Evaluating the patientperceived impact of nonalcoholic steatohepatitis
with compensated cirrhosis

MAIN FINDINGS

• Patients who live with compensated
cirrhotic NASH experience the same
types of symptoms and effects on
their daily life and mood as patients
with non-cirrhotic NASH, but with
greater severity.
• This finding supports the use of a
single conceptual model showing the
relationship between aspects of
disease (Figure 1) and confirms the
relevance of NASH-CHECK patientreported outcomes measure across
the entire spectrum of NASH.
Figure 1. Conceptual Model for NASH Population
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• NASH-CHECK is the first patient-reported outcomes measure (PROM) developed
specifically with and for patients with non-cirrhotic (F1-F3) NASH in accordance with the US
Food and Drug Administration guidance for PROMs supportive of drug labelling claims.1,2
• NASH-CHECK contains 28 items assessing symptoms (items 1 to 9) and health-related
quality of life (HRQOL; items 10 to 28).
• The impact of compensated cirrhotic NASH from the patient perspective remains poorly
understood and additional qualitative studies are needed.3

2 Aim

To assess the symptom burden and the HRQOL impacts experienced by patients with
compensated cirrhotic NASH (F4) and compare them to the content covered by NASH-CHECK
for non-cirrhotic NASH.
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Results
Study sample
• Qualitative interview data were available for 33 patients with compensated cirrhotic NASH: 9 in the US and 24 in
the UK. This sample size is sufficient to provide saturation of thematic content.5 Mean (SD) patient age was
64.5 (7.8) years, body mass index was 34.5 (4.1) and 61% were female.
• Common comorbidities included type 2 diabetes, hypertension, hypercholesterolemia, arthritis, depression, and
obesity.
Symptoms reported
• Patients in this study reported symptoms comparable to those reported by non-cirrhotic NASH patients and
already included in the NASH-CHECK measure2,3 (Figure 2).
Figure 2. Frequency of patients with compensated cirrhotic NASH reporting symptoms already present in
NASH-CHECK and representative quotes

3 Methods

• Semi-structured concept elicitation (CE) interviews were conducted with patients diagnosed with
compensated cirrhotic NASH, recruited via Hepatology clinics in the United Kingdom (UK) and the
United States (US) to identify key patient-reported symptoms and impacts.
• All US participants and a subset of UK participants reviewed NASH-CHECK and commented on
its perceived relevance.
• Thematic analysis was used to identify key symptoms and HRQOL impacts which were then
compared to the concept coverage of NASH-CHECK.
• New symptom items identified were discussed with an international group of expert clinicians
attending the LITMUS4 General Assembly meeting in October 2019 to gain consensus on their
potential relevance to compensated cirrhotic NASH

5 Conclusions
ADL = activity of daily living; iADL = instrumental activity of daily living;
BMI = body mass index; NASH = nonalcoholic steatohepatitis

•

•
•

NASH patients with compensated cirrhosis experience similar symptoms and HRQOL impacts to
patients with non-cirrhotic NASH. However, patients with compensated cirrhotic NASH generally
reported more frequent occurrence or higher severity, which suggests that the symptoms and
HRQOL impacts of NASH are relevant across the disease spectrum, with greater impacts
experienced as the disease progresses.
The conceptual model developed for non-cirrhotic NASH is appropriate for patients with
compensated cirrhotic NASH and NASH-CHECK can be used
Cognitive debriefing interviews with compensated cirrhotic NASH patients are being conducted
in the US and UK to confirm the content validity of NASH-CHECK for this population.

• Additional symptoms reported included gastrointestinal problems (heartburn, constipation, diarrhea, nausea,
etc.), cardiovascular symptoms (shortness of breath) and muscle cramps. Some idiosyncratic symptoms were
also reported (bruising, feeling cold, etc.).
o The LITMUS clinical expert group reviewed the additional symptoms and agreed that these were unlikely to
be directly related to compensated cirrhotic NASH and thus, not relevant for inclusion in NASH-CHECK.
HRQOL impacts
• Patients with compensated cirrhotic NASH reported all HRQOL impacts already included in NASH-CHECK
(Figure 3).
Figure 3. Frequency of patients with compensated cirrhotic NASH reporting HRQOL impacts present in
NASH-CHECK and representative quotes
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Relevance of NASH-CHECK content to compensated cirrhotic NASH patients
• Findings from the CE interviews confirmed the relevance of the initial conceptual model (for non-cirrhotic NASH)
to the patients with compensated cirrhotic NASH. Thus, the conceptual model is applicable across the spectrum
of NASH (Figure 1).
• All US patients (n=9) and 17 UK patients completed the NASH-CHECK at the end of the CE component of the
interview. All patients who completed the NASH-CHECK reported that the content of the measure was relevant
and appropriate.

