
Key Takeaways
Although symptomatic experiences were heterogenous, 5 core 
symptoms of SjD emerged as most frequently experienced by 
participants: mouth dryness, eye dryness, fatigue, joint pain, 
and, for female participants, vaginal dryness 

Most participants were satisfied or very satisfied with 
study treatment, driven by perceived symptom and 
HRQoL improvements 

Qualitative exit interviews provided rich insights into the 
participant experience of SjD overall, in addition to their 
experience of the DAHLIAS clinical trial and study treatment

This research adds to the body of evidence regarding the 
symptoms, functional impacts, and HRQoL impacts of 
individuals living with SjD, providing qualitative insights from 
a subset of clinical trial participants

Findings identify frequently reported symptoms and impacts 
that are most salient to the patient experience and can be used 
to better contextualize and inform clinical trial endpoints
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aOverall, characteristics of participants who competed the exit interviews were largely representative 
of the total DAHLIAS population4. SD=standard deviation, SjD=Sjögren’s disease.

Results

Methods

	● Of 163 DAHLIAS participants, 49 (30.1%) completed the exit 
interview

	● At baseline, 57.1% had moderate and 34.7% had severe SjD 
(Table 1)

	● A broad and heterogeneous symptom burden was reported, with 25 SjD 
symptoms identified across interviews (Figure 2)

	● Five core SjD symptoms emerged as the most frequently reported: mouth 
dryness, eye dryness, fatigue, joint pain, and vaginal dryness (Figure 2)

Symptoms considered most important to change
	● Participants mostly prioritized core SjD symptoms as key targets for 

improvement, highlighting the importance of patient-reported priorities when 
evaluating treatment benefit (Figure 4)

	● Overall improvement in SjD was meaningful to participants, with benefits 
reflected in reduced symptom burden, fewer limitations in daily functioning, 
and better emotional well-being

Symptoms affected by daily life and HRQoL
	● SjD symptom improvements were associated with better physical functioning, 

ADL, emotional/social well-being, work, and overall HRQoL (Figure 5)

	● Improvement was the most commonly reported direction of change among 
majority of the core symptoms (Figure 3)

Exit interview participant profile Participant-reported SjD symptoms Symptoms participants considered important to change and 
symptoms affected by daily life and HRQoL

Participants’ reported overall level of satisfaction

	● Improvements in symptoms were associated with beneficial impacts 
across key HRQoL domains, including physical, social, and emotional 
well‑being (Figure 8)

	● Treatment satisfaction was driven by perceived improvements in 
symptoms, HRQoL, energy, and daily functioning, whereas dissatisfaction 
reflected limited or absent improvement and ongoing symptoms or 
treatment burden (Figure 9)

Improvements in HRQoL Qualitative context for treatment satisfaction
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Background
	● Sjögren’s disease (SjD) is a chronic, progressive autoimmune disease characterized by a heterogeneous range of symptoms and manifestations1

	● Commonly experienced symptoms include mouth dryness, eye dryness, fatigue, joint pain, and vaginal dryness, which may substantially affect patients’ health‑related 
quality of life (HRQoL)1,2

	● Patients may experience impacts across multiple domains of daily life, including physical functioning, activities of daily living (ADL), emotional and social well‑being, work, 
and overall HRQoL2,3

	● Despite the substantial burden associated with SjD, there remains a high unmet need for new treatment options1,2

	● The Phase 2 DAHLIAS study (NCT04968912) was a multicenter, randomized, placebo-controlled, double-blind study evaluating the efficacy and safety of nipocalimab, 
a treatment being developed for SjD

	— Participants were randomly assigned 1:1:1 to receive intravenous nipocalimab at 5 mg/kg or 15 mg/kg or placebo4

	● Within-trial qualitative exit interviews were conducted, in alignment with regulatory guidance on patient-focused drug development, to assess patient experience5

Objectives
To assess patient experience with treatment, satisfaction with treatment, and experience of change in symptoms or impacts over the course of the phase 2 
DAHLIAS trial

Study Design
	● All enrolled participants of the Phase 2 

DAHLIAS study were invited to participate in 
the qualitative exit interview (Figure 1)

	● Interviews were conducted within 2 weeks 
after the Week 24 end-of-treatment visit; 
participants who discontinued early were 
eligible after Week 2 

	— In special circumstances, interviews were 
conducted up to Week 30 safety visit

	● One-to-one, semi-structured interviews of up 
to 60 minutes were conducted  
in participants’ local language via telephone/
teleconference; interviews were audio 
recorded, transcribed verbatim, and 
translated into English when required

Figure 1. DAHLIAS Clinical Trial and Exit Interview Sub-Studya

Figure adapted from the DAHLIAS clinical trial and exit interview sub-study materials. aOne participant completed an interview but discontinued the trial early. 
EOT=end of treatment, HRQoL=health-related quality of life, SjD=Sjögren’s disease. 

24-week blinded treatment period

Participants who discontinued early were eligible for
interview after Week 2 visit

Consent
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window

Special circumstances
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Up to 2 weeks, but 
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scheduling conflicts, etc.

Table 1. Demographic and baseline characteristics of 
participants completing exit interviewsa

Characteristics Total interview sample  
(N=49)

Age, years, mean (SD) 48.6 (11.08)

Sex, female, n (%) 46 (93.9)

Country, n (%)

Poland 23 (46.9)

United States 16 (32.7)

Germany 5 (10.2)

Taiwan 2 (4.1)

France 2 (4.1)

Japan 1 (2.0)

Baseline SjD severity, n (%)

Mild 2 (4.1)

Moderate 28 (57.1)

Severe 17 (34.7)

Very severe 2 (4.1)

aAs treatment allocation was blinded, it is unkown which participants received treatment versus placebo. bNone of the 
participants reported “Very Unsatisfied.”

Figure 9. Participant description of their level of satisfaction

Very 
satisf ied
n=17 (34.7%)

Satisf ied
n=19 (38.8%)

Total reporting, N=49
a,bSatisfaction rating Exemplary participant quotes 

 I think just the impact to my day and 

my evening. Um… it, 

it was just a complete change in the 

symptoms and my ability to go about 

life in an unimpacted way.

 I'm actually very happy 

with it. Even to the 

point where I would say, 

if there was this 

medicine, if it were on 

the market, and they 

said, ‘Do you want to 

take this?’, I would say 

yes. I would want to 

keep taking it. 

Because it has just improved my quality of life.... If 

you have su�ered from this disease, you would 

see that it is specific, it is specific. And improving 

anything is a really big success.

Well, I felt like it worked really 

well on like all of my symptoms 

and, you know, symptoms that 

they didn't even ask me about… 

Um, you know, with the 

progression… for that to like 

basically stop and block that 

and actually have been able to 

like repair joints that were 

damaged, like I think that's 

pretty amazing.

…I feel better. My symptoms 

are better, and 

I feel better. My quality of 

life is better. 

 I have more energy

 I still get 

some joint 

pain.

…there were some 

minor e�ects.

The treatment itself was fine, but the 

fact that every fortnight I had to 

block o� an entire Wednesday was 

restrictive.

I had some 

progress.

…it is rather 

complicated to take 

the medicine.

Not 
satisf ied
n=13 (26.5%)

… I had the feeling in my case, it didn’t do what 

ultimately it should have done. […] I really had a lot of 

hope because I know for me and other patients who 

feel the same, there is not a lot on the market or 

there is nothing.

Because there [were] no 

changes, no improvement. 

I did not notice any 

improvement or changes.

 I’m back to maybe even worse than where I 

began [after improving in the first 2.5 months 

of the trial].

Well, I guess I would say dissatisfied… 

because I can't see the di�erence.

aTotal number of participants who discussed improved HRQoL. bParticipants could indicate more than 1 type of HRQoL 
improvement. HRQoL=health-related quality of life.

Figure 8. Improvements in HRQoL by interview participants

Totala,b, n=33 (100.0%)

Physical Improvements 

Improvements in everyday life 
and functioning
 

n=17 (51.5%)

Feeling better or 
more comfortable overall

Less need for 
disease management

n=33 (100.0%)
 

n=27 (81.8%)

It was that I could do more around my house, 
I could, you know, do housework, do a few things, 
you know, in my yard, and things like that without 
being in pain so much.

Yes, the di�erence is that I feel better. I am 
pain-free and fit now.

I would say this I used drops a lot and then during 
the study there was a point when 
I started to use eye drops only twice a day

... One drop every now and then.

Less interference in family or social life
n=16 (48.5%)

I noticed it at work, at times I have to talk a lot, also on the phone. It was more 
fun again, I felt freer, I didn't have to arrange my appointments to ensure it 
would work. Afterwards I'd still fancy meeting people, or at late appointments 
I was happy to communicate, to talk. 

Better mental or emotional health
n=11 (33.3%)

I can feel more confident about my appearance. 

HRQoL
n=6 (18.2%)

It was a general 
improvement overall, 
because it doesn’t hurt, 
and it makes a big 
di�erence when living 
with chronic pain to no 
pain. This has been 
very much a pleasure. 
Quality of life, the 
intensity of life 
improved.

Sense of hope or 
satisfaction n=4 (12.1%)

[The study drug gave me the] realization that 
I want more and more is possible. That's already a 
benefit. Walking was such an example, but also as I 
mentioned earlier planning, going to fitness classes 
after work. 

Fewer health-related complications 
n=10 (30.3%)

...before the study, well before these two studies 
I averaged 4–5 times a year I had laryngitis. At the 
moment I haven’t had one at all for a year a half.

Return to normalcy 
n=5 (15.2%)

Because now, I'm able to perform better ...I feel more 
like I'm leading a life which a healthy person could also 
lead.  

Open-ended questions and 
probes explored: 

	— SjD symptoms and symptom 
changes 

	— Impact on daily life/HRQoL 
	— Treatment experience and 
satisfaction

	● Thematic analysis was conducted 
using NVivo v1.6 by 3 qualitative 
researchers independent of the 
clinical trial.

	● Participants and researchers were 
blinded to treatment assignment

SjD=Sjögren’s disease.

Figure 7. Participants’ reported overall level of satisfaction with individual 
symptom change

Mouth dryness (n=28)

Fatigue (n=27)

Eye dryness (n=25)

Joint pain (n=22)

Vaginal dryness (n=9)

Salivary gland infection (n=3)

Muscle pain (n=4)

Brain fog (n=2)

Sj
D

 S
ym

pt
om

s

Skin dryness (n=3)

Joint swelling (n=4)

Headache/Migraine (n=3)

Tempature dysregulation (n=2)

10

Number of Participants

0 5 10 15 20 25 30

Very satisfied

Satisfied

Not satisfied

Very unsatisfied

Did not specify

Neutral

11 2 4

13 8 5 2

11 9 4 1

9 9 1

3 1

1

2 1

3 2

3

112

2 1

3

3

11

11

	● 73.5% of participants were 
satisfied or very satisfied with 
the study drug (Figure 6)

	● Perceived treatment 
effectiveness was the key driver 
of satisfaction, with efficacy 
described in terms of improved 
symptoms and HRQoL (Figure 7)

	● The biggest advantage of 
the study drug was perceived 
efficacy, while time burden 
associated with receiving the 
study drug was identified as the 
biggest disadvantage

aParticipant responses to the questions “How would 
you describe your overall level of satisfaction with the 
study drug? Very satisfied, satisfied, not satisfied or very 
unsatisfied”. bAs the data were blinded, participants may 
have received the placebo or active treatment.

Figure 6. Participants’ reported 
overall level of satisfactiona,b

Very satisf ied Satisf ied Not satisf ied

13
(26.5%)

17
(34.7%)

19
(38.8%)

aParticipants could describe more than one “most important” change. bTwenty-nine participants were asked; two participants did not 
respond to the questions. SjD=Sjögren’s disease. 

Figure 4. Most important symptoms that participants wanted to change as 
a result of treatmenta,b
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aSince the start of the trial. SjD=Sjögren’s disease.

Figure 3. Change in symptoms reported by exit interview participantsa
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Figure 2. Frequency of participant-reported SjD symptoms (N=49)
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Figure 5. Frequency of SjD related impacts
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Scan the QR code. 
The QR code is intended 
to provide scientific 
information for  
individual reference, and  
the information should 
not be altered or 
reproduced in any way. 
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