Patient Insights of Fatigue in Systemic Lupus Erythematosus
and Content Validation of the FACIT-Fatigue
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Methods
Study design
●●

●●

●●

●●

This qualitative study (GSK study 209226) followed the
methods for PRO content validation studies outlined in the
United States Food and Drug Administration PRO Guidance2
and the International Society for Pharmacoeconomics
and Outcomes Research Clinical Outcome Assessment
Emerging Good Practices Task Force3
The study was composed of 90-minute semi-structured
telephone interviews conducted in the USA during July 2018
–– Concept elicitation (CE) aimed to identify important
concepts of experiences in SLE, specifically with fatigue
–– Cognitive debriefing (CD) aimed to assess content validity
of the FACIT-Fatigue as a fit-for-purpose measure of
fatigue in SLE. Each element of FACIT-Fatigue (items,
instructions, recall period) was evaluated for ease of
comprehension, relevance, and clarity
A formal saturation analysis was conducted to confirm that
saturation, a measure of validity defined as the point at which
no new concept-relevant information is identified upon the
conduct of further interviews,4 was achieved
Item mapping of the FACIT-Fatigue was conducted to
determine correspondence between the concepts identified
in the CE interviews and the FACIT-Fatigue instrument

Table 1. Participant demographics and characteristics
Age, years, mean (SD)
Female, n (%)
Race, n (%)
White/non-Hispanic
Black/African-American
Other White/African-American
Years since SLE diagnosis, mean (SD)
SLE severity, n (%)
Moderate
Severe
Don’t know/not sure
My doctor has not told me
Number of flares in the previous 12 months, n (%)
1–3
4–6
7–10
≥11

≥18 years

13 (86.7)
8 (53.3)
6 (40.0)
1 (6.7)
17.9 (11.2)
7 (46.7)
4 (26.7)
1 (6.7)
3 (20.0)
6 (40.0)
4 (26.7)
2 (13.3)
3 (20.0)
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Figure 2. Symptom triggers and most bothersome symptoms*

Study population

18+

Figure 1. Most commonly reported SLE symptoms (≥5 participants)

Total population (N=15)
52.1 (13.1)

Number of Patients

In this qualitative study, interviews were conducted to
understand fatigue in those diagnosed with SLE, and to
evaluate the content validity of the Functional Assessment of
Chronic Illness Therapy (FACIT)-Fatigue1 patient-reported
outcome (PRO) instrument in the SLE population

Symptoms reported as the most bothersome

●●
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Results (continued)

Triggers reported to prompt or intensify symptoms

Introduction

1

Exposure to
sun/photosensitivity
Physical exertion

Stress

Cold weather

Stopping medication

Diet

Fatigue

Pain

Difficulty concentrating

Hair loss

Insomnia
Lupus nephritis/
inflammation of the kidney
Raynaud’s phenomenon

*Percentages in each category may not total 100% because participants may have reported more than one symptom, trigger, or impact

Figure 3. Representative quotes from participants’ descriptions of fatigue

Spoke and read US English

Fatigue
Self-reported doctor diagnosis of
SLE for ≥6 months

You feel weak; you feel
heavy. Lethargic. […] A lot of
days I feel like I’m in a pool,
and I have to walk through
water. Like there’s something
pushing against me.

Reported testing positive for antinuclear antibody
or anti-double-stranded deoxyribonucleic acid

I slept all night, but I feel like I haven’t slept a wink. I
get to the side of my bed and I sit there for a couple of
minutes because I’ve got to get my joints loose.
They’ve gotten all stiff. And I kind of have to motivate
myself. “OK, you have to get up, go to the bathroom.
It’s not coming to you. You gotta get up. OK. Come on.
One and two and, oh, nope. OK. Just, OK. Another
step in here. Come on. You’ve got it.” I have to
motivate myself to get up. And when I’m getting up,
everything’s stiff. I feel like I’m walking in slow motion.

Persistent symptoms for ≤6 months or ≥1 SLE
flare in the previous 12 months despite treatment
with steroids/immunosuppressants

Results

●●

●●
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Cognitive debriefing
●●
●●

●●

●●

●●

The instructions were easy to understand for 13 participants
The response options were good and adequately captured
experiences with fatigue for each item for most participants
(n=11)
The recall period was easy or very easy in terms of
remembering information relevant to responses for
11 participants
The items or questions were not reported to have problems
with comprehension or understanding.
–– The item “I’m too tired to eat” in previous studies was
found to be less relevant to individuals with SLE than
other items.6 However, deeper probing in the current study
revealed that individuals with SLE are often too tired to eat
Almost all participants (n=14) reported that a meaningful
change in their fatigue would be to have the ability to be
more active and have a more normal lifestyle

low energy
over everything

drained

All FACIT-Fatigue items mapped directly onto concepts
spontaneously mentioned by participants during the interviews

exhausting

worn out

consuming
totally pooped out

energyless
washed out

*Size of words reflects the frequency with which participants mentioned them

Conclusions
●●

SLE-related fatigue was the most debilitating symptom for the
participants of this study, who conveyed numerous impacts of
fatigue on their lives, both daily and during flares

●●

Findings from this qualitative study support the importance of the
concept of fatigue in SLE

●●

Limitations of the current research include:
––
––
––

Physical
functioning

Role
functioning

Social
functioning

Emotional
functioning

Activities of
daily living*

60%

80%

93%

93%

100%

overwhelming exhaustion
cumbersome
sluggish
horrible

tired

A US sample with limited gender diversity
Participants self-reported diagnosis and severity due to
restrictions associated with protected health information
Attribution of symptoms to SLE rather than any other
diagnosis was also based on patients’ own reports

●●

Despite these limitations, our findings provide valuable
information about SLE-related fatigue and associated impacts
from the patient perspective

●●

Findings from this report are consistent with a previous
qualitative study examining the use of FACIT-Fatigue for SLE6

●●

This study supports the content validity of the FACIT-Fatigue
instrument for use in this population

Item mapping
●●

Figure 5. Participants reporting impact of fatigue on quality of life function

all-consuming
annoying
so tired you’re sick

tiredness

What I tend to do is … I can’t speak for everybody else; I can only speak for me. I do
have periods where I feel fine, and I’m not tired. And I cherish those times. And so
what I tend to do, when those times come, is I will get up and do absolutely
everything. And I won’t slow down, because they don’t come very often. Everybody
in my family will tell me: “Slow down. Knock it off.” And I refuse to. And I will go
practically 24/7, because those times don’t come very often for me.

not enough sleep
nonproductive
debilitating

●●

Concept saturation was achieved at n=15 participants
Twenty-seven signs and symptoms associated with SLE
were reported; those reported in ≥5 participants are shown
in Figure 1
Symptoms that varied in intensity over time were reported by
60.0% of participants, and almost all (93.3%) reported that
their symptoms could be brought on or intensified by triggers
(Figure 2)
Triggers reported to prompt or intensify symptoms and
symptoms reported as the most bothersome are shown in
Figure 2
–– Patient descriptions of fatigue further illustrate the
day-to-day burden (Figure 3)
–– Figure 4 shows the words used to describe a typical day
when fatigue is experienced
The impacts of fatigue are shown in Figure 5

On the day-to-day basis, with the fatigue I just
always know that when I wake up in the
morning, I’m really kind of good in the
morning and those are sort of my best hours
to get a lot of work done. I try to really be as
productive as I possibly can.

I feel like I just want to rest, and even in the morning when I wake up, it feels like I
have to sleep for another couple of hours. […] Even today, I get off [from work] at
five, and I can’t wait to go home. I can’t wait to go home and just get into bed.

Figure 4. A typical day with fatigue*

Concept elicitation
●●

A typical day
with fatigue

Frequency
and duration
of fatigue

lethargic

Fifteen participants with SLE were interviewed, 87%
(n=13) of whom were female (in line with the general SLE
population) 5

listless
irritating
annoying

●●

exhausted
unbearable
beyond tired

Participants

It’s that “I can’t do it” kind of
feeling. You’re like just a heavy
weight and each step,
sometimes, is an
accomplishment because my
body’s just so tired, it doesn’t
want to do anything. It’s kinda
like, I guess you think of a car
running out of gas, […]
Because I can’t get anything
accomplished.

Impacts of fatigue

*Difficulty starting and finishing tasks, including chores and errands, cooking, and self-care
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