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Purpose: The primary objective of the study was to understand the therapeutic inertia in treatment and management of plaque
psoriasis among dermatologists, along with determining the preferred treatment choices for management of plaque psoriasis; it also
included the resulting treatment satisfaction among patients. The secondary objective was to identify the gaps in terms of knowledge
and attitude among dermatologists and the expectations of patients.

Patients and Methods: A multicentre, cross-sectional quantitative survey was conducted among dermatologists and patients with
moderate to severe plaque psoriasis across India. The interviews were conducted either face to face or via telephone between September and
November 2020, using structured and validated questionnaires based on specific themes. The data obtained were statistically analysed,
wherever applicable.

Results: Overall, 207 adult patients with moderate-to-severe plaque psoriasis and 303 dermatologists were interviewed. Post
experiencing symptoms, 44% of the patients visited general physicians for treatment and there was an average 7.8-month delay by
the patients to consult a dermatologist. Approximately one-fourth of patients used home remedies before seeking medical help. One-
third of dermatologists used the Psoriasis Area and Severity Index (PASI) for assessing the disease severity. Majority of dermatologists
preferred combination therapy for their patients. The lack of quick resolution and side effects were the major reasons for changing the
treatment. Overall, only 35% of the patients complied to current treatment. Satisfaction with existing forms of therapies was highest
for mild plaque psoriasis (62%) as confirmed by dermatologists, while 52% of the overall patients were satisfied with their therapy.
Majority of the patients (64%) affirmed living with plaque psoriasis impacted their lives.

Conclusion: This first-of-its-kind survey in India highlighted the gaps in terms of the disease journey between dermatologists and
patients. The survey emphasises the need for shared decision-making and may benefit dermatologists in suggestive modifications of
the treatment algorithm and disease management in clinical settings.
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Introduction

Psoriasis is a chronic inflammatory condition with genetic basis that affects the skin and joints, with various systemic
associations.' Recent evidence indicates that the global prevalence of psoriasis varies from 0.14% to 1.99%.% According to
global psoriasis atlas (GPA) data, an estimated 3.59 million people in India are affected by psoriasis,” with prevalence ranging
between 0.44% and 2.8%.* Patients with psoriasis report symptoms such as itching, pain, and flaky skin.® The overall quality
of life (QoL) of patients with psoriasis is significantly impacted due to disease severity, gender, age, anatomical sites of lesion,
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and involvement of comorbidity;’~ leading to multifaceted effects on patients life including social exclusion, discrimination,
physical and psychological well-being, and loss of productivity.'® !

Patients with psoriasis are categorised as mild, moderate and severe based on the severity of disease and percentage of
body surface affected.*” The treatment for psoriasis is generally a long-term therapy wherein patients with moderate-to-severe
psoriasis need systemic treatment (such as methotrexate, acitretin & biologics), whereas for mild psoriasis, topical medications
(such as corticosteroids and vitamin D3 analogues) and phototherapy are generally preferred. The long-term use of conven-
tional systemic therapy is restricted due to poor tolerability and cumulative toxicity.>>** Additionally, the global use of
biologics has followed an increasing trend in the recent years.>*> 2’ However, in the Indian context, the applicability is still
restricted with the proposed ranking of biologics (available in India) in terms of efficacy being secukinumab, adalimumab/
infliximab, and etanercept.”®

In the real-world study by Armstrong et al, patients affirmed highest effectiveness with the use of biologics (73%),
with up to a 55% adherence. However, median treatment duration and high side effects were the major causes for
discontinuation of biologics.”” Various studies have established the effectiveness of different conventional therapies and
biologics, and improved QoL of the patients.***

Enhanced patient communication by the dermatologists is required for the management of psoriasis to improve the
overall QoL of the patients.>*>

Patients with psoriasis often do not achieve their target goal of skin clearance, attributed to the lack of initiation/
intensification of treatment, which is also known as “therapeutic inertia”.>**” A French survey reported the extent of
therapeutic inertia to be 36% among dermatologists while treating psoriatic patients.”® Unlike poor therapeutic com-
pliance, which is attributed to the attitude of the patient, therapeutic inertia is caused by the attitude of physician. It can
lead to a negative impact on the patient’s QoL, treatment adherence and patients being likely to change their physician.*
The main cause for disconnect between patients and dermatologists is plausibly due to the objective approach taken by
the dermatologist to determine disease severity compared to the subjective manner by which an individual experiences
and monitors his/her disease symptoms.*® However, there is a lack of India-specific evidence to understand this concept
and its impact in the management of psoriasis.

A quantitative survey was conducted with the primary objective to understand the therapeutic inertia in treatment and
management of plaque psoriasis among dermatologists, along with determining the preferred treatment choices for manage-
ment of plaque psoriasis; it also included the resulting treatment satisfaction among patients. The secondary objective was to
identify the gaps in terms of knowledge and attitude among dermatologists and the expectations of patients. The research
question with respect to the dermatologists included mapping the patient journey, evaluating the need for treatment and
treatment algorithm, factors influencing choice of therapy, barriers for aggressive treatment, and the current unmet needs.
Similarly, the research questions for patients were pertaining to the patient experience, impact on personal, professional, and

social lives, expectations from treatment, current level of satisfaction and need gaps, and patient’s role in treatment decision.

Materials and Methods
Survey Design

A multicentre non-interventional, cross-sectional, quantitative survey was conducted among patients with plaque
psoriasis and dermatologists; the recruitment was performed based on the screener questions. A sample size of 303
dermatologists was estimated for the study across geographical zones (North, East, West, South), biologics usership
(user, non-user), practice setting (private [n=250] vs public [n=53]), experience (3—50 years) and patient load (average of
250 patients per month, with at least 50 psoriasis patients) with confidence interval and margin of error to get
a statistically valid sample. Similarly, a sample size of 207 patients was estimated across geographical zones, biologic
usership (user, non-user), gender (male, female), duration of disease (1-5 years, 6—10 years, >10 years), type of hospital
setting (public [42], private [165]), age (18-25, 2640, >40 years), severity of disease (moderate and severe), Psoriasis
Area and Severity Index (PASI) score (>10) and Body Surface Area (BSA) (>3%). The dermatologist recruitments were
undertaken from September to November 2020, while patient recruitments were done from September to October 2020.
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To eliminate biases, the dermatologist samples were homogeneously distributed across geographies along with relevant
expertise and patient load, while patient samples were distributed across gender and age.

Methodology

The survey was conducted in accordance with Royal Pune Independent Ethics Committee, this is an Independent Ethics
Committee-approved protocol registered with the following id: ECR/45/Indt/MH/2013/RR-19. All pertinent guidelines of
ICH E6 (R2) Guideline for Good Clinical Practice, ICMR Guidelines (2017) and other regulatory guidelines applicable
for such survey programmes have been adhered to. The interviews were conducted by representatives from the contract
research organisation IQVIA, using a mix of face-to-face interviews using Computer-Assisted Personal Interviews
technique and telephonic methodology due to COVID-19 pandemic. Prior to participation in the survey, participants
were given information about the survey and consent forms that were duly obtained.

Data Collection and Analysis

A structured questionnaire was designed and validated by a 13-member panel of dermatology experts to collect information
from dermatologists and patients. Post approval of the questionnaire, 30-minute online interviews were performed. The
dermatologist’s questionnaire included the following themes: patient load and patient types, mapping the patient journey,
evaluating the need for treatment, determining the treatment algorithm and therapy of choice, understanding treatment
protocol and goals, understanding healthcare professionals’ experience with injectables, treatment satisfaction and patient
follow-up. The patient questionnaire included the following parts: understanding patient experience with the condition;
determining impact of the condition on private, professional, and social life; understanding patient reactions, awareness, and
goals; understanding treatment journey and drivers for treatment decision. All questionnaires were scrutinised, 30% of them
were backchecked, followed by data processing of all questionnaires.

Statistical Analysis

The data were analysed using descriptive analysis, correlation analysis, regression analysis, subgroups analysis (including
different zones, gender and public versus private sectors), wherever applicable and is included in the manuscript. Quantum
statistical cross-tabulation package was used to run the data tables. The ¢-test at 95% confidence level was used for significant
testing. The independent sample 7-test compared differences in continuous measurement from the two groups, and chi-square
test was used to assess independence among the two variables. The level of statistical significance was set at p<0.05.

Results

Dermatologist Demographics and Practice Dynamics
A total of 303 dermatologists with a mean experience of 18.8 years were interviewed. Overall, 82.5% (n=250) and 17.4%
(n=53) dermatologists were practicing in a private setup and public practice, respectively (Supplementary Table 1).

Dermatologists stated that 47% of the patients received prior treatment and 27% of the patients opted for alternative
therapies before consultation. Dermatologists reported that highest proportion of patients get diagnosed at mild stage
(46%), followed by severe plaque psoriasis (27%). Approximately one-third of dermatologists used PASI and BSA as the

tools to assess disease severity.

Patient Demographics

A total of 207 patients with moderate-to-severe plaque psoriasis were interviewed. Majority of the patients were from
metro cities (62.7%, n=129) who visited a private practice setup (79.7%, n=165). Overall, 61.3% (n=127) patients were
in the age group of 1840 years with majority being male patients (60.3%, n=125) (Supplementary Table 2).
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Figure | Overall distribution of the symptoms experienced at the initial diagnosis. More than one option can be selected by the respondents.

Symptoms to Diagnosis

The top three symptoms recalled by the patients at the time of diagnosis were itching (77%; n=159), cracked and dry skin
(71%, n=147) and rash (65%, n=135). However, dermatologists recalled patients reporting flaky skin (77%, n=234),
cracked and dry skin (76%, n=230) and itching (69%, n=209) (Figure 1).

Time Lapse to Seek Medical Help from the Diagnosis
A total 47% (n=97) of the patients reported to have a time-lapse of 1-3 months between experiencing symptoms and
seeking medical help with an overall time-lapse of 3.6 months. Female patients reported lesser time-lapse (2.6 months)
compared to male patients (4 months).

Nearly 54% of the patients (n=111) reported visiting dermatologists as the initial point of care with a higher number
of female patients (66%, n=51) compared to male patients (50%, n=64) (Supplementary Figure 1).

Overall, 26% (n=54) and 14% (n=29) of the patients tried home remedies and alternative therapy, respectively, after
experiencing the disease symptoms. Patients >40 years of age exhibited a high preference to try home remedies (36%)

compared to young patients (18-25 years) (19%).

Considering the time taken by the referral pathway to be under the care of a dermatologist, there was a time-lapse of
7.8 months. The top two factors considered by the patients before seeking specialist consultation were advice/recom-
mendations from family/friend (64%; n=132) and impact on QoL and daily activities (40%; n=89).

Table | Distribution of Time Spent in Various Components of Counselling

Components of Consultation Patients Dermatologists
(N=207) (N=303) (Minutes)
(Minutes)

Disease aetiology 1.9 1.8

Treatment options and monitoring of disease 84 6.7

Cost of therapy 2.4 1.9

Safety profile of drugs 2.9 25

Patient and caregiver counselling 8.8 7.7

Day-to-day care 5.1 2.1

Total time 29.5 22.7
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Diagnosis Consultation

Overall length of consultation recalled by the dermatologists was around 22 minutes, whereas the time recalled by the
patients was around 29 minutes. Dermatologists in public setup spent lesser time on consultation (18.3 minutes)
compared to private setup (23.5 minutes). Both patients and dermatologists acknowledged spending majority of time
in counselling, followed by discussion of treatment options (Table 1).

Treatment Recommendation and Expectation
Highest disconnect in terms of treatment expectation between patients and dermatologists' perception of patient
expectations were observed for side effects profile (29%), complete cure of the disease (27%) and probability of the
condition spreading to other parts of body (27%) (Figure 2). Although >50% of the patients expected clear skin and quick
resolution, only 19% of the patients were aware of biologics as a treatment option.

Overall, 21% (n=63) and 18% (n=54) dermatologists suggested oral and topical therapy, respectively, for moderate plaque
psoriasis. Among the current therapies for severe plaque psoriasis, although 49% (n=148) dermatologists gave injectables/
biologics in combination with oral therapies with immunosuppressants, topical therapy along with oral therapies with

DMARDs/immunosuppressants were recommended by 22% (n=66) dermatologists for severe plaque psoriasis.

Treatment Acceptance, Compliance, and Follow-Up

There was a disconnect between dermatologists (51% [n=154]) and patients (76% [n=157]) in terms of the recommended
treatment at the first visit. The west zone had the least resistance (55%) while the east zone had the highest resistance to
initiate the therapy (48%). On average, dermatologists reported a 5.5-month window to shift from first- to second-line
therapy and an 8.7-month window to shift from second- to third-line therapy. Overall, onset of comorbidities (69%) and
no improvement in condition (66%) were the primary reasons to shift the line of therapy.

The fear of side effects (42%; n=87) followed by preference of home remedies and alternative therapies (33%; n=68) were
the main reasons for the patients to deny therapy. However, the dermatologists reported need for second opinion (56%; n=169)
and home remedies or alternative therapies (54%; n=163) to be the prime reasons for non-acceptance of therapy.
Approximately only one third of the patients reported compliance to the current therapy. A total of 56% and 53%
dermatologists considered high cost of therapy and low or no immediate relief as the primary reasons for non-compliance.

Frequency of follow-up was 24 days, with an average of 17 minutes of the consultation time. Loss to follow-up was
reported in 28% of the patients with moderate plaque psoriasis and 25% of the patients with severe plaque psoriasis.
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Figure 2 Treatment expectations by patients and dermatologists' perspective of patient expectations.
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Treatment Satisfaction

As per the dermatologists, satisfaction to existing therapies were highest in patients with mild plaque psoriasis (62%) and
lowest for those with severe plaque psoriasis (5%). Biologics users seemed more satisfied (67%) than non-users (57%).
Nearly 52% of the patients were satisfied with the current therapy, with maximum satisfaction reported by biologics users
(72%) and 57% confirming on skin clearance results.

Impact on the QoL of Patients

Majority of the patients (64%) affirmed living with plaque psoriasis impacted their lives. Around 31% of the patients reported
reduced work productivity, 28% faced unemployment at any stage and 27% could not attend work social events and were
allocated tasks requiring lesser social interactions. Overall, 32 working days were lost with 1.6 non-productive hours per
working day. Similarly, on a personal front, 27% reported social stigma and 23% of the patients felt being left out socially.

Current Need Gaps

The current need gaps for the dermatologists include treatment satisfaction (reduces significantly as the severity
increases), patient compliance (low compliance for biologics attributable to low compliance to high cost, no immediate
relief), attitude towards management and improvement areas in management (affordable therapy [25%] and more
aggressive therapies required in the initial stages [22%] highlighting the inertia in the treatment). Majority of the
dermatologists (64%) opined that they played prominent role in identification, treatment and prevention or treatment
of other comorbidities related to psoriasis.

Only one-fourth patients received any kind of support services; hence, they perceived a high need for value-added
services. Owing to lack of knowledge and awareness, true compliance was observed only in around 30% of the patients.
Other need gaps of the patients included lack of definitive cure (42%), longer remission period (41%), and more time
required by dermatologists to listen to patient needs and emotions (38%).

Discussion

Current evidence indicates that undertreatment and dissatisfaction with the treatment are common concerns observed in
patients with psoriasis. In a global survey, nearly 25% and 10% of the patients were suffering from mild and severe
psoriasis, respectively; 10% of the patients with severe psoriasis were not receiving any treatment, while nearly 50%
were dissatisfied with the current treatment.*® This was in corroboration with the current findings. With respect to the
difference in patient journey between genders in India, the medical expertsunanimously hypothesised that the cultural and
social pressures on Indian women maydrive them to seek dermatologists earlier in their journey.

Additionally, a multinational survey involving patient population with an average PASI score of 6.4 concluded that
patients with physical and psychological comorbidities, along with visibly affected body areas and itch, had lower QoL,
and augmented work impairment.*' Similar results were reported in German and Taiwanese clinical settings where
restricted QoL had the greatest effect on daily activities and occupational scales.**** Likewise for an Indian setting,
a study with 56.2% male patients reported restriction in daily activities in 90.6% of the patients, followed by work
impairment in 84.4% of the patients. The overall QoL was hampered in 70% of the patients.**

Psoriasis causes a huge impact on the psychosocial well-being of the patients despite therapeutic interventions. It
might exacerbate in the form of psychological comorbidities, social and occupational impairment, and interpersonal
conflicts, ultimately culminating into clinical implications causing deteriorated QoL.***® Another important aspect is that
psoriasis not only affects the QoL of patients but also that of the cohabitants (87.8%) who experience impaired QoL and
higher levels of anxiety and depression.*’

The survey highlights the fact that the use of terms such as scaling in a research survey may lead to a disconnect
between a dermatologist and a patient due to the difference in linguistic interpretation. A web-based population survey
reported high disease burden, with more than 90% of the patients complaining itching, redness, flaking, and scales along
with musculoskeletal symptoms in 63% of the patients. Patients and dermatologists also had different perceptions related
to disease severity, treatment goals, and treatment satisfaction.?’
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A major finding with respect to treatment was that only 19% of the patients with moderate-to-severe psoriasis were
aware of biologics; however, Indian dermatologists were found to recommend topical and oral therapies for moderate
cases, while combination therapies (not qualified in results section) were reserved for the severe cases.*® A prospective
observational study established that a combinatorial approach with topical and systemic therapy is more efficacious with
significant improvement in QoL compared with topical alone.>* However, biologics are not used optimally by the Indian
dermatologists owing to cost, fear of adverse effects, lack of awareness, and a perception of inadequacy.*’ Nonetheless,
the global use of biologics in the past decade has significantly changed the treatment algorithm for psoriasis, thereby
greatly affecting the treatment choices in a clinical setting.’® Majority of the patients lack awareness and appreciable
knowledge about possibility of attaining substantial improvement or elimination of their most troublesome symptoms.*®
Patients are often not satisfied with their treatment regimen but are hesitant in communicating this to their dermatologist,
thereby arising the need for involving patients in shared decision making throughout their journey.

An intriguing point to note was a stark difference observed between the perception of patients and dermatologists
towards management of psoriasis acting as a barrier to optimum care. This calls for measures to intensify treatment
awareness among the patients and improve the counselling time and techniques. It was studied that the awareness related
to the QoL of patients amongst the dermatologists could significantly improve the overall patient journey and imbibe
a positive outcome within the patients.”> Moreover, psychological counselling and social awareness are the need of
the hour to overcome the hurdle of stigmatisation encountered by patients.” 3 Therefore, a holistic approach encompassing
both pharmacological intervention and psychological measures is indispensable for the management of psoriasis.

The present survey comprehensively captured the issue of therapeutic inertia in an Indian scenario and the need to escalate
therapy in moderate-to-severe plaque psoriasis patients. However, we do acknowledge certain limitations of the survey. There
was scarcity of data in the public domain from Indian perspective, which was a major challenge. The study is a regional
representation with limited sample size and patient access was provided by the dermatologists from their pool of patients.
Furthermore, emotional aspects that are paramount in determining the therapy and its impact on relationships were not covered.
Despite the limitations, this is the first-of-its-kind survey and the value it is adding in Indian context is being looked upon.

The novelty of the study lies in the fact that there is paucity of data in the Indian context to estimate and identify
“Therapeutic Inertia” in plaque psoriasis. Hence, it is important to know the barriers for physicians to recommend
aggressive therapies, and the gaps between expectation and treatment.

The survey provides a first-hand information on therapeutic inertia in an Indian population and might form a base to conduct
future follow-up studies on a broader scale with more profound results. Further, if feasible, the role of patient advocacy groups
should be established in such studies. Although the management of psoriasis is contingent on multiple factors such monitoring
burden and therapy cost, nevertheless the finding from the study can access the therapeutic inertia over broader effective care
paradigm. Due considerations on economic burden of the disease, HEOR (Health Economics & Outcomes Research) tools, and
patient-related outcomes are the pressing needs for patient empowerment throughout the treatment journey.

Conclusion

The survey expressed a gap between Indian dermatologists and patients in terms of symptoms presentation, consultation, and
treatment expectation. Cumulatively, the emotional and psychological needs of the patients were far from addressed in India.
From a dermatologist’s perspective, the key need gaps to be covered in the region are counselling skills, which can contribute
to better treatment and compliance. Although cost is an important factor in decision-making, it is imperative to share all the
options with the patients to ensure a shared decision-making between the dermatologist and the patient.
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