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Abstract

Background Physician-reported clinical outcome and quality of life (QoL) measures are currently used to assess out-
comes and direct treatment of plaque psoriasis. However, people with psoriasis may have different criteria for judging
treatment success.

Objectives To build a unified consensus on the definition of ‘freedom from disease’ from a European stakeholder
group, including people with psoriasis, dermatologists and nurses.

Methods The modified Delphi consensus methodology was used to define ‘freedom from disease’, with a consensus
group consisting of people with psoriasis, nurses and dermatologists. This methodology involved people with psoriasis
during the entire process and consisted of a 15-member Facilitating Consensus Panel to drive the programme content
and a larger Voting Consensus Panel to vote on defining ‘freedom from disease’. The Facilitating Panel agreed on dis-
ease domains, and aspects of each domain were put forward to the Voting Consensus Panel to establish relative impor-
tance. Following two voting rounds, a meeting was held to agree on a final consensus statement.

Results The Facilitating Panel consisted of six patient advocacy group representatives, three specialist nurses and six
dermatologists. Voting rounds 1 and 2 were completed by 166 and 130 respondents from the Voting Consensus Panel,
respectively. The outputs from both rounds of voting were similar, focusing on normality of living, symptom control, and
a relationship of mutual respect and trust between the individual with psoriasis and their healthcare professional. The
consensus statement emphasizes that ‘freedom from disease’ is multifaceted and includes the following domains ‘man-
agement of clinical symptoms’, ‘psychosocial elements’, ‘QoL and well-being’, ‘treatment’ and ‘healthcare team sup-
port’. ‘Freedom from disease’ means all aspects are addressed.

Conclusions Freedom from disease in psoriasis is a multicomponent concept including five main domains. This
diverse and multifaceted patient perspective will help us to improve understanding of the outcomes of treatment inter-
ventions in people with psoriasis.
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Introduction
Psoriasis is a chronic disease associated with high disease bur-

* and the impact of psoriasis on physical, social and psy-

den,
chological well-being is often underestimated.>® Psoriasis in
areas such as the scalp, face, genitals, hands, feet and nails is
more easily overlooked in clinical examination, and this type of
underdiagnosed and undertreated psoriasis can have a substan-
tial negative impact on the quality of life (QoL) of people living
with the disease.>”

While the most well-known symptoms of psoriasis, such as
scaling, itching and erythema are associated with the skin, the
burden of the disease can go beyond the visible nature of plaques
and lesions.” People with psoriasis are at an increased risk of
developing comorbidities such as cardiovascular and other dis-
eases.” Importantly, psoriasis can also affect mental health and
have great impact on daily social activities and work, causing
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people with psoriasis to feel fatigued, embarrassed, anxious and
depressed. Stigmatization associated with the disease can leave
individuals feeling isolated, frustrated and unattractive, putting
strain on relationships with family and friends, their education
and professional career.?

In clinical practice, psoriasis severity is usually defined and
monitored by physician-reported clinical outcome measures,
such as the proportion of body surface area (BSA) affected by
psoriasis, the Psoriasis Area Severity Index (PASI) or one of sev-
eral Physician Global Assessment measures.>® Although these
measures may provide an objective and reproducible measure of
psoriasis severity, none of these measures consider the perspec-

81011 9nd there is a need to

tive of people living with the disease,
improve how individual patients’ experiences are taken into
account. Patient-reported outcome (PRO) measures, such as the

Dermatology Life Quality Index (DLQI), along with active
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listening to individual perspectives may help to reinforce the
partnership between people with psoriasis and their healthcare
professional (HCP).'>'> However, even after achieving treat-
ment success as defined by physician or PRO measures, i.e. 75%/
90% reductions in PASI, BSA < 1% and low DLQI scores, the
individual with psoriasis may continue to have symptoms, such
as itching or pain, which can negatively affect their QoL.>'»'*
This may lead them to feel that treatment success has not been
achieved in a way that is meaningful to them.

Therefore, the impact of disease on people with psoriasis
should be evaluated using a holistic approach, considering their
QoL and psychosocial aspects, as well as any potential comor-
bidities. Treatment effectiveness should be assessed by under-
standing how the individual with psoriasis views treatment
success, and how they would define effective disease manage-
ment and ‘freedom from disease’ in relation to their own experi-
ence. Since the advent of very effective psoriasis medications,
including biologics, there has been a growing interest in the con-
cept of complete clearance of physical disease as defined by PASI
score, but less attention as to what complete ‘freedom from dis-
ease’ means for people with psoriasis, despite previous expert
recommendations that treatment policies should reflect the
needs of people with psoriasis.*'>

The concept of ‘freedom from disease’ represents a poten-
tial new treatment target in plaque psoriasis. This report
describes the outcomes of a European study using modified
Delphi methodology to achieve consensus from a multidisci-
plinary group in defining the concept of ‘freedom from dis-
ease’ in plaque psoriasis. The Delphi method has previously

-

Literature review and pre-meeting questionnaire

{

Domain
identification

&

Pre-workshop questionnaire

Draft
statements

been used to build consensus among physicians on other areas
of clinical importance in psoriasis. However, most previous
studies have generally not given a substantial share of voice to
people with psoriasis or included them in the entire Delphi
process.' 11

A video summary of this publication is available as supple-

mentary material (Video S1).

Methods

To define ‘freedom from disease’ for people with plaque psoria-
sis, a Delphi consensus methodology was used. The ‘modified’
Delphi method, which differs from the original Delphi method,
includes a final meeting following the voting rounds, for expert
interaction in the final phase of the consensus-building pro-
cess.'® The aim was to produce an overarching consensus state-
ment based on a set of core statements defining what constitutes
‘freedom from disease’ (Fig. 1).

A key fundamental in creating this programme was to ensure
that people with psoriasis were given an equal share of voice in
this consensus. As such, two panels, both consisting of people
with psoriasis, nurses and dermatologists, were recruited. Der-
matologists and nurses were selected based on their experience
in psoriasis as assessed by metrics such as number of publica-
tions, citations, presentations and participation in the develop-
ment of guidelines. Patients included in the panel were recruited
through patient advocacy groups (PAGs). The aim was to recruit
a panel that was diverse and geographically heterogeneous with
members from a wide range of European countries. Initially, a
Facilitating Consensus Panel was recruited to drive the content

Voting round 1

Voting round 2

|

Freedom from Disease
Consensus statements

Figure 1 Modified Delphi methodology to build consensus on the definition of ‘freedom from disease’ for people with psoriasis. Detailed
descriptions of the various stages of the consensus-building process are provided in the Appendix S1 (Supporting Information). For vot-
ing rounds 1 and 2, the full Voting Consensus Panel (which included the Facilitating Consensus Panel) was invited to participate in each

voting round.

JEADV 2022, 36, 403-412
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Well-being

¢ To be able to lead a normal everyday life

¢ To experience a greater enjoyment of life

* To be able to engage in normal leisure activities
e To be less of a burden to relatives and friends

¢ To be more productive in everyday life

* To be able to lead a normal working life

Beyond skin

TO REGAIN
CONTROL OF

Treatment burden

¢ To need less time for daily treatment

e To be less dependent on
doctor visits

* To have fewer side effects

* To have fewer out-of-pocket
expenses

THE DISEASE

Symptom control

Quality of care

Figure 2 Planning meeting outputs: the five domains used to help guide and initiate the thinking of the Facilitating Consensus Panel.

of the programme. Subsequently, a larger Voting Consensus
Panel was recruited whose role was to vote and provide consen-
sus on the content produced by the Facilitating Consensus
Panel. Members of the Facilitating Consensus Panel were
included in the Voting Consensus Panel, which comprised der-
matologists, nurses and people with psoriasis who were recruited
through PAGs.

Further detailed information about the different stages and
voting rounds that comprised the Delphi consensus process are
shown in the Appendix S1 (Supporting Information).

Results

The Delphi consensus on ‘freedom from disease’ took place
between 29 April 2020 (start of the consensus programme with
the virtual planning meeting) and 12 February 2021 (meeting
with the Facilitating Consensus Panel to finalize the consensus
statement). The Facilitating Consensus Panel consisted of 15

JEADV 2022, 36, 403-412

members: six representatives from four different PAGs, three
specialist nurses and six physicians (dermatologists).

Development of multi-dimensional domains
The literature review revealed several large-scale surveys that
were used to provide insights into the aspirations of people with
psoriasis for what ‘freedom from disease’ would mean to
them.'*'*%° Key outputs from the virtual planning meeting are
shown in Table S1 (Supporting Information). The outputs
defined current limitations in the care of people with psoriasis,
including the lack of assessments led by their views on their
well-being and QoL. The meeting participants concluded that
insights from people with psoriasis should be an important part
of the consensus statements.

Based on the findings from the literature review and discus-
sions during the virtual planning meeting, the following five
domains were identified for further discussion: ‘symptom

© 2021 The Authors. Journal of the European Academy of Dermatology and Venereology published by John Wiley & Sons Ltd
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Table 1 Baseline demographics and clinical characteristics of
respondents completing voting rounds 1 and 2

Baseline demographics Voting round 1 Voting round 2

Total responders N =166 N =130
Age (years), n (%)

<40 62 (37.3) 31 (23.8)

>40 103 (62.0) 99 (76.2)
Female, n (%) 105 (63.3) 72 (55.4)
Designation

Patients, n (%) 129 (77.7) 91 (70.0)

Nurses, n (%) 11 (6.6) 13(10.0)

Dermatologists, n (%) 21 (12.7) 21(16.2)

Preferred not to say, n (%) 5(3.0) 5(3.8)
Disease severity (for people with psoriasis)f

Mild, n (%) 42 (32.6) 21(23.1)

Moderate, n (%) 44 (34.1) 37 (40.7)

Severe, n (%) 35 (27.1) 22 (24.2)

Preferred not to say, n (%) 1(0.8) 10 (11.0)

Other, n (%) 7 (5.4) 1(1.1)
Country of residence, n

Belgium 4 6

Denmark 2 2

France 2 2

Germany 34 30

Hungary 10 9

Italy 4 4

Netherlands 31 13

Portugal 1 1

Spain 2 3

Switzerland 1 1

UK 5 6

Romania 48 34

Poland 16 14

Croatia 3 3

Otherf 2 1

Preferred not to say 1 1

TDisease severity was based on the perception of the respondent.
tCountries other than those listed in the table above: the USA and Ireland.

control’, ‘beyond skin’, ‘well-being’, ‘quality of care’ and ‘treat-
ment burden’. An overview of these domains and their compo-
nents are represented visually in Fig. 2. The domains were
incorporated into the preworkshop questionnaires (Table S2,
Supporting Information). It was also agreed that the final con-
sensus should take the form of statements based on these five
themed domains, plus one overarching statement.

Workshop outputs

During the online workshops for dermatologists, nurses and
people with psoriasis/representatives from PAGs, the panellists
shared their personal experiences of living with and/or managing
psoriasis. The insights from the three workshops were collected
and analysed, and the main conclusions are shown in Table S3

JEADV 2022, 36, 403-412

(Supporting Information). Open-ended questions were asked at
the workshops to prompt the panellists to provide unbiased
answers (Table S4, Supporting Information).

Consensus statement development

Preliminary draft statements developed by the Facilitating Con-
sensus Panel were grouped together into five themes based on
the five domains that were identified in the virtual planning
meeting and the outcomes of the three workshops. The draft
statements are listed in Table S5 (Supporting Information).

Voting panel outputs

A total of 166 and 130 respondents, more than 70% of whom
were patients, completed rounds 1 and 2 of the voting, respec-
tively. The Voting Consensus Panel covered a broad geographi-
cal area, with participants from 15 different European countries.
Their demographic characteristics, including age, sex, country of
residence and the ratio of people with psoriasis, physicians and
nurses are presented in Table 1.

The top five high priority statements for each of the five
domains with an average score of 8—10 during voting round 1
are presented in Fig. 3. Following the initial round of voting, the
wording of some of the top five statements was improved by the
Facilitating Consensus Panel before being included in the next
round of voting, and some additional statements that were con-
sidered as highly important by the panel were included for vot-
ing round 2. Voting consensus panel respondents were
presented with these modified statements and asked to select the
top three that they considered to be the most important in defin-
ing ‘freedom from disease’. The revised statements as presented
to the Voting Consensus Panel are shown in Table S6 (Support-
ing Information). The statements that were voted ‘top 3’ during
voting round 2 and their ranking, based on how many respon-
dents rated them most important in each domain, are presented
in Fig. 4.

Finalized consensus statement

The final overarching consensus statement to define the con-
cept of ‘freedom from disease’ and final statements for each
subsection was developed by the Facilitating Consensus
Panel during a virtual meeting based on the results from the
second voting round; these final statements are shown in
Fig. 5. The Panel agreed that effective symptom control
focused on clearance of skin lesions will help to reduce the psy-
chosocial burden associated with psoriasis. In order to achieve
control of skin symptoms and associated psychosocial burdens,
optimized treatment and healthcare team support are required.
When all these aspects are achieved, patients will achieve a high
level of QoL and well-being, having full control of their disease
and enabling them to live confidently without psoriasis impact-
ing their lives. Therefore, together, these aspects define freedom
from disease in psoriasis.

© 2021 The Authors. Journal of the European Academy of Dermatology and Venereology published by John Wiley & Sons Ltd
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(@ (b)

I am able to live a normal life
and enjoy all the things that
other people take for granted

| am clear of lesions on my
most intimate areas

| can focus on things other

I feel d il ki
eel good in my skin than my skin

| am clear of all lesions on
my face and scalp (and other
visible areas)

| have hope for my future

| am confident enough to
pursue new relationships

| am clear of all lesions on
my hands

My psoriasis does not
define who | am

| feel that | can keep my
symptoms under control

(©)

My psoriasis does not
disrupt my daily routine

My psoriasis does not
affect my social life

Psoriasis does not affect my
relationships

| am comfortable being
intimate with my partner

My quality of life is
independent of my psoriasis

| R S S B B N B B B I
0 10 20 30 40 50 60 70 80 90 100 0

Percentage of responders (%)

T T
10 20 30 40 50 60 70 80 90 100 0
Percentage of responders (%)

T T T T | T T T
10 20 30 40 50 60 70 80 90 100
Percentage of responders (%)

(d) (@)
My treatment helps me feel 70 | understand what my doctor/nurse tells 72
in control of my disease me about my psoriasis and treatment
My treatment helps me feel 70 I'have a good relationship with my healthcare team so that | 71

in control of my disease

My treatment has a
long-lasting effect

| have broken the cycle of
: - 66
hope and disappointment

| understand my psoriasis
and know what treatments 65
are available

I T T T T T T
0 10 20 30 40 50 60 70 80 90 100

Percentage of responders (%)

can talk about health problems associated with psoriasis

My doctor/nurse and | trust and acknowledge
each other's expertise, and we work together to 70
come to a mutually agreed plan for me

My doctor/nurse understands how | feel 69
and what | need from my treatment

| trust the information that my healthcare team 68
provide me with more than internet search results

| B S e S R — — — ——]
0 10 20 30 40 50 60 70 80 90 100

Percentage of responders (%)

Figure 3 Delphi questionnaire round 1 output: top five high priority statements scoring 8-10 for (a) Management of clinical symptoms;
(b) Psychosocial elements; (c) QoL and well-being; (d) Treatment; (e) Healthcare team support. QoL, quality of life. Number of responders

(n), @ n = 166; (b) n = 146; (c) n = 135; (d) n = 126-127; (&) n = 116.

The final overarching consensus statement was defined by the
Freedom from dis-
ease” is multifaceted with five core elements. Addressing all five

13

Facilitating Consensus Panel as follows:

offers individuals with psoriasis a restoration of normality: effec-
tive, lasting treatment to manage visible and non-visible clinical
symptoms, eliminating the anxiety and fear of losing control,
and resulting in no impact of disease owing to treatment man-
agement, with treatment meeting the individual’s needs and
expectations. This reduces psychosocial burden, improving QoL
and well-being, and enabling life to be lived fully with the confi-
dence that psoriasis will not disturb it’.

Discussion

The outputs of this European study using a modified Delphi
methodology to define and achieve consensus on the concept
of ‘freedom from disease’ present a potential new treatment
target. The consensus statement defined by the Facilitating
Consensus Panel emphasizes that ‘freedom from disease’ is
the following five domains:

multifaceted and includes

JEADV 2022, 36, 403-412

‘management of clinical symptoms’, ‘psychosocial elements’,
‘QoL and well-being’, ‘treatment’ and ‘healthcare team sup-
port’. ‘Freedom from disease’ means that all these aspects are
sufficiently addressed.

The Delphi methodology used here aimed to develop a broad
consensus. The panel members included people with psoriasis,
dermatologists and nurses involved in the treatment of psoriasis.
Moreover, a rigorous methodology was implemented, with mul-
tiple meetings, including separate meetings for the different spe-
cialist panel members. This enabled us to develop an iteratively
modelled and precise consensus, which had the direct input and
agreement of people living with psoriasis, as well as those
involved in their treatment. This Delphi consensus is the first in
its field to include people with psoriasis on the Facilitating Con-
sensus Panel and to involve them at every stage of the consensus
decision process. Considering the point of view of both patients
and HCPs provides a more accurate perspective on the concept
of ‘freedom from disease’. Specifically, it includes the wider
needs of people with psoriasis, from a standpoint that has been

© 2021 The Authors. Journal of the European Academy of Dermatology and Venereology published by John Wiley & Sons Ltd
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(a) (b)

I'am able to live a normal life
and enjoy all the things that
other people take for granted
My psoriasis does not

define who | am

| do not have to cover up or
consider psoriasis when
choosing clothes or my hairstyle
| can focus on things

other than my skin

| feel that | can keep my
symptoms under control

I am clear of all visible lesions
on locations important to me
(face, scalp, hands, etc.)

My skin is not itchy at all

My psoriasis does not

| feel good in my skin affect my mood

| do not worry about people’s
— " i h( Ki
My skin is not painful or sore reactons fomy.sxin
. | have hope for my future
| am clear of lesions on my
non-visible areas (knees, lower
back, intimate areas, etc.) or
those in difficult locations

32 | am confident enough to
pursue new relationships

(c)

My psoriasis does not disrupt
my daily routine (work,
housework, sleep, etc.)

My quality of life is
independent of my psoriasis

My psoriasis does not affect
my social life

| am comfortable being
intimate with my partner

My psoriasis does not affect
my relationships

| am not a burden to my
family and friends because
of my psoriasis

T T T T T T T T  ; T 1 T T
0 10 20 30 40 50 60 70 80 90 100 0
Percentage of responders (%)

(d)

I have access to all treatments that
| need to manage my symptoms

(e)

My treatment has a
long-lasting effect

My treatment helps me feel
in control of my disease

| understand my psoriasis
and know what treatments
are available

| do not worry about the side
effects of my skin treatment

| do not worry about the
cost of my skin treatment

| have broken the cycle of
hope and disappointment

| e P B
0 10 20 30 40

Percentage of responders (%)

o L L
50 60 70 80 90 100

10 20 30 40 50 60 70 80 90 100 [
Percentage of responders (%)

My doctor/nurse and | trust and acknowledge each other's expertise,
and we work together to come to a mutually agreed plan for me

| have a good relationship with my healthcare team so that | can
talk about health problems associated with psoriasis

My doctor/nurse takes cares of me, not just my psoriasis

T T T T T T T T 1 LN N B B R B B
10 20 30 40 50 60 70 80 90 100

Percentage of responders (%)

| have access to the clinical support that | need to
manage my symptoms and their consequences

My doctor/nurse understands how

| feel and what | need from my treatment

| understand what my doctor/nurse tells me about
my psoriasis and treatment

I trust the information that my healthcare team
provide me with more than internet search results

| can work with my healthcare team on decisions
about treatment and lifestyle habits

T T 1T T T 1T T T
0 10 20 30 40 50 60 70 80 90 100

Percentage of responders (%)

Figure 4 Delphi questionnaire round 2 output: statements voted ‘top 3’ from (a) Management of clinical symptoms; (b) Psychosocial ele-
ments; (c) QoL and well-being; (d) Treatment; (e) Healthcare team support. QoL, quality of life. Number of responders (n), (@) n = 130; (b)

n=119;(c)n = 111; (d)n = 109; (&) n = 105.

directly informed by feedback from people with psoriasis as part
of this novel Delphi consensus. In addition, this Delphi consensus
provides a multinational point of view on ‘freedom from disease’
with input from participants from 15 countries across Europe.

The outputs from both rounds of voting highlighted areas of
importance—normality of living, symptom control, and a rela-
tionship of mutual respect and trust between the individual with
psoriasis and their HCP. In both voting rounds, there was a
strong focus on the importance of being clear of visible lesions
and the perception of being in control of symptoms. Psycho-
social statements were focused on individuals being able to live a
‘normal life’ and the wish to not be defined by their psoriasis,
while the treatment subsection focused on the desire to have full
access to, and understanding of, available treatments. The rela-
tionship between the individual with psoriasis and their HCP
was also considered important in both voting rounds, with a
stated requirement for their HCP to understand the needs of the
individual with psoriasis; mutual respect and trust were also
highly regarded.

JEADV 2022, 36, 403-412

It is clear from the finalized consensus statements that the
psychosocial burden of living with psoriasis is a major consider-
ation when managing the disease, and that full lesion clearance
in significant body areas is key to people with psoriasis feeling
that their disease is under control. Having control of their dis-
ease is also central to the QoL and well-being of people with pso-
riasis, and this can be achieved by ensuring that they have access
to comprehensive information on the available treatments and
by building a relationship of mutual trust and respect between
the individual with psoriasis and their HCP.*!

Finally, the overarching consensus statement helps us to
understand that the concept of ‘freedom of disease’ is multi-
faceted, with all five themes needing to be addressed to allow the
individual with psoriasis to feel that they have fully reached this
state. Although not specifically addressed in this consensus state-
ment, ‘freedom from disease’ in psoriasis also implies freedom
from any potential comorbidities. Psoriatic arthritis, inflamma-
tory bowel disease, psychiatric disorders and uveitis have tradi-
tionally been associated with psoriasis. More recently, metabolic
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syndrome, cardiovascular disease and other conditions have also
been linked with psoriasis.”* Improving the care and treatment
of comorbidities in addition to addressing psoriasis specifically
will help people to maintain optimal QoL.

While existing physician-reported and PRO measures can
help to evaluate psoriasis disease burden, QoL and the treatment
preferences of people with psoriasis, these existing outcome mea-
sures have limitations and do not always adequately capture their
needs and priorities.”> There is increasing use of consensus meet-
ings to identify and determine appropriate ways of assessing all
relevant disease domains. For instance, the HOME consensus
meeting for atopic dermatitis identified four core disease domains
to be assessed in clinical trials (‘clinician-reported signs’, ‘patient-
reported symptoms’, ‘health-related QoL’ and ‘long-term con-
trol’) and provided recommendations for appropriate outcome
measures to assess the various domains.>* This suggests that con-
sensus meetings can be effective in determining ways of appropri-
ately assessing all relevant aspects of skin diseases.

‘Freedom from disease’ represents a new treatment target in
psoriasis that goes beyond traditional concepts of clinical remis-
sion and QoL measures to include the goals of people with pso-
riasis, nurses and physicians. It also includes the wider needs of
people with psoriasis, from a standpoint that has been directly
informed by feedback from people with psoriasis as part of this
novel Delphi consensus. This supports recommendations stated
in the WHO Global report on Psoriasis, which highlights the
need for people-centred care, taking into account not only the
issues related to their psoriasis, but also other aspects related to
their health and well-being.” PAGs have been involved in this
study from the very start, from drafting the questionnaire state-
ments using verbatim responses of people with psoriasis in the
core panel to finalizing the consensus based on their feedback,
thus facilitating an approach centred on the needs of people with
psoriasis. In addition, this Delphi consensus provides a multina-
tional point of view on ‘freedom from disease’ with input from
people with psoriasis, nurses and dermatologists from 15 coun-
tries across Europe.

In conclusion, ‘freedom from disease’ is multifaceted with five
core elements. Addressing all five offers individuals with psoria-
sis a restoration of normality: effective, lasting treatment to
manage visible and non-visible clinical symptoms, eliminating
the anxiety and fear of losing control and resulting in no impact
of disease owing to treatment management, with treatment
meeting the individual’s needs and expectations. This reduces
psychosocial burden, improving QoL and well-being, and
enabling life to be lived fully with the confidence that psoriasis
will not disturb it.
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