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Background

The objective of this study was to capture the experiences of patients with PBC and pruritus directly from the perspectives

of patients and clinicians, and develop a conceptual model of the signs, symptoms, and impacts of PBC.
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• Primary Biliary Cholangitis (PBC) is a rare progressive and chronic cholestatic liver disease, characterized by injury of the

intrahepatic bile ducts.

• The most common symptoms of PBC are fatigue and pruritus.1 The clinical course of pruritus often fluctuates with periods of

relative decline and improvement in health-related quality of life (HRQoL).2

• First-line therapy with ursodeoxycholic acid is mostly ineffective at improving pruritus.3 Second-line therapy with obeticholic acid

can worsen pruritus in some patients.4

• Qualitative concept elicitation interviews were conducted with clinicians and patients diagnosed with PBC who were experiencing

pruritus. The patient interview portion of the study was approved by WIRB-Copernicus Group Institutional Review Board (WCG

IRB), and individual patient consent was obtained prior to conducting the interviews.

• Four physician key opinion leaders with clinical experience diagnosing and treating patients with PBC participated in individual

telephone interviews. Questions focused on: 1) patients’ experiences with PBC; 2) distinctions between mild, moderate, and

severe pruritus; and, 3) meaningful improvement and worsening of pruritus.

• Twenty patients with PBC and pruritus from the US and Canada participated in semi-structured telephone interviews. Questions

focused on patients’ perspectives of: 1) the signs and symptoms of PBC, including their experiences with pruritus; and, 2) the

HRQoL impacts of disease and treatment.

• A trained moderator used an IRB-approved semi-structured discussion guide and qualitative interviewing techniques to elicit

concepts. All telephone interviews were audio-recorded and transcribed with participants’ permission.

• Transcripts were coded using a qualitative analysis software (Atlas.ti v8.0) and the codebook was refined using an iterative

intercoder verification process and establishing intercoder agreement. Concept saturation was assessed after each wave of five

interviews. A thematic approach to concept analysis was used to categorize patient quotes.

Results
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Figure 3. Most Common Signs, Symptoms, and Impacts

(Reported by ≥ 40% of Patients)

Patient Demographics (N=20)

Demographics Values

Age

Mean (range)
50 (29-68) 

years

Sex

Female, n (%) 19 (95%)

Male, n (%) 1 (5%)

Ethnicity

White, n (%) 20 (100%)

Level of Education

High school / some college, n (%) 7 (35%)

Bachelor’s degree, n (%) 12 (60%)

Higher level education 

(Master’s, PhD, etc.), n (%)
1 (5%)

Employment Status

Actively employed, n (%) 15 (75%)

Unemployed and not looking for 

work at the moment, n (%)
4 (20%)

Retired, n (%) 1 (5%)
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Figure 1. Patient and Clinician Descriptions of Symptoms and Impacts of PBC

• All interviewed clinicians specialized in hepatology and had 20-30 years of experience; one clinician also specialized in

gastroenterology.

– Clinicians reported that patients in their clinics were mostly White women aged 17-85 years and the majority were in their fifties.

• Patient demographics and clinical characteristics are presented in Table 1.

• Clinicians and patients reported a total of 41 signs/symptoms and 31 impacts related to PBC (see Figure 2 and Figure 3).

– 80% of signs/symptoms and 90% of impacts emerged during the first wave of five interviews.

– Concept saturation of signs/symptoms and impacts was reached after 15 of the 20 patient interviews.

• The most salient symptoms were pruritus (n=20, 100%, mean bothersome rating: 7.9) and fatigue (n=19, 95%, mean

bothersome rating: 7.5), which patients attributed to PBC, to treatment or to both. The most salient impacts were scratching

(n=20, 100%) and sleep problems (n=19, 95%).*

– Representative patient and clinician quotes are presented in Figure 1.

*Saliency is defined as frequency ≥ 50% mentions and average bothersome ratings ≥ 6.5 on a scale of 0 – 10.

This qualitative study highlights the significant burden that PBC represents in the lives of patients. The

most salient symptoms reported by patients were pruritus and fatigue. Pruritus makes it difficult to

sleep at night and leads to mental and physical fatigue, which impedes patients’ ability to function on a

day-to-day basis. In some cases, the impacts of pruritus lead to significant social and emotional

disturbance. The management of pruritus and fatigue is a critical unmet need for this patient

population.

CONCLUSIONS

Table 1. Patient Demographics and Clinical Characteristics

Figure 2. Conceptual Model Based on Patient and Clinician Interviews

Note. Black: Concepts reported by patients and clinicians. Pink: Patient-reported concept. Blue: Clinician-reported only and identified as important. 

Bold: Concepts defined as salient [≥ 50% mentions and ≥ 6.5 average disturbance rating]

Abbreviation: HRQoL: Health-Related Quality of Life

Adults diagnosed with 

Primary Biliary 

Cholangitis (PBC) 

and pruritus 

•Ursodeoxycholic 

acid (UDCA)

•Obeticholic acid 

(Ocaliva)

•Other treatments 

targeting key 

symptoms

Chronic autoimmune 

liver disease 

characterized by 

progressive 

destruction of the 

intrahepatic bile 

ducts 

Disease Process

Treatment Options

• Scratching

• Sleep deprivation /  

abnormal sleep 

patterns 

• Impacts to physical 

activity / exercise / 

exercise recovery

• Scarring / excoriation 

of the skin

• Clothing changes

• Needing rest during 

the day

• Diet changes

• Eating behaviors 

(habits/challenges)

• Urge to drink / 

sucking

• Difficulty with dental 

hygiene / dental loss

• Impacts on 

activities of daily 

living 

• Sadness / 

depression

• Emotional 

dysfunction: Anxiety 

/ worry, distress, 

embarrassment, self-

consciousness,

frustration, fear, 

guilt, irritability, stress

• Social isolation / 

social disturbance / 

spending time with 

others / relationships

• Cognitive decline 

(attention problems, 

memory problems) 

• Not being understood 

by others

• Inability to engage in 

recreational activities

• Suicidal ideation

• Increased mortality

• Difficulty finding 

words

• Financial difficulties

• Inability to work 

• Work productivity

• Relying on others for 

support

Immediate Impacts

Distal Impacts
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Broader Impacts

Patient 

Population • Changes in skin: Surface / 

texture, color, fat deposits, 

jaundice, dry skin, bleeding, 

nails

• Pain / discomfort: Right 

upper quadrant, abdominal 

pain, joint / bone pain, hip 

pain, back pain

• Dry eyes

• Skin pain

• Bleeding

• Nosebleeds

• Osteoporosis / 

osteopenia 

• Muscle weakness / 

dysfunction / 

wasting

• Swelling

• Vitamin deficiencies

• Weight change

• Early satiety

• Breathing issues

• Odor sensitivity

• Portal hypertension

•Gastrointestinal 

symptoms: Diarrhea, 

vomiting, constipation, 

nausea, abdominal 

bloating, flatulence, 

indigestion / heartburn, 

changes in appetite, 

cramps, urgency in bowel 

movements

• Temperature sensitivity

• Headache

• Opioid withdrawal 

symptoms

• Unpleasant taste

• Hypertension

• Tachycardia

• Somnolence

• Hair thinning / hair 

loss

• Urine frequency 

change

• Pruritus: Palms of hands, 

soles of feet, arms

•Fatigue: Brain fog, mental 

confusion, dizziness, memory 

problems, difficulty focusing / 

attention problems

• Dry mouth

• Decreased HRQoL

• Limitations in lifestyle

• Reduction in alcohol consumption

There’s no escape from it [itching]…It can put you into a dark state of mind because it 

gets so overwhelmingly maddening. Because like it always happens for me at nighttime, and 

I’m so tired, and I just want to sleep and I can’t.

Patient describing impact of pruritus

At nighttime, pretty much as soon as I get home and sit down for the evening and at 

night when I'm trying to sleep, it's extremely severe. I mean, it's to the point where 

literally my skin opens up and bleeds because I'm scratching that much.

Patient describing pruritus

The patients are embarrassed, and other people are telling them, “Stop itching. Stop 

scratching,” as if they could control it. So that leads to social isolation…they’re exhausted 

because they didn’t sleep so that adds to their fatigue. That leads to depression.

Clinician describing impact of pruritus

It's just the overall feeling of basically being very tired all the time. It doesn't really seem 

to matter how much sleep I get. I don't sleep a lot but during the times that I do manage to 

get sleep, I'm still extremely tired… I haven't found anything yet that helps.

Patient describing fatigue

*Stage 1: portal stage; Stage 2: periportal stage; Stage 3: septal stage; Stage 4: biliary cirrhosis stage; self-

reported by patients and confirmed via medical records or confirmation of diagnosis when possible

**Confirmed by as reported by patients; patients may have received more than one treatment

Abbreviations
PBC: Primary Biliary Cholangitis; HRQoL: Health-Related Quality of Life; WCG IRB: WIRB-Copernicus Group Institutional Review Board

Clinical Characteristics (N=20)

Characteristics Values

Time Since Diagnosis

Median, Mean (range)
5 years, 10.7 years 

(0.4 – 23 years)

Pruritus Severity in the Past Month

Mild, n (%) 6 (30%)

Moderate, n (%) 9 (45%)

Severe, n (%) 5 (25%)

Disease Stage*

Stage 1, n (%) 9 (45%)

Stage 2, n (%) 7 (35%)

Stage 3, n (%) 2 (10%)

Stage 4, n (%) 2 (10%)

Treatments Received for PBC and / or Pruritus**

Ursodeoxycholic acid, n (%) 20 (100%)

Obeticholic acid, n (%) 6 (30%)

Cholestyramine, n (%) 4 (20%)

Rifampin, n (%) 3 (15%)

Rifaximin, n (%) 2 (10%)

Bezafibrate, n (%) 1 (5%)
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Signs and Symptoms
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