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1. LIST OF ABBREVIATIONS AND DEFINITIONS OF TERMS

AE(s) adverse event(s)

ATC anatomical therapeutic chemical

cm centimeters

C-SSRS Columbia-Suicide Severity Rating Scale

ECG electrocardiogram 

IGA Investigator Global Assessment

I-IGA Intertriginous Investigator Global Assessment

kg kilograms

max maximum

MedDRA Medical Dictionary for Regulatory Activities

min minimum

mPASI Modified Psoriasis Area Severity Index

mPASI-75 75% reduction from Baseline of Modified Psoriasis Area Severity Index

n number of observations 

N number of subjects (sample size)

PASI-50 50% reduction from Baseline of Psoriasis Area Severity Index 

PASI-75 75% reduction from Baseline of Psoriasis Area Severity Index

PHQ-8 Patient Health Questionnaire Depression Scale

QST QST Consultations, Ltd. 

SAE(s) serious adverse event(s)

SAS® Statistical Analysis System (SAS® Institute Inc., Cary, NC)

SD standard deviation

SOC system organ class

TEAE(s) treatment-emergent adverse event(s)

US United States

WHO World Health Organization 

WHO-DD World Health Organization Drug Dictionary

2. INTRODUCTION

Roflumilast is a phosphodiesterase 4 (PDE-4) inhibitor approved globally to reduce the risk of 
exacerbations in patients with severe chronic obstructive pulmonary disease (COPD) associated
with chronic bronchitis. Roflumilast and its active metabolite, roflumilast N-oxide, are high 
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affinity selective inhibitors of PDE-4 (a major cyclic- -adenosine monophosphate (cyclic 
AMP)-metabolizing enzyme), whose activity leads to accumulation of intracellular cyclic AMP.

There are four different subtypes of PDE-4: PDE-4a, PDE-4b, PDE-4c, and PDE-4d, each with 
several isoforms (splicing variants). IC50 values of both roflumilast and roflumilast N-oxide for 
the different PDE-4 isoforms and subtypes are mostly sub-nanomolar and single digit nanomolar 
(Hatzelmann 2010). The PDE-4 family of enzymes are the most prevalent phosphodiesterases in
immune cells and inhibition of PDE-4 subtypes has been associated with anti-inflammatory
effects in many biological systems.

Psoriasis is a chronic inflammatory skin disease characterized by raised, well-demarcated,
erythematous oval plaques with adherent silvery scales. Numerous past reports have suggested a 
deficiency of cyclic AMP-dependent protein kinases in human psoriatic skin (Brion 1986). More 
recently, various cytokines produced by Th1 and Th17 cells have been shown to play a crucial 
role in the pathogenesis of psoriasis. It has been postulated that the anti-inflammatory effects of
PDE-4 inhibitors may provide a beneficial therapeutic intervention in the treatment of chronic 
plaque psoriasis and recently Otezla® (apremilast), a PDE-4 inhibitor, has been approved for the 
oral treatment of chronic plaque psoriasis.  

The past 15 years have witnessed a transformation in the systemic treatment of moderate to 
severe psoriasis with the advent of biological therapies. However, for patients with milder forms 
of disease, best treated with topical options, the therapeutic landscape really has not changed in
several decades. Topical steroids come in all shapes and forms, but the lower potency steroids 
are not effective and the higher potency steroids are beset with issues of local skin atrophy and
the potential for hypothalamic-pituitary axis suppression when applied over larger body surface 
areas and for prolonged periods of time. Vitamin D has been the other staple of topical psoriasis 
treatment but it is irritating, not suitable for use on the face or intertriginous areas, and its
efficacy is rather modest. Hence, there is substantial medical need for additional topical
approaches in the treatment of psoriasis. The study sponsor is developing a topical formulation 
of roflumilast for the treatment of chronic plaque psoriasis. Our Phase 2a results suggest that
ARQ-151 may be a highly efficacious and well-tolerated topical treatment for psoriasis.

3. STUDY OBJECTIVES

The objective of this study is to assess long-term safety in a multicenter, open-label, 52-week
study in subjects treated with ARQ-151 cream 0.3% after completing a 12-week Phase 2b study 
(ARQ-151-201) Cohort 1 and non ARQ-151-201 subjects (Cohort 2). 
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4. STUDY DESIGN

4.1 Overall Study Design 

This is an open-label, long-term safety study of ARQ-151 cream 0.3% in subjects with chronic 
plaque psoriasis involving between 0 and 25% BSA. Eligible subjects will enroll into the long-
term safety study on the same day as the Week 12 visit for the previous study (ARQ-151-201) 
for Cohort 1 and on Day 1 for non ARQ-151-201 subjects in Cohort 2. Study medication will be 
applied by the subjects topically once a day for 52 weeks at home.

A total of up to approximately 300 subjects (Cohort 1) and up to approximately 100 non ARQ-
151-201 subjects (Cohort 2) will be enrolled at approximately 30 study sites in the United States 
and Canada. Subjects will be adult ( 18 y/o) males or females with chronic plaque psoriasis.
Periodic clinic visits will include assessments for clinical safety, application site reactions
evaluated in the clinic using the method of Berger and Bowman (Berger-1982), disease 
improvement or progression, and investigator global assessment (IGA). 

4.1.1 Schedule of Visits and Assessments

The schedule of assessments can be found in Section 5 of the protocol.

4.1.2 Method of Assigning Subjects to Treatment Groups

This is an open-label single-arm study. Eligible subjects will receive ARQ-151 cream 0.3%. 

4.1.3 Blinding

Not applicable. 

5. EFFICACY AND SAFETY ENDPOINTS

5.1 Safety Endpoints

The primary endpoint will be analysis of safety monitored through application site assessments 
in the clinic using the method of Berger and Bowman, clinical laboratory testing, 12-lead 
electrocardiograms (ECGs), Patient Health Questionnaire Depression Scale (PHQ-8), Columbia-
Suicide Severity Rating Scale (C-SSRS) and adverse events (AEs). Two primary endpoint 
analyses are planned:

Occurrence of treatment emergent AEs (TEAEs)

Occurrence of Serious Adverse Events (SAEs)
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Additionally a set of secondary endpoints will be summarized. These include: 

Changes in PHQ-8, C-SSRS, ECG, clinical laboratory parameters, and vital signs over 
time.

Incidence of 5% of weight loss or gain from baseline. 

Incidence of shifts from baseline to last, highest and lowest BMI category.

Incidence of application site reactions assessed by the investigator.

5.2 Efficacy Endpoints

The secondary endpoints are related to efficacy and will include:

Proportion (%) of subjects achieving an IGA of clear or almost clear, as observed at 
Week 4, 12, 24, 36, and 52. 

In subjects who achieve ‘Clear’ scores for IGA, Intertriginous IGA (I-IGA) (if applicable 
and Modified Psoriasis Area Severity Index (mPASI)) and stop treatment to all lesions, 
time to restarting study drug (treatment free interval). Subjects with continual clearance 
will be censored at their date of last contact.

The incidence of subjects who stop therapy during the study due to disease clearance on 
study.  Disease clearance is defined as ‘Clear’ scores for IGA, I-IGA (if applicable and 
mPASI).    

Proportion (%) of applicable subjects with intertriginous area involvement, ‘I-IGA’ score
of ‘Clear’ or ‘Almost Clear’ at Week 4, 12, 24, 36, and 52. 

Proportion (%) of subjects achieving a 75% reduction from Baseline of PASI (PASI-75) 
at Week 4, 12, 24, 36, and 52. PASI was not specifically collected but will be derived 
based on already reported information.  

Proportion (%) of subjects achieving a 75% reduction from Baseline of mPASI (mPASI-
75) at Week 4, 12, 24, 36, and 52. 

Proportion of subjects (%) with a 2-grade improvement in IGA from Baseline as 
observed at Weeks 4, 12, 24, 36, 52. 

Proportion of subjects (%) with IGA Success, defined as achievement of an IGA of 
‘Clear’ or ‘Almost Clear’ plus a 2-grade improvement in IGA from Baseline as observed 
at Weeks 4, 12, 24, 36, and 52. 
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Duration of IGA Success, defined as the time from the first observation of IGA Success 
to the first subsequent time a subject’s disease response does not meet the criteria for 
IGA Success. The duration of IGA Success for subjects who end treatment in IGA 
Success will be censored at the last disease assessment date. 

Duration of IGA Clear or Almost Clear, defined as the time from the first observation of 
IGA Clear or Almost Clear to the first subsequent time a subject’s disease response is not 
Clear or Almost Clear.  The duration of IGA Clear or Almost Clear for subjects who end 
treatment with IGA Clear or Almost Clear will be censored at the last disease assessment 
date.

Duration of PASI-50, defined as the time from the first observation of a 50% reduction 
from Baseline in the PASI to the first subsequent time a subject’s PASI score is greater 
than a 50% reduction from Baseline.  The duration of PASI-50 for subjects who end 
treatment with PASI score at least 50% less than Baseline will be censored at the last 
disease assessment date.

Duration of PASI-75, defined analogously to duration of PASI-50 

Percent change from baseline in PASI score at each disease assessment

Shift from the baseline IGA score to the last reported IGA score on study

Frequency of disease recurrence among subjects who stop therapy due to disease 
clearance. Disease recurrence is defined as any instance where IGA is  2 or mPASI is 
greater than 0.

Time to disease recurrence among subjects who stop therapy due to disease clearance.  
Time to disease recurrence is defined as the time from the last dose of ARQ-151 to the 
first observation of an IGA score of 2 or greater.  The time to disease recurrence among 
subjects with clearance at the end of the study observation period will be censored at the 
last observed disease assessment

The incidence of disease control among subjects who restart therapy after having stopped 
therapy due to disease clearance.  Disease control is defined as achieving an IGA score of 
0 or 1 subsequent to restarting study therapy.

Time to disease control among subjects who restart therapy after having stopped therapy 
due to disease clearance.  Time to disease control is the time from the restart of therapy to 
the first reported IGA score of 0 or 1. The time to disease control among subjects who do 
not achieve an IGA score of 0 or 1 by the end of the study observation period will be 
censored at the last observed disease assessment.
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6. STATISTICAL AND ANALYTICAL PLANS

6.1 General Methodology

All statistical processing will be performed using SAS® (Version 9.4 or later) unless otherwise 
stated. 

Descriptive statistics will be used to provide an overview of the safety and efficacy results. For 
categorical parameters, the number and percentage of subjects in each category will be
presented. The denominator for percentage will be based on the number of subjects appropriate 
for the purpose of analysis. For continuous parameters, descriptive statistics will include number 
of subjects (n), mean, standard deviation (SD), median, minimum (min), and maximum (max).

Reported AEs, medical history terms and prior and concomitant procedures and therapies will be 
classified on the basis of Medical Dictionary for Regulatory Activities (MedDRA) terminology.  
Prior and concomitant medications will be classified on the basis of World Health Organization 
Drug Dictionary (WHO-DD) terminology.

6.1.1 Statistical Analysis 

All analyses outlined herein will be performed by QST Consultations, Ltd. (QST), utilizing
SAS® Version 9.4 or later.  All summary tables and data listings will be prepared utilizing 
SAS® software.

The standard operating procedures (SOPs) of QST, will be followed in the creation and quality 
control of all data displays and analyses described in this SAP. 

6.1.2 Baseline Definition

For subjects in Cohort 1, the baseline value for safety and efficacy parameters will be defined as 
the last observation prior to the first dose of ARQ-151 cream in either the ARQ-151-201 study or 
this study. Sensitivity analyses of efficacy will be performed where the baseline value for 
subjects in Cohort 1 is defined as the last observation prior to the first dose of ARQ-151 0.3% 
cream in this study.  For the purpose of these latter analyses, study procedures will not be 
repeated; the information from the ARQ-151-201 study Week 12 visit will be carried over to the 
Day 1 visit for this study.  

For subjects in Cohort 2, baseline values for efficacy and safety will be defined as the last 
observation prior to the first dose of ARQ-151 cream 0.3% in this study. Baseline values will 
most commonly be from Day 1. 
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6.1.3 Visit Windowing

Data will be summarized based on nominal visit indications with the exception of data captured 
at early termination and unscheduled visits. Data from early termination and unscheduled visits 
will be mapped to the most appropriate visit values based on the midpoints between scheduled 
visits. The analysis windows for early termination and unscheduled visits are presented in the 
following table.   

Analysis Windows for Efficacy and Safety Assessments

Scheduled Visit Target Study Day Window (Days) 

Week 4 29 15 to 57

Week 12 85   58 to 127 

Week 24 169 128 to 211 

Week 36 253 212 to 309

Week 52 365 >= 310

Data collected at early termination and unscheduled visits prior to study day 15 will not be 
analyzed, with the exception of those identified as baseline values.

For Cohort 1 subjects that were on the ARQ-151 cream 0.15% or ARQ-151 cream 0.3% arm in
the Phase 2b Study (ARQ-151-201), efficacy summaries will be presented for the ARQ-151-201 
visits as defined in ARQ-151-201 SAP. 

For time to event analysis, no visit windowing will be done. The real study day will be used and 
all assessments will be eligible for analysis.  

6.1.4 Adjustments for Covariates

No covariates are planned for this study. 

6.1.5 Handling of Dropouts or Missing Data 

Missing data will not be imputed.

6.1.6 Interim Analyses and Data Monitoring 

No interim inferential analysis or data monitoring is planned for this study. 
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6.1.7 Multicenter Studies

The clinical study will be conducted under a common protocol for each investigational site with 
the intention of pooling the data for analysis. Every effort will be made to promote consistency 
in study execution at each investigational site. 

6.1.8 Multiple Comparisons/Multiplicity

No inferential statistical analyses are planned.

6.1.9 Use of an Efficacy Subset of Subjects

No subset of subjects will be used for efficacy.

6.1.10 Active-Control Studies Intended to Show Equivalence

Not applicable to this study.  

6.1.11 Examination of Subgroups

Summaries will be presented for the safety based on previous treatment in ARQ-151-201, and a 
combined ARQ-151-201 group. Additionally summaries will be presented for a complement set 
of subjects that did not previously participate in ARQ-151-201. 

6.2 Disposition of Subjects

The number of subjects included in the safety population will be summarized by previous 
treatment group and cohort.  The number of subjects enrolled, completed, discontinued 
(including the reasons for discontinuation), and duration of participation (weeks) will be also be 
summarized. Duration of participation (weeks) is defined as (last contact date – date of first dose 
in ARQ-151-202 + 1) / 7. 

6.3 Protocol Deviations 

All protocol deviations that occur will be documented and reported to Arcutis Biotherapeutics
Inc. 

6.4 Data Sets Analyzed 

6.4.1 Safety Population

All subjects who are enrolled and received at least one confirmed dose of ARQ-151 cream 
0.15% or ARQ-151 cream 0.3% study medication in either the Phase 2b Study (ARQ-151-201) 
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or this extension study. The number of patients included in the safety population will be 
summarized. All analyses will be performed using the safety population. 

6.5 Demographic and Other Baseline Characteristics

All baseline summaries will be done on the safety population. 

Sex, race, and ethnicity will be summarized by counts and percentages. Age (years) will be 
summarized with descriptive statistics.

IGA, I-IGA, BSA, PASI, mPASI, Height, and Weight, will be summarized at baseline with 
descriptive statistics.

Past/coexistent medical history information and physical examination observations and vital 
signs information for all subjects will be presented in a by-subject listing.

6.6 Prior and Concomitant Medications 

Prior and concomitant medication information for all subjects will be presented in a by-subject 
listing. Summary tables will be presented by World Health Organization-Anatomical
Therapeutic Chemical Classification System (WHO-ATC) therapeutic category and product.  

A by-subject listing of all prior and concomitant medications will be presented. 

6.7 Analysis of Efficacy

This study is not intended to assess efficacy, but rather the IGA, I-IGA, PASI and mPASI are 
included to determine the need for treatment and subsequent re-treatment after treatment course 
in Study ARQ-151-201 or Study ARQ-151-202. Certain efficacy data and endpoints will, 
however, be summarized. Descriptive statistics will be used to summarize the assessment of 
efficacy. IGA scores will be summarized at Baseline and every scheduled visit through end of 
the study (Day 1 and Weeks 4, 12, 24, 36, and 52). The efficacy variable in this study is success 
in IGA of disease severity, defined as an IGA of ‘Clear’ or ‘Almost Clear’. The number and 
percentage of patients who achieve treatment success at the scheduled study visits will be 
tabulated. The proportion of successes for the secondary variables of IGA, I-IGA, PASI-75 and 
mPASI-75 will be tabulated in a similar manner.

In subjects who achieve ‘Clear’ scores for IGA, I-IGA (if applicable) and mPASI (if applicable) 
and stop treatment to all lesions, time to restarting study drug (treatment free interval) will be 
calculated and analyzed. For Cohort 2 and rollover subjects previously treated with Vehicle 
Cream, the treatment free interval will be the number of weeks between the end of the initial 
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treatment in study ARQ-151-202 and the start of the next treatment in study ARQ-151-202 if one 
should be needed or the end of the subject’s participation in study ARQ-151-202. In the event 
that the subject’s participation in the study ends without a second round of treatment, subjects 
will be censored at last observed disease assessment. For rollover subjects previously treated 
with ARQ-151 cream 0.3% or ARQ-151 cream 0.15%, the treatment free interval will be the 
number of days between the last treatment that began in Study ARQ-151-201 and the start of the 
next treatment in study ARQ-151-202 if one should be needed or the last observed disease 
assessment in the study ARQ-151-202. Subjects who were lost to follow up will be included 
using all available information. The duration of IGA success, PASI-50, PASI-75, time to disease 
recurrence, time to disease control will be calculated in the same manner. 

The median time (number of weeks) for duration summaries will be analyzed using the Kaplan–
Meier method and will be accompanied with a plot. Patients who discontinue study ARQ-151-
202 without achieving the event of interest will be considered censored in the Kaplan–Meier 
analyses.

6.8 Safety Evaluation 

The following analyses will be performed; however, no formal inferential statistics will be done 
on safety assessments.

6.8.1 Extent of Exposure 

The extent of exposure to study drug in each treatment group will be summarized by total 
number of applications and total amount of study drug applied.  Total amount of study drug will 
be calculated as the difference between tube weights at dispensation and return. The number and 
percentage of subjects who are compliant in each treatment group will be summarized. Subjects 
may not miss more than three consecutive days of dosing and must take at least 80% of expected 
doses to be considered compliant.  

Subjects who were lost to follow up will be included in the total number of applications and total 
amount of study drug applied summaries, using their last known dose date. 

6.8.2 Adverse Events

All TEAEs that occur during the study will be recorded and coded based on the MedDRA 
dictionary, version 21.1. TEAEs are defined as AEs with an onset on or after the date of the first 
study drug application in this study. 

TEAEs will be summarized by treatment group, the number of subjects reporting a TEAE, 
system organ class (SOC), preferred name, severity, relationship to study drug (causality), and 
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seriousness. When summarizing AEs by severity and relationship, each subject will be counted 
once within an SOC or a preferred term by using the event with the highest severity and 
strongest relationship within each classification. Summaries of post active treatment emergent 
AEs (PATEAE) will also be presented. PATEAEs are defined as any AE that occurs after the 
first dose of ARQ-151 cream in either study. 

Serious AEs (SAEs) will be summarized by treatment group, severity and relationship to study 
drug, and individual SAEs will be listed by subject. In addition, a list of subjects who 
prematurely discontinue from the study due to an AE, or experience an AE leading to death will 
be provided. 

Listings will be presented for all AEs as well as for SAEs, and AEs leading to discontinuation 
from the study or death. 

All information pertaining to AEs noted during the study will be listed by subject, detailing the 
verbatim description given by the Investigator, preferred term, system organ class, start date, 
stop date, severity, action taken regarding study drug, corrective treatment, outcome, and drug 
relatedness. The event onset will also be shown relative (in number of days) to date of first 
application. In addition, listings of SAEs and subjects who prematurely discontinue from the 
study due to adverse events will also be provided. 

6.8.3 Clinical Laboratory Evaluation 

Routine blood chemistries and urinalysis will be obtained throughout the study and the results 
summarized by parameter at baseline andscheduled ARQ-151-202 study visits.  

All clinical laboratory test results and their change from baseline will be summarized along with 
time point of collection.  

Additionally, shifts tables will be provided describing out-of-normal range shifts for clinical 
laboratory results.  

6.8.4 Other Observations Related to Safety

6.8.4.1 12-Lead Electrocardiogram Measurements

Electrocardiograms (ECGs) will be tabulated at baseline and scheduled ARQ-151-202 study 
visits.  
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6.8.4.2 Vital Signs

Vital signs will be tabulated at baseline and scheduled ARQ-151-202 study visits. Additionally, a 
shift table will be used to summarize incidence of subjects who gain or lose >5% and >10% body 
weight over the course of the study. Any subject who gained or lost >5% body weight will be 
summarized in a listing with subject reported reason for weight loss (intentional, unintentional).

The incidence of shifts from baseline to last, highest, and lowest BMI category (underweight 
(BMI < 18.5), normal weight (18.5  BMI < 25), overweight (25  BMI < 30), obese (30 
BMI) will be presented in shift tables.

6.8.4.3 Physical Examination

Physical examination data will be presented in a by-subject listing.  

6.8.4.4 Local Tolerance Assessments 

For the Investigator’s assessment the numeric application site reaction scores will be summarized 
individually by using the number and percentage of subjects by visit. 

6.8.4.5 Patient Health Questionnaire Depression Scale

PHQ-8 data will be analyzed by a shift in state of severity using the following scoring system: 

Score Result

  0 to 4 None – Minimal Depression

5 to 9 Mild Depression

10 to 14 Moderate Depression

15 to 19 Moderately Severe Depression

20 to 24 Severe Depression

6.8.4.6 Columbia-Suicide Severity Rating Scale

The C-SSRS will be analyzed per the C-SSRS Scoring and Data Analysis Guide.  
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6.8.4.7 Prior and Concomitant Medication  

Prior and concomitant medication information for all subjects will be presented in a by-subject 
listing. Summary tables will be presented by World Health Organization-Anatomical
Therapeutic Chemical Classification System (WHO-ATC) therapeutic category and product.

7. DETERMINATION OF SAMPLE SIZE

A sample size of approximately 300 subjects is planned for Cohort 1 and up to approximately 
100 subjects in Cohort 2 is planned for the study. This sample size will provide a sufficient 
population size to evaluate the long-term safety of ARQ-151 cream 0.3%. 

8. CHANGES IN THE PLANNED ANALYSES

The definition of baseline for Cohort 1 was changed to: the baseline value for safety and efficacy 
parameters (excluding laboratory and vital signs values) will be defined as the last observation 
prior to the first dose of ARQ-151 cream in either the ARQ-151-201 study or this study. 
Sensitivity analyses of IGA and PASI efficacy will be performed where the baseline value for 
subjects in Cohort 1 is defined as the last observation prior to the first dose of ARQ-151 0.3% 
cream in this study.  For the purpose of these latter analyses, study procedures will not be 
repeated; the information from the ARQ-151-201 study Week 12 visit will be carried over to the 
Day 1 visit for this study. 

Week 4 was added to the following secondary endpoints. 

Proportion (%) of subjects achieving an IGA of clear or almost clear

Proportion (%) of applicable subjects with intertriginous area involvement, ‘I-IGA’ score 
of ‘Clear’ or ‘Almost Clear’

Proportion (%) of subjects achieving a 75% reduction from Baseline of mPASI (mPASI-
75) 

The following secondary endpoints were added to the analyses. 

Incidence of shifts from baseline to last, highest and lowest BMI category.

The incidence of subjects who stop therapy during the study due to disease clearance on 
study.  Disease clearance is defined as ‘Clear’ scores for IGA, I-IGA (if applicable and 
mPASI).
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Proportion (%) of subjects achieving a 75% reduction from Baseline of PASI (PASI-75) 
at Week 4, 12, 24, 36, and 52. PASI was not specifically collected but will be derived 
based on already reported information.  

Proportion (%) of subjects achieving a 75% reduction from Baseline of mPASI (mPASI-
75) at Week 4, 12, 24, 36, and 52. 

Proportion of subjects (%) with a 2-grade improvement in IGA from Baseline as 
observed at Weeks 4, 12, 24, 36, 52. 

Proportion of subjects (%) with IGA Success, defined as achievement of an IGA of 
‘Clear’ or ‘Almost Clear’ plus a 2-grade improvement in IGA from Baseline as observed 
at Weeks 4, 12, 24, 36, and 52. 

Duration of IGA Success, defined as the time from the first observation of IGA Success 
to the first subsequent time a subject’s disease response does not meet the criteria for 
IGA Success. The duration of IGA Success for subjects who end treatment in IGA 
Success will be censored at the last disease assessment date. 

Duration of IGA Clear or Almost Clear, defined as the time from the first observation of 
IGA Clear or Almost Clear to the first subsequent time a subject’s disease response is not 
Clear or Almost Clear.  The duration of IGA Clear or Almost Clear for subjects who end 
treatment with IGA Clear or Almost Clear will be censored at the last disease assessment 
date.

Duration of PASI-50, defined as the time from the first observation of a 50% reduction 
from Baseline in the PASI to the first subsequent time a subject’s PASI score is greater 
than a 50% reduction from Baseline.  The duration of PASI-50 for subjects who end 
treatment with PASI score at least 50% less than Baseline will be censored at the last 
disease assessment date.

Duration of PASI-75, defined analogously to duration of PASI-50 

Percent change from baseline in PASI score at each disease assessment

Shift from the baseline IGA score to the last reported IGA score on study

Frequency of disease recurrence among subjects who stop therapy due to disease 
clearance. Disease recurrence is defined as any instance where IGA is 2 or mPASI is 
greater than 0.

Time to disease recurrence among subjects who stop therapy due to disease clearance.  
Time to disease recurrence is defined as the time from the last dose of ARQ-151 to the 
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first observation of an IGA score of 2 or greater.  The time to disease recurrence among 
subjects with clearance at the end of the study observation period will be censored at the 
last observed disease assessment

The incidence of disease control among subjects who restart therapy after having stopped 
therapy due to disease clearance.  Disease control is defined as achieving an IGA score of 
0 or 1 subsequent to restarting study therapy.  

Time to disease control among subjects who restart therapy after having stopped therapy 
due to disease clearance. Time to disease control is the time from the restart of therapy to 
the first reported IGA score of 0 or 1. The time to disease control among subjects who do 
not achieve an IGA score of 0 or 1 by the end of the study observation period will be 
censored at the last observed disease assessment.
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ELECTRONIC RECORD AND SIGNATURE DISCLOSURE  

From time to time, Abond CRO (we, us or Company) may be required by law to provide to you 
certain written notices or disclosures. Described below are the terms and conditions for providing 
to you such notices and disclosures electronically through the DocuSign system. Please read the 
information below carefully and thoroughly, and if you can access this information electronically 
to your satisfaction and agree to this Electronic Record and Signature Disclosure (ERSD), please 
confirm your agreement by selecting the check-

 

 
Getting paper copies  

At any time, you may request from us a paper copy of any record provided or made available 
electronically to you by us. You will have the ability to download and print documents we send 
to you through the DocuSign system during and immediately after the signing session and, if you 
elect to create a DocuSign account, you may access the documents for a limited period of time 
(usually 30 days) after such documents are first sent to you. After such time, if you wish for us to 
send you paper copies of any such documents from our office to you, you will be charged a 
$0.00 per-page fee. You may request delivery of such paper copies from us by following the 
procedure described below. 

 
Withdrawing your consent  

If you decide to receive notices and disclosures from us electronically, you may at any time 
change your mind and tell us that thereafter you want to receive required notices and disclosures 
only in paper format. How you must inform us of your decision to receive future notices and 
disclosure in paper format and withdraw your consent to receive notices and disclosures 
electronically is described below. 

 
Consequences of changing your mind  

If you elect to receive required notices and disclosures only in paper format, it will slow the 
speed at which we can complete certain steps in transactions with you and delivering services to 
you because we will need first to send the required notices or disclosures to you in paper format, 
and then wait until we receive back from you your acknowledgment of your receipt of such 
paper notices or disclosures. Further, you will no longer be able to use the DocuSign system to 
receive required notices and consents electronically from us or to sign electronically documents 
from us. 

 
All notices and disclosures will be sent to you electronically  



Unless you tell us otherwise in accordance with the procedures described herein, we will provide 
electronically to you through the DocuSign system all required notices, disclosures, 
authorizations, acknowledgements, and other documents that are required to be provided or made 
available to you during the course of our relationship with you. To reduce the chance of you 
inadvertently not receiving any notice or disclosure, we prefer to provide all of the required 
notices and disclosures to you by the same method and to the same address that you have given 
us. Thus, you can receive all the disclosures and notices electronically or in paper format through 
the paper mail delivery system. If you do not agree with this process, please let us know as 
described below. Please also see the paragraph immediately above that describes the 
consequences of your electing not to receive delivery of the notices and disclosures 
electronically from us. 

 
How to contact Abond CRO:  

You may contact us to let us know of your changes as to how we may contact you electronically, 
to request paper copies of certain information from us, and to withdraw your prior consent to 
receive notices and disclosures electronically as follows: 
To contact us by phone call: 616-892-3704 
To contact us by email send messages to: helpdesk@abondcro.com 

 
To advise Abond CRO of your new email address  

To let us know of a change in your email address where we should send notices and disclosures 
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