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Abstract

Objectives. We developed a brief cognitive behavioural, one-to-one intervention to reduce fatigue
impact for patients with inflammatory arthritis. This qualitative process evaluation explored intervention
acceptability and potential refinements from the perspective of patients who attended sessions and
rheumatology health professionals (RHPs) who delivered the intervention.

Methods. Interviews were conducted with patients and RHPs from five National Health Service (NHS)
sites. Data were analysed using inductive thematic analysis.

Results. Twenty-two patients and 11 RHPs participated.

Patient themes. Collaborative, non-judgemental consultations: patients valued having space to
reflect, where their fatigue was validated. Relevant content, but not ground-breaking: patients appreci-
ated the opportunity to tailor content to individual priorities. Daily diaries were useful to visualize
fatigue. Self-awareness: patients reported increased acceptance, sense of control, and confidence to
manage fatigue. Degrees of openness to change: sessions prompted patients to engage in behaviour
change. For some, complicated lives made it difficult to plan for change.

RHP themes. Engagement with intervention: RHPs liked training face to face, and sessions were
more enjoyable with experience of delivery. Research vs clinical practice: RHPs expressed concern
about fitting sessions into NHS clinic appointments. It was difficult to offer follow-up sessions within
2 weeks. Collaborating with patients: RHPs reported that patients engaged with the tools and strate-
gies. Some RHPs followed the manual in a linear way, whereas others used it flexibly.

Conclusion. There is potential for this brief fatigue intervention to benefit patients. Future research
will focus on flexibility to fit with local services and creating educational resources to use in a range of
contexts.

Lay Summary
What does this mean for patients?

The purpose of this study was to find out what patients and health professionals thought about taking
part in fatigue-management sessions for people with inflammatory arthritis. We discussed the sessions
with 22 patients who attended sessions and with eight health professionals who were trained in and
delivered the sessions. Patients told us that they liked having an opportunity to talk about their fatigue.
Although the information was not always new, they liked the resources, including the daily diaries.
Sessions made them think about things in their day-to-day lives that might be making their fatigue
worse. For some, it gave them ideas about things to change or do differently. Health professionals
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liked training with other health professionals and felt more confident about the fatigue sessions with
practice. Some were using the fatigue information and resources in their usual consultations.
Sometimes it was difficult to make sure everyone had enough time and to fit in all the appointments
within the recommended 2-week time frame. The results show that patients value the opportunity to
address their fatigue with a health professional, but also the challenges of providing these sessions in
clinical practice.

Key words: Fatigue, inflammatory arthritis, cognitive behavioural, process evaluation, acceptability, brief

intervention, self-efficacy, rheumatology

Key messages

o Patients valued the collaborative, therapeutic approach of sessions, describing increased feelings of acceptance

and control.

« Rheumatology health professionals liked and enjoyed delivering the sessions, but it was difficult to fit into clinics.
o Potential refinements include developing content that can be applied in varying contexts and formats.

Introduction

Fatigue is a common, overwhelming and unpredictable
symptom in inflammatory arthritis [1, 2], likely to be
caused by the complex interaction of clinical factors
(e.g. inflammation, pain and disability), psychosocial
issues (e.g. coping, mood and behaviours) and personal
factors (e.g. working, caring for others and co-
morbidities) [3]. UK research with >1200 patients found
that 82% wanted support to manage pain and fatigue
[4], yet patients report that fatigue is often not
addressed in rheumatology consultations [5, 6].

Cognitive behavioural therapy is one of the most help-
ful types of support for inflammatory arthritis-related fa-
tigue. Previous systematic reviews provide evidence that
self-management courses that use cognitive behavioural
therapy to increase self-efficacy (beliefs in the ability to
carry out self-management behaviours) are more effec-
tive than interventions delivering information alone [7-9].

A team from psychology, nursing and occupational
therapy designed a brief, low-intensity intervention to
address the impact of fatigue on patients with inflamma-
tory arthritis, to be delivered by trained rheumatology
health professionals (RHPs), using a manual, over two to
four sessions. The first two core sessions were designed
to take place face to face and within 2 weeks of each
other. Two additional optional sessions could take place
face to face or remotely, within the subsequent 4 weeks.
It was tested in a feasibility study (Fatigue—Reducing its
Effects through individualized support Episodes in
Inflammatory Arthritis—FREE-IA) [10].

The intervention aims to reduce the impact of fatigue
by encouraging patients to link thoughts, feelings and
behaviours influencing their fatigue and their responses
to it. Requiring buy-in from both patients and RHPs, the
intervention uses an ‘ask, don’t tell’ approach, based on
techniques of guided discovery and Socratic questioning
[11]. The aim is for patients and RHPs to collaborate

and identify relevant lifestyle factors that could be af-
fecting levels of fatigue. The intervention uses tools
such as daily activity diaries to assess activity patterns
and sets patient-centred goals focusing on changing
behaviours. It was designed to be integrated into routine
consultations (sessions lasting 20-30 min) and fits well
with a stepped approach to care [12] offering a low-
resource-intensive treatment option, upon which more
intensive services could be added if required.

This paper reports on the findings of a qualitative pro-
cess evaluation nested within FREE-IA, which played a
vital role in understanding the acceptability of the inter-
vention from the perspectives of two groups: the
patients who attended sessions and trained RHPs who
delivered sessions. It also explored how contextual fac-
tors might affect implementation, both as a larger na-
tional research study and into normal clinical practice.
The aims were to understand the acceptability of the in-
tervention and to identify potential refinements to the
intervention.

Methods
Recruitment procedures

Six weeks after the first session, the study coordinator
telephoned patients to collect their fatigue score. During
this call, patients were asked if they would like to take
part in an optional telephone interview to discuss their
views and experiences. If they agreed, a consent form
and information sheet were posted to the patient, and
contact details were forwarded to the process evalua-
tion research fellow (A.B.).

The RHPs were recruited via their local principal in-
vestigator and were provided with information sheets
explaining that they would be invited to take part in an
interview. Consenting patients and respective RHPs
provided written informed consent by completing the
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consent form and returning a copy to the study team
before interview.

Data collection and analysis

Two distinct qualitative data sets were collected from
patients who participated in FREE-IA sessions and
RHPs who undertook FREE-IA training and delivery.

Data were collected via one-to-one interviews by tele-
phone. Interview questions were developed with collab-
orators and patient partners (Supplementary Data Sf1,
available at Rheumatology Advances in Practice online).
Patients were asked about the content and acceptability
of the intervention. The RHPs were asked about training
and the potential for integrating the intervention into
clinical practice. Interviews were audio-recorded, tran-
scribed verbatim and anonymized.

An inductive thematic analysis approach [13] was
adopted to identify and analyse patterns, without the con-
straints of fitting data to a predetermined theory. The pro-
cess evaluation research fellow analysed the transcripts
independently, including familiarization with the data by
reading the transcripts, initial labelling of early codes to
describe small chunks of data that related to the research
topic, then starting to search for patterns by grouping to-
gether clusters of related codes into initial themes (gener-
ally, broader and more abstract than the codes). The
study principal investigator contributed to this iterative
process by looking at a subset of data to explore what
common concepts they saw in the data and how these
might be labelled. Both team members then worked to-
gether reviewing the themes and sub-themes, regrouping
them so that each theme (and related sub-themes) was
representative of the data. The study coordinator and pa-
tient research partner also reviewed and commented on
the themes. The final analysis was agreed in a meeting
with the four team members. NVivo (QSR International)
was used to organize the data sets.

Sample

The patient sample was recruited purposively to capture
a diverse range of patients, including sex, age range,
number of sessions attended, and from across all sites.

All 12 RHPs who took part in FREE-IA intervention
training were approached to take part.

Results

Twenty-two  patients took part in an interview.
Demographics of the patient sample are presented in
Table 1. Eight RHPs agreed to be interviewed, and another
three RHPs provided information via email. Interviews took
place between March 2019 and May 2020.

Findings are presented as two distinct sets: patient
interviews and RHP interviews.

Patient interviews

Four themes capture the views and experiences of the
patients and are evidenced using data excerpts. Data

https://academic.oup.com/rheumap
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TaBLe 1 Patient demographics

Characteristic

Patients (n = 22)

Sex, n (%)

Male 5(22.7)
Female 15 (68.2)
Missing 2(9.1)
Ethnicity, n (%)

White 19 (86.4)
Black 0(0.0)
Prefer not to say 14.5)
Missing 2(9.1)
Age, n (%), years

<40 1(4.5)
40-49 2(9.9)
50-59 8(36.4)
60-69 7(31.8)
70-79 2(9.1)
Missing 2(9.1)
Site, n (%)

1 (south-east England) 4

2 (south-east England) 4

3 (south-west England) 7

4 (north-west England) 5

5 (south-west England) 2
Number of sessions attended

1 3(13.6)
2 4(18.2)
3 13 (59.1)
4 2(9.1)

were fully anonymized following transcription, and ID
codes are used.

Theme 1: collaborative, non-judgemental consultations
Patients reported developing positive therapeutic rela-
tionships with experienced and knowledgeable RHPs.
They felt it was beneficial to have their fatigue validated
and to have time and space to reflect on its impact.

I’'ve had this for years, and it’s the first time anyone has particularly
turned around and said, ‘let’s talk about fatigue’.
(D461)

Just that the fatigue is acknowledged ... having a medical profes-
sional sit in front of you and say, ‘This is a thing ... we understand
it's a thing, we can’t explain why it’s a thing and we can’t give you a
tablet to fix it, but we understand it is a thing’.

(D466)

They found the ask don’t tell approach helpful and
expressed their preference for a responsive, flexible ap-
proach to sessions, rather than a rigid, protocolized
approach.

Talking through my specific challenges with a bit of space, and a
specialist to give me fresh ideas and not judge me ... that one-to-
one support and the time to talk about it has been very, very wel-
come ... very, very, helpful.

(D468)

Theme 2: relevant and useful, but not ground-breaking
Patients appreciated the range of topics covered and
valued the ability of RHPs to tailor content to individual
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priorities. Some had explored the topics covered previ-
ously; however, using visual illustration, for example, to
communicate complex issues was very useful and
prompted new ways of looking at the issue.

It reinforced really what | should do, and what | needed to think
about, and that was helpful. ... | mean | knew about trying to get
proper sleep and relaxation. Trying to pace oneself, those kinds of
things. It's a case of understanding this, you don’t always remem-
ber to do it like that.

(C343)

Being able to visualize the impact of lifestyle patterns
on their fatigue using the daily activity diaries was helpful.

You don’t make any real connections, but when you see it ... that
was a very good visual clue, and | didn’t think that was going to be
useful, but actually, | found probably the most useful. It's such a vi-
sual representation of what you are doing or where you are slacking
or crashing or whatever it may be.

(D465)

That was the biggest wake-up call for me ... looking at the activity
diary. Until you look at it—you could see that | didn’t have any pat-
tern or any sort of resemblance to any normality at all. Everything
was just chaos.

(B221)

Theme 3: increased self-awareness, acceptance and
feelings of control

Sessions increased patients’ awareness of lifestyle fac-
tors and patterns influencing their fatigue, which in-
creased their sense of control and confidence to
manage fatigue.

It just feels like I've got more control over fatigue ... it's given me
permission and a licence to give myself that care, which | don’t
think | was allowing myself before.

(D468)

Some days ... take you into nothing but red activity, and today is
heading in that direction. | will be ill if | allow that to happen, there-
fore it’s in my control. | can either do something about it and not
feel so bad tomorrow or ignore it and not be able to get up
tomorrow.

(B229)

Patients also highlighted how the sessions helped
them to accept their fatigue, with this reflective process
giving them ‘permission to relax’.

It’s not the be all and the end all now. | accept it is part of the condition,
| accept that it might be there more prominent some days than others
or some weeks than others. And there’s no point worrying about it.
(A103)

Theme 4: degrees of openness to change

Sessions prompted some patients to engage in positive
behavioural change, such as adapting sleep patterns,
pacing, planning and setting goals.

It started me ... paying a bit more attention to things like sleep and
diet and lifestyle, but actually specifically thinking about how those
could affect the fatigue. . .. I’'m sure the sessions helped with that.
(C344)

For others, the sessions ‘sowed the seeds’ and led to
planning for future lifestyle changes.

It’s very easy to get into a rut and just do each day as it comes, and

don’t even think about going forward or anything else. ... Having
things to aim for ... | have already booked a few things and doing
things in the future.

(D465)

However, some patients felt that any change in life-
style would not affect their symptoms of fatigue.

| think my condition is governing my fatigue and | don’t think there’s
anything that . .. | think it is what it is, and | think for me the big thing
is being more aware of it.

(D461)

For some participants, the broader effects of complex
lifestyle situations meant it was difficult to consider or
plan for change. Co-morbidities, work and family com-
mitments and lack of finances meant that engaging with
positive lifestyle changes was impossible.

Rheumatology health professionals interviews

Eight RHPs participated in interviews, and three RHPs
provided data via email. Three themes capture their
views and experiences.

Theme 1: engagement with the intervention

The RHPs valued the face-to-face training delivered by
the FREE-IA team and learning with peers, describing
sessions as providing an opportunity to share ideas for
learning.

You get much more engagement when you’re face to face and
you've got the different dynamics going on in the group ... we
would discuss the course together and different opinions ... |
thought it was really good.

(ATTM1)

Some RHPs felt they would have benefitted from re-
fresher training, when starting the sessions was delayed
for local logistical reasons.

We all came out all guns blazing (following training), and then ... it
was a long time before we were able to get on the ground and see
people. You kept re-reading the book, but | think it would have
been probably better from my idea to have a refresher.

(ETTM1)

For RHPs with extensive experience of providing fatigue
support, the low level of treatment intensity and manual-
ized approach limited the usefulness of the intervention.
This led to a lower level of engagement and satisfaction
compared with RHPs who had fewer resources to use
with patients. Conversely, those with less experience of
providing fatigue support before the study reported gain-
ing confidence as they delivered more sessions.

As I've been doing the sessions, the more confident I’'ve got, part of
it is knowing the people, but also knowing the material as well. I've
really enjoyed it, because you can see how much a patient is get-
ting out of it.

(CTTM1)

Yes, ‘ask, don’t tell’ —very, very difficult. Because, | mean, by nurses
... by definition, we advise our patients on theoretically what we think
is best for them ... it was quite hard to let go. That was very new. ... |
think familiarity . . . the more | did it, the easier it became.

(ETTM1)

https://academic.oup.com/rheumap
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Theme 2: managing the intervention as a research
study and clinical service

Sessions were often carried out outside of usual clinics,
or at the end of a clinic in order that more time could be
allocated if needed. The RHPs expressed concern about
fitting sessions into clinic appointments, because a
number of sessions lasted longer than the 20-30min
suggested length. Sessions ranged from 10 to 120 min,
with an average (median) of 40 min.

If we were to focus on fatigue alone, no it wouldn’t (work) ... if it's
like a five-minute discussion on fatigue and how to manage it, then
that’s fine . .. but anything longer than that . .. we wouldn’t fit it in.
(BTTM1)

It was a challenge to offer patients a follow-up ses-
sion within the desired 2-week time frame, because of
long waiting times and a high demand for available clinic
appointments.

That was quite difficult because of the waiting list | have. Getting
them in the first time was all right, but getting them in for the second
appointment within a fortnight was quite difficult.

(ETTM2)

Some RHPs described integrating the intervention ap-
proach and materials into their routine interactions with
patients.

| have already taken advice from the manual and repeated it to
patients in clinic. Snippets of useful information is a quick and easy
way of helping patients when | am more pressed for time in a
‘normal’ clinic setting.

(DTTM1)

Theme 3: collaborating with patients to address fatigue
The RHPs reported that patients were willing to try the
tools and strategies during the sessions. Some RHPs
followed the manual in a linear way, whereas others
adapted content and used it more flexibly.

Obviously, the activity diaries . .. | think they look at it, not realizing
the actual impact it has, once they’ve done it ... they don’t realize
until they do it.

(CTTM1)

The RHPs also reflected on those patients who did
not engage, expressing that some might require a
higher-intensity approach and level of support.

Most of the ones who contributed to the study are proactive and
want to change, and they are willing to make changes. And then
you have got other patients ... who think that we can fix them by
giving them a tablet, and we can’t. And they put up obstacles about
everything you say ... but | understand it’s hard. ..

(BTTM1)

Discussion
Acceptability

A key finding within this study was the value of the col-
laborative, ‘ask, don’t tell’ approach adopted in ses-
sions. Having space and time to discuss the impact of
fatigue and having it validated by a health-care profes-
sional was empowering. Patients and RHPs described

https://academic.oup.com/rheumap
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how this approach enabled them to develop positive
therapeutic relationships. Some RHPs found using the
approach challenging, and this is where more training or
experience of the intervention could have strengthened
skills and confidence levels of the RHPs.

These findings align with previous literature that high-
lights the importance of shared decision-making and
collaborative working relationships [14]. They strengthen
the argument that collaborative, non-didactic consulta-
tions are able to foster increased self-efficacy, accep-
tance of fatigue, confidence in self-management and
feelings of control [14-16].

Patients and RHPs highlighted the value of particular
tools and approaches, such as using the daily diaries to
visualize lifestyle patterns. It is important to recognize
elements of the intervention that might be incorporated
more easily than others. Adapting the daily diary tool for
use in everyday clinics could be explored in future
research.

The RHPs became more confident about the (often
new to them) interventional approach and content as
they delivered more sessions. These findings support
earlier fatigue studies [17] and literature reporting a
positive relationship between health professional self-
efficacy and patient outcomes [18], highlighting the
importance that a positive training experience and on-
going support might have on health professional self-
efficacy and, in turn, patient outcomes.

Refinements

Patients valued working with a health professional who
was familiar to them. The RHPs were able to deliver the
sessions, but reported barriers to implementing the in-
tervention into normal practice (in its current format) ow-
ing to short clinic appointment slots and the inability to
carry out the second session within 2 weeks. Some
RHPs had adopted certain tools and topics, using them
in everyday clinic appointments. This is an important
finding and highlights the possibility of adapting inter-
vention content to make it more acceptable and explor-
ing how it could be incorporated better into a clinical
setting.

For some participants, the broader determinants of
health impacting levels of fatigue were complex and
multidimensional, and factors such as disease activity
meant that it simply was not the right time for change.
These findings highlight that a low-intensity intervention
will not be adequate for all patients experiencing symp-
toms of fatigue, but recognizing that it has a place
within a ‘stepped approach to care’ [12], being benefi-
cial to a proportion of patients, but not an option for all.

Strengths

This study was able to uncover the experiences and
attitudes about the sessions from the perspectives of
both the patient and the RHP. It demonstrates sensitivity
to context and the wider determinants affecting fatigue,
in addition to highlighting the importance of the
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collaborative approach of the sessions. The methods
adopted were able to unpick the workings and nature of
the sessions, including issues affecting approach, con-
tent and delivery.

The sample was recruited from across all five NHS
sites and included participants who had attended be-
tween one and four sessions to gain insight into their
reasons for opting to take part in more or less of the in-
tervention. Recruitment occurred throughout the course
of the study, enabling the sample to include patients
who had sessions with RHPs who had differing levels of
experience of delivery. Two patient research partners
were involved in the design of the study; this included
feedback on patient information sheets and interview
questions.

Limitations

The sample size, although relatively small at 22, was
close to half of the total number of 46 patients who
attended sessions; however, ethnic minority communi-
ties were underrepresented in the sample. We also col-
lected no data on the health literacy levels of the
patients, which are known to affect self-management
strategies in rheumatology [19]. It is acknowledged that
the findings might not reflect those of the wider popula-
tion of patients with inflammatory arthritis who experi-
ence fatigue. It is possible that patients who consented
to take part in an interview had a more positive experi-
ence of the sessions; however, interviews did take place
with patients who attended for only one session, all the
way through to those who attended all four sessions.

Next steps

A sensible next step is to explore options for alternative
modes of intervention delivery and, importantly, how the
essence of the sessions, including the approach and
tools, might best be translated. The move to online con-
sultations since the coronavirus disease 2019 (COVID-19)
pandemic in 2020 opens up the opportunity for more
patients to engage with RHPs, but also presents chal-
lenges in terms of accessing intervention resources and
working collaboratively. Digitalized content could make it
easier for RHPs to provide guidance and copies of the di-
aries before the first session, meaning that lifestyle pat-
terns can be explored together in the initial session.

Arguably, online working shows potential for how it
might be possible to integrate such sessions into clinical
appointments. It would be of value to explore this further
with  RHPs post-COVID-19, in addition to observing
what the ‘new normal’ looks like for different rheumatol-
ogy clinics nationally.

Given the findings of the importance and value of the
collaborative nature of the sessions, future research
should explore whether and how this approach trans-
lates into the digital consultation, and if it is affected in
any way, from the perspectives of both the patient and
the RHP. Future research will focus on adopting new
ways of integrating sessions and content into potentially

digital consultations and developing content that can be
used in a range of contexts and formats.

Conclusion

This study reports on the acceptability of a brief, cogni-
tive behavioural, one-to-one intervention to reduce fa-
tigue impact within the NHS. The study presents novel
key issues regarding the usefulness for this new inter-
vention and demonstrates the potential for this interven-
tion to benefit patients. Collaborative, positive
therapeutic relationships were able to be established
between patients and RHPs within a short period of
time, and patients described feeling empowered, more
in control and confident to address lifestyle patterns and
consider positive behavioural change to improve self-
management of their fatigue.
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*From biochemical assays, the clinical relevance of which is uncertain.

JAK, Janus kinase; RA, rheumatoid arthritis; TYK, tyrosine kinase.

Refer to Summary of Product Characteristics (SmPC) before
prescribing, and for full prescribing information.

JVSELECAV filgotinib 100 mg or 200 mg film-coated tablets.

Indication: Jyseleca is indicated for the treatment of moderate
to severe active rheumatoid arthritis in adult patients who
have responded inadequately to, or who are intolerant to one
or more disease modifying anti rheumatic drugs (DMARDs).
Jyseleca may be used as monotherapy or in combination with
methotrexate (MTX). Dosage: Adults: 200 mg once daily. Taken
orally with/without food. It is recommended that tablets are
swallowed whole. Laboratory Monitoring: Refer to the SmPC
for information regarding laboratory monitoring and dose
initiation or interruption. Elderly: A starting dose of 100 mg
once daily is recommended for patients aged 75 years and
older as clinical experience is limited. Renal impairment:
No dose adjustment required in patients with estimated
creatinine clearance (CrCl) > 60 mL/min. A dose of 100 mg
of filgotinib once daily is recommended for patients with
moderate or severe renal impairment (CrCl 15 to < 60 mL/
min). Not recommended in patients with CrCl < 15 mL/min.
Hepatic impairment: Mild/moderate hepatic impairment: no
dose adjustment required. Severe hepatic impairment: not
recommended. Children (< 18years): Safety and efficacy not yet
established. Contraindications: Hypersensitivity to the active
substance or to any of the excipients. Active tuberculosis (TB)
or active serious infections. Pregnancy. Warnings/Precautions:
See SmPC for full information. Immunosuppression:
Combination use, with immunosuppressants e.g., ciclosporin,
tacrolimus, biologics or other Janus kinase (JAK) inhibitors is
not recommended as a risk of additive immunosuppression
cannot be excluded. Infections: Infections, including serious
infections such as pneumonia and opportunistic infections e.g.
tuberculosis (TB), oesophageal candidiasis, and cryptococcosis
have been reported. Risk benefit should be assessed prior to
initiating in patients with risk factors for infections (see SmPC).
Patients should be closely monitored for the development of
signs and symptoms of infections during and after filgotinib
treatment. Treatment should be interrupted if the patient

is not responding to antimicrobial therapy, until infection is
controlled. There is a higher incidence of serious infections in
the elderly aged 75 years and older, caution should be used
when treating this population. Tuberculosis: Patients should
be screened for TB before initiating filgotinib, and filgotinib
should not be administered to patients with active TB. Viral
reactivation: Cases of herpes virus reactivation (e.g., herpes
zoster), were reported in clinical studies (see SmPC). If a
patient develops herpes zoster, filgotinib treatment should be
temporarily interrupted until the episode resolves. Screening
for viral hepatitis and monitoring for reactivation should
be performed. Malignancy: Immunomodulatory medicinal
products may increase the risk of malignancies. Malignancies
were observed in clinical studies (see SmPC). Fertility: In
animal studies, decreased fertility, impaired spermatogenesis,
and histopathological effects on male reproductive organs
were observed (see SmPC). The potential effect of filgotinib
on sperm production and male fertility in humans is currently
unknown. Haematological abnormalities: Do not start therapy,
or temporarily stop, if Absolute Neutrophil Count (ANC)
<1 x 10° cells/L, ALC <0.5 x 10° cells/L or haemoglobin <8 g/dL.
Temporarily stop therapy if these values are observed during
routine patient management. Vaccinations: Use of live
vaccines during, or immediately prior to, filgotinib treatment
is not recommended. Lipids: Treatment with filgotinib
was associated with dose dependent increases in lipid
parameters, including total cholesterol, and high-density
lipoprotein (HDL) levels, while low density lipoprotein (LDL)
levels were slightly increased (see SmPC). Cardiovascular
risk: Rheumatoid arthritis patients have an increased risk for
cardiovascular disorders. Patients should have risk factors
(e.g., hypertension, hyperlipidaemia) managed as part of usual
standard of care. Venous thromboembolism: Events of deep
venous thrombosis (DVT) and pulmonary embolism (PE) have
been reported in patients receiving JAK inhibitors including
filgotinib. Caution should be used in patients with risk factors
for DVT/PE, such as older age, obesity, a medical history
of DVT/PE, or patients undergoing surgery, and prolonged
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immobilisation. Lactose content: Contains lactose; patients
with rare hereditary problems of galactose intolerance,
total lactase deficiency or glucose-galactose malabsorption
should not take filgotinib. Pregnancy/Lactation: Filgotinib is
contraindicated in pregnancy. Filgotinib should not be used
during breast-feeding. Women of childbearing potential must
use effective contraception during and for at least 1 week
after cessation of treatment. Driving/Using machinery: No or
negligible influence, however dizziness has been reported.
Side effects: See SmPC for full information. Common (21/100 to
<1/10): nausea, upper respiratory tract infection, urinary tract
infection and dizziness. Uncommon (>1/1000 to <1/100): herpes
zoster, pneumonia, neutropenia, hypercholesterolaemia
and blood creatine phosphokinase increase. Serious side
effects: See SmPC for full information Legal category: POM
Pack: 30 film-coated tablets/bottle Price: UK Basic NHS cost:
£86310 Marketing authorisation number(s): Great Britain
Jyseleca 100mg film-coated tablets PLGB 42147/0001 Jyseleca
200mg film-coated tablets PLGB 42147/0002 Northern Ireland
Jyseleca 100mg film-coated tablets EU/1/20/1480/001
EU/1/20/1480/002 Jyseleca 200mg film-coated tablets
EU/1/20/1480/003 EU/1/20/1480/004 Further information:
Galapagos UK, Belmont House, 148 Belmont Road, Uxbridge
UB8 1QS, United Kingdom 00800 7878 1345 medicalinfo@glpg.
com Jyseleca® is a trademark. Date of Preparation: January
2022 UK-RA-FIL-202201-00019

v Additional monitoring required

Adverse events should be reported.

For Great Britain and Northern Ireland, reporting forms
and information can be found at yellowcard.mhra.gov.uk
or via the Yellow Card app (download from the Apple App

Store or Google Play Store).
Adverse events should also be reported to Galapagos
via email to DrugSafety.UK.Ireland@glpg.com
or 00800 7878 1345
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