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Background

PSC is a chronic disease of the liver affecting people of all ages and
which is frequently associated with inflammatory bowel disease (IBD).
PSC is characterised by fibrotic biliary strictures leading to cholestasis
and further liver parenchymal fibrosis. Pruritus markedly impairs the
quality of life of patients with PSC, but data relating to the severity,
natural history and impact on quality of life of pruritus on patients with
PSC is limited.™ This study aims to characterise pruritus in PSC
including its prevalence, treatment, associated factors and natural
history.

e To understand the frequency and severity persistence of pruritus in
patients with PSC.

e Evaluate treatment of pruritus in PSC in clinical practice.

e Patients with PSC were identified from 6 participating sites within the
Consortium for Autoimmune Liver Disease (CALID), a multicentre,
retrospective cohort study. Patients who met the following criteria
were included.

Key inclusion criteria Key exclusion criteria

e Large duct, small duct
or AlH overlap PSC
e Age >18 years

e Electronic medical records of each patient were searched for
keyword terms ‘itch’ and ‘pruritus’ to identify ‘pruritus’ encounters.

e Severity of pruritus was graded for each pruritus event as absent,
mild, moderate or severe based on descriptors in the medical record.

e Medication and endoscopic retrograde cholangiopancreatography
(ERCP) planned to treat pruritus were recorded.

e Patients with more than 1 pruritus encounter were categorised
according to the encounter with the maximum severity of pruritus.
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Results

e /24 patients were included in the study (Table 1). Pruritus terms,
including the absence of pruritus, were identified in 1178 encounters
from the medical records of 372 (51.4%) patients (Figure 1, left).

e Maximum itch severity was graded as Mild in 142, Moderate in 140,
Severe in 77 and Absent in 13 (Figure 1, right).

e Distribution of maximum severity of pruritus did not differ by PSC type
or IBD diagnosis (Figure 2).

e ALP, AST and total bilirubin were significantly greater in those with
more severe itch (Figure 3).

e Anti-pruritic medication usage among patients with any degree of itch
included bile acid binding resins (36.5%), hydroxyzine (22.6%),
rifampin (11.4%) and sertraline (9.7%) (Table 2). Two or more
medications were used by 46.7% of patients with severe itch (Table 3).

e ERCP was planned in 13 (2.5%), 34 (8.4%) and 27 (17.3%)
encounters with mild, moderate and severe pruritus, respectively.

Table 1. Patient baseline characteristics

Age at time of enrolment, (n=585) 50.0 (37.0-62.0)
Age at diagnosis?, (n=483) 41.0 (30.0-55.0)
Age at diagnosis®, (n=566) 39.0 (28.0-51.0)

Sex (male), (n=585) 373 (64%)

Race, (n=724) (white/black/other/missing) 490 (68%)/69 (9%)/22 (3%)/143 (20%)
Ethnicity, (n=724) (Hispanic/non-Hispanic/missing) 49 (7%)/534 (74%)/141 (19%)
IBD, (n=572) 390 (68%)

PSC type (n=529) (large duct/small duct/AlH overlap) 445 (84%)/43 (8%)/41 (8%)
Cirrhosis® 169 (23%)

Hepatic decompensationd 95 (13%)

ALP (IU/L) 198 (116-368)

AST (IU/L) 45 (28-83)

ALT (IU/L) 49 (27-88)

Total bilirubin (mg/dL) 0.9 (0.6-2.0)
Platelets (x 106/mm3) 220 (148-290)

aBased upon first abnormal cholangiogram; Pbased upon first abnormal liver biochemistry; ccirrhosis defined by
cirrhotic morphology on imaging, TE >14.4 kPa, MRE >4.93 kPa, or APRI >2; dincludes history of ascites,
hepatic encephalopathy or variceal bleeding.
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Figure 1. Frequency of pruritus events (left), distribution of maximum
itch severity (right)

Table 2. Anti-pruritic medication ever used
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Bile acid binding resin 26 (7%) 34 (24%) 61 (44%) 36 (47%)
Hydroxyzine 20 (5%) 26 (18%) 29 (21%) 26 (34%)
Doxepin 7 (2%) 6 (4%) 7 (5%) 13 (17%)
Rifampin 4 (1%) 4 (3%) 16 (11%) 21 (27%)
= 0 Encounters = 1-2 Encounters = Absent =Mild =Moderate = Severe Sertraline 22 (6%) 8 (6%) 15 (11%) 12 (16%)
= 3-4 Encounters = 5-6 Encounters
= >6 Encounters
Gabapentin 44 (12%) 13 (9%) 13 (9%) 10 (13%)
Figure 2. Distribution of maximum itch severity by PSC type and Fenofibrate 10 (3%) 6 (4%) 6 (4%) 4 (5%)

IBD diagnosis

100% - 100% - : oy S : :
i i Table 3. Number of anti-pruritic medications used by maximum itch
80% - 80% -
60% - 60% -
40% - 40% -
20% - 20% -
0 267 (73%) 76 (53%) 55 (39%) 20 (26%)
0% - 0%
Large duct Small duct AlH IBD No IBD Unknown
Overlap 1 77 (21%) 45 (32%) 45 (32%) 21 (27%)
m Absent mMild mModerate = Severe m Absent ®m Mild mModerate © Severe
2 or more 21 (5.8%) 21 (14.8%) 40 (28.6%) 36 (46.7%)

Figure 3. Comparisons of liver biochemistries by maximum itch severity
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frequent and often severe. Patients who experience severe

. ALP | 0 AST ALT pruritus have more severe liver disease and frequently require
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