (100%) patients with RA, 51 (91%) of 56 patients
with SLE, and 99 (95%) of 104 patients with DM/PM.

Physicians’ assessments of improvement
Physicians reported that the health status improved in 68 (93%) of 73 patients with RA, 50 (89%) of 56 patients
with SLE, and 100 (96%) of 104 patients with DM/PM after starting treatment with Acthar Gel (Figure 3A).
Treatment goals achieved among these 68 patients with RA included reduced overall symptoms (n = 48; 71%),
decreased pain (n = 38; 56%), improved physical function (n = 32; 47%), reduced corticosteroid use (n = 24; 35%),
and improved fatigue (n = 23; 34%) (Figure 3B). Improvements among the 50 patients with SLE included reduced
overall symptoms (n = 41; 82%), decreased pain (n = 27; 54%), reduced corticosteroid use (n = 22; 44%), improved
fatigue (n = 22; 44%), and improved physical function (n = 19; 38%). Improvements among the 100 patients with
DM/PM included reduced overall symptoms (n = 65; 65%), improved strength (n = 60; 60%), improved physical
function (n = 51; 51%), reduced corticosteroid use (n = 51; 51%), decreased pain (n = 31; 31%), and reduced
biomarkers of disease (n = 31; 31%).

Discussion
This real-world physician-reported medical record survey study examined the characteristics, treatment patterns,
and physicians’ assessments of outcomes for patients with RA, SLE, or DM/PM treated with Acthar Gel. These
patients had received Acthar Gel for an average of 8 or 9 months, and 67% of patients with RA, 54% with SLE, and
50% with DM/PM were continuing this treatment during the reporting period. Per physicians’ assessment, 93%
of patients with RA, 89% with SLE, and 96% with DM/PM had improved overall health status after Acthar Gel
treatment. The most commonly achieved treatment goals among patients with improved overall health status after
Acthar Gel treatment were reduced overall symptoms (71%), decreased pain (56%), improved physical function
(47%), and reduced corticosteroid use (35%) in the RA cohort; reduced overall symptoms (82%), decreased pain
(54%), reduced corticosteroid use (44%), and improved fatigue (44%) in the SLE cohort; and reduced overall
symptoms (65%), improved strength (60%), improved physical function (51%), and reduced corticosteroid use
(51%) in the DM/PM cohort. These results show that many patients with RM, SLE, or DM/PM had improvements
in overall health status and reductions in some symptoms after starting Acthar Gel treatment.

Using medical record data from 2022 to 2024, the present study confirms and updates the results reported in a
similarly designed study by Ho-Mahler et al. that reported on a smaller population of patients with RA, SLE, or
DM/PM who started Acthar Gel treatment between 2011 and 2016 [36]. In that study, physicians’ impression of
change was reported as ‘improved’ for 78% of assessed patients with RA, 95% with SLE, and 67% with DM/PM.

A limitation of the current study is that it relied on survey data derived from patient medical records that may
contain inaccuracies or omissions. As a real-world chart review, no standardized disease activity instruments were
applied, and disease status was abstracted as documented in routine clinical practice. Although validated measures
such as DAS28, SLEDAI, and other disease-specific indices are commonly used in clinical trials, their availability in
real-world medical records is often limited. Prior electronic medical record studies have reported that such measures
are captured in only a minority of patient records (∼20%) [40,41]. As a result, physician-reported assessments were
used to reflect routine clinical evaluation. The variability in physician documentation and subjective assessments
of patient improvements may have introduced bias, especially given the lack of standardized objective measures of
disease activity for patients with these conditions.

Future prospective studies incorporating standardized, validated disease-activity measures are warranted to more
rigorously assess treatment outcomes. Because the study did not collect information on long-term Acthar Gel
treatment outcomes, concomitant medications, and safety, it cannot provide information on the impact of long-
term Acthar Gel treatment or its safety. Given the absence of control groups, the study also cannot provide
information on comparative effectiveness. The study population, restricted to patients treated with Acthar Gel and
with sufficient available data in the reviewed patient records, may prevent the generalizability of our findings to
broader populations of patients with RE, SLE, or DM/PM such as patients in other healthcare settings or with
varying disease severity. Practice setting-level differences (e.g., academic vs community) were not evaluated and
may influence treatment patterns.
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In conclusion, our findings suggest that Acthar Gel may be a potential treatment option for appropriate patients
with RE, SLE, or DM/PM. After treatment with Acthar Gel, physicians reported that patients had reduced overall
symptoms, decreased pain, improved fatigue, and reduced corticosteroid use. Given limited long-term safety and
outcome data, further prospective studies are warranted. These findings may help inform clinical decision-making
and guide future research.

Summary points

• Despite treatment, patients with rheumatoid arthritis (RA), systemic lupus erythematosus (SLE), or
dermatomyositis/polymyositis (DM/PM) can experience breakthrough symptoms during acute episodes and
exacerbations.

• Acthar Gel (repository corticotropin injection) is approved in the USA for short-term adjunctive therapy in
patients with RA during an acute episode or exacerbation and for selected patients with SLE or DM/PM during an
exacerbation or as maintenance therapy.

• This physician-reported survey-based medical chart review study characterized adults (age ≥18 years) with RA,
SLE, or DM/PM recently treated with Acthar Gel in the previous 24 months and analyzed their medication
utilization patterns and physicians’ assessments of the effects of Acthar Gel on their health status.

• The study population comprised 73 patients with RA, 56 with SLE, and 104 with DM/PM treated with Acthar Gel
for an average of 9 (RA) or 8 months (SLE, DM/PM); most patients were receiving treatment at the time of the
study.

• Acthar Gel was administered at a dosage of 40 or 80 units twice weekly to 73 (100%) patients with RA, 51 (91%)
patients with SLE, and 99 (95%) patients with DM/PM.

• Per physicians’ assessment, health status improved in 68 (93%) patients with RA, 50 (89%) patients with SLE, and
100 (96%) patients with DM/PM after starting treatment with Acthar Gel.

• The most common treatment goals achieved in patients who had improved overall health status were improved
overall symptoms (n = 48; 71%), pain (n = 38; 56%), physical function (n = 32; 47%), corticosteroid use (n = 24;
35%) and fatigue (n = 23; 34%) in 68 patients with RA; overall symptoms (n = 41; 82%), pain (n = 27; 54%),
corticosteroid use (n = 22; 44%), fatigue (n = 22; 44%), and physical function (n = 19; 38%) in 50 patients with SLE
(n = 50); and overall symptoms (n = 65; 65%), strength (n = 60; 60%), physical function (n = 51; 51%), corticosteroid
use (n = 51; 51%), pain (n = 31; 31%), and biomarkers of disease (n = 31; 31%) in 100 patients with DM/PM.

• These findings support the use of Acthar Gel as a potential treatment option for appropriate patients with RE,
SLE, or DM/PM.
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