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including low immunogenicity allowing continued dosing, lower reported
flare rates and convenient monthly dosing.
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Background: Clinical characteristics of gout differ between women and
men’. Little however is known about the association between these differ-
ences and response to treatment. As women seem to have lower mean
uric acid excretion compared to men®3, response to uricosuric agents
might be better compared to xanthine oxidase inhibitors.

Objectives: To identify sex differences in clinical characteristics and
response to urate lowering therapy (ULT) in patients with gout and in
women difference in response to allopurinol or benzbromarone.

Methods: Patients with clinical diagnosis of gout, a first outpatient visit
between January 2010 and March 2018 and a follow-up of at least 6
months were included in a retrospective cohort study, with ongoing
recruitment, conducted in two rheumatology centres in the Netherlands.
From this cohort, patients who started ULT were selected. Clinical char-
acteristics and treatment outcomes of allopurinol and benzbromarone were
compared between women and men, including drug survival (corrected for
age and renal function) and cumulative incidence of achieving target
serum uric acid (<0.36 mmol/l). In women, difference in cumulative inci-
dence of achieving target serum uric acid while using allopurinol or benz-
bromarone was compared.

Results: From a total of 519 (105 women/414 men) patients, 513 (104
women/409 men) and 74 (18 women/56 men) patients were included
in the allopurinol and/or benzbromarone group, respectively. Clinical
characteristics are described in Table 1. Drug survival was similar for
women and men for allopurinol (hazard ratio 1.08; 95% confidence
interval (Cl) 0.71-1.64) as well as for benzbromarone (hazard ratio
0.66; 95% Cl 0.26-1.66) (Figure 1a and b). Cumulative incidences of
achieving target serum uric acid were 66% (69/104) and 73% (300/
409) after allopurinol and 83% (15/18) and 82% (46/56) after

Table 1. Clinical characteristics

Women (n Men (n = 414) p-

=105) value*
Age (years), median (IQR) 73.9 (54.3-71.6)  62.9 (54.3-71.6) <0.01
Current alcohol use, n (%) 34 (45) 275 (79) <0.01
Comorbidities, n (%) 71 (68) 200 (48) <0.01
Hypertension 41 (39) 76 (18) <0.01
Renal impairment 36 (34) 80 (19) <0.01
Diabetes mellitus
Diuretics use, n (%) 67 (64) 137 (33) <0.01
Joint involvement, n (%) 14 (13) 68 (17) 0.38
Monoarthritis 64 (62) 220 (62)
Oligoarthritis 26 (25) 120 (29)
Polyarthritis
History or presence of tophi, n (%) 39 (37) 94 (23) <0.01
Crystal proven gout, n (%) 89 (85) 348 (89) 0.86
Baseline serum uric acid (mmol/L), mean 0.44 (0.13) 0.43 (0.12) 0.73
(SD) (n=93) (n=360)

IQR = inter quartile range

* P-values for categorical variables were calculated by chi-square analysis, for continuous
variables the appropriate (non)parametric analysis was used based on Gaussian
distribution.
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benzbromarone for women and men, respectively. Comparison in
women between response to allopurinol and benzbromarone was not
statistically significant (p = 0.15).

Conclusion: Clinical characteristics of gout differ between women and
men, confirming previous studies, with women being older, having more
comorbidities and using diuretics more often.

Although women have shown to be more uric acid under secretors com-
pared to men, this does not seem to result in a difference in response
to a xanthine oxidase inhibitor or an uricosuric agent.
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PRETREATMENT AND CO-ADMINISTRATION WITH
METHOTREXATE IMPROVED DURABILITY OF
PEGLOTICASE RESPONSE: A PROSPECTIVE,
OBSERVATIONAL, PROOF-OF-CONCEPT, CASE SERIES
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America

Background: Pegloticase is a recombinant DNA-produced porcine-like uri-
case enzyme, which metabolizes relatively insoluble urate to highly solu-
ble allantoin. It is used in the treatment of refractory gout which has
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failed maximal medical management, typically with xanthine oxidase inhibi-
tors (XOIl). Studies have shown a complete responder rate of 42% when
defined as repeat serum uric acid (sUA) levels <6.0 mg/dL for >80% of
the time during months 3 and 6 of treatment. Patients that do not main-
tain a low uric acid while on pegloticase therapy are presumed to have
developed anti-drug antibodies (ADA) which rapidly clear the pegloticase
molecule. As is routinely utilized in the treatment of other rheumatologic
diseases, coadministration of immunomodulatory medications, such as
methotrexate, could potentially temper the development of these ADAs
(as defined by maintenance of sUA response) in patients treated with
pegloticase for refractory gouty arthropathy.

Objectives: The aim of the current case series was to identify and clini-
cally evaluate patients in a real-world practice setting in order to investi-
gate the utility of adding methotrexate to a pegloticase regimen to
increase the durability of response.

Methods: In this prospective, proof-of-concept, observational case series,
10 sequential patients with refractory tophaceous gouty arthropathy being
started on treatment with pegloticase 8 mg every two weeks (as per the
label) were identified from 3 separate infusion centers. No inclusion/exclu-
sion criteria were implemented or prescreening performed. Methotrexate
(MTX) 15 mg orally once weekly and folic acid 1 mg orally once daily
was started one month prior to the initial administration of pegloticase
and continued throughout pegloticase treatment. Any infusion pre-medica-
tions, which were consistent with standard practices, were administered
per the individual physician’s discretion as well as management of any
gout flares which occurred during the treatment course. As per standard
of care, sUA was measured every two weeks, prior to each subsequent
infusion. At the completion of pegloticase treatment for all patients, the
number and percentage of patients able to maintain an sUA at goal <6.0
mg/dL was recorded.

Results: Ten patients ranging in age from 35-80 were identified, from
3 separate infusion centers. There were 143 total pegloticase infusions
performed within the observation period. All 10 patients received at
least 10 infusions (5 months), 9 patients at least 12 infusions (6
months), 5 patients at least 16 infusions (8 months), 2 patients at
least 18 infusions (9 months), and 1 patient received 19 infusions. All
10 patients completed a full course of pegloticase treatment. All
patients stayed on MTX 15 mg/week. There were no dose adjust-
ments. 100% of patients were responders as defined by >80% of sUA
levels being maintained at goal <6.0 mg/dL during the observation
period. None of the 10 patients stopped pegloticase therapy due to
increased sUA or loss of response and there were no infusion reac-
tions in any of the 143 infusions or safety concerns identified. Gout
flares did occur, primarily following the initial infusion, with less
severity/prevalence with subsequent infusions. No patients discontinued
treatment because of flares.

Conclusion: In this proof-of-concept case series of 10 sequential patients,
pretreatment and co-administration of methotrexate 15 mg orally once
weekly and folic acid 1 mg orally once daily with pegloticase resulted in
a 100% maintenance of pegloticase sUA response with no infusion reac-
tions. Although additional studies would be needed to corroborate these
results, these data support a potential paradigm shift in treatment of
refractory gout with pegloticase.
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SAT0405 GOUT AND HYPERURICEMIA IN THE US: PREVALENCE

AND TRENDS
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Background: While the prevalence of gout and hyperuricemia is believed
to be increasing worldwide, there is little population-based data in the US
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after 2008. We evaluated the prevalence of gout and hyperuricemia in
the US National Health and Nutrition Examination survey (NHANES) from
2007-08 to 2015-16, and compared these to previously published esti-
mates to study whether the time-trends continue to show an increase in
these rates.

Objectives: To study the prevalence of gout and hyperuricemia in the
US population from 2007-08 to 2015-16.

Methods: We studied adults 20 years and older from the National Health
and Nutrition Examination Survey (NHANES), beginning with the continu-
ous NHANES 2-year survey cycles from 2007-08 to 2015-2016. The sam-
ples in each cycle were selected using a stratified, multistage, clustered
probability sampling design. Persons with gout were identified from the
home interview question “Has a doctor or other health professional ever
told you that you had gout?” Hyperuricemia was defined as a serum
urate level of greater than 6.8 mg/dl (supersaturation levels at physiologi-
cal temperatures and pH), with alternate definitions of greater than 6.0
mg/dl (defined as the treat-to-target level in some treatment guidelines)(1).
All statistical analyses were performed with appropriate survey procedures
in SAS v9.4 (SAS Institute Inc., Cary, NC). Survey design variables and
weight variables were used to account for the complexity of the NHANES
survey design with stratification and clustering. Age-adjusted rates were
calculated using 2010 US population numbers (direct standardization).
Results: In 2015-16, the overall prevalence of gout among US adults
was 3.9%, corresponding to a total affected population of 9.2 million US
adults. Gout was significantly more prevalent in men (5.2%) compared to
women (2.7%), and the prevalence increased with age. Hyperuricemia
(above 6.8 mg/dl) was seen in 14.6% of US population (estimated 32.5
million individuals), and was much more common in men (24.7%) com-
pared to women (5.2%). The alternative definition of hyperuricemia (more
than 6.0 mg/dl) was seen in 29.9% of individuals (estimated 66.6 million
adults). Both hyperuricemia and gout were less prevalent in Mexican-
Americans compared to Whites and African-Americans. No significant
trends were identified in the age-adjusted prevalence of gout and hyper-
uricemia. Statistical comparisons between 2007-08 and 2015-16 age-
adjusted rates were not significant.

Conclusion: While the age-adjusted prevalence of gout and hyperuricemia
has remained unchanged in the most recent decade from 2007-08 to
2015-16, the estimated total number of persons with self-reported gout
has gone up from 8.3 million to 9.2 million, reflecting the growth and
increased aging of the US population. The age-adjusted prevalence of
hyperuricemia has declined slightly but the total number of affected indi-
viduals is virtually identical (32.5 million in 2015-16 compared to 32.1 mil-
lion in 2007-08). While the stabilization of gout and hyperuricemia
prevalence rates is encouraging, our study highlights the still considerable
burden of gout and hyperuricemia in the increasingly aging US
population.
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Background: Gout is characterized by accumulation of monosodium urate
(MSU) in joints and soft tissues. Gout prevalence is about 1-5% in the
western world, predominantly in elderly men. Accurate diagnosis of gout
is paramount in managing disease progression and guiding treatment. A
meta-analysis in 2018 showed that Dual-Energy CT (DECT) has high
sensitivity, specificity and diagnostic accuracy in MSU detection. MSU
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