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1 CONTACTS

Sponsor/
Emergency 
Medical Contact

AbbVie Inc.
1 North Waukegan Road

North Chicago, IL  60064

EMERGENCY 24 hour Number:
+1 (973) 784-6402

Office:
Mobile:
Email:

Safety Concerns Therapeutic Area Safety Team Email:
SafetyManagement_Immunology@abbvie.com

SAE Reporting 
outside of EDC

Email:
PPDINDPharmacovigilance@abbvie.com

Fax: +1 (847) 938-0660

Protocol 
Deviations AbbVie Inc.

1 North Waukegan Road
North Chicago, IL 60064

Office:

Email:

Certified Clinical 
Lab

Labcorp Central Laboratory Services SA
8211 Scicor Drive
Indianapolis, IN 46214

Phone: +1 (866) 762-6209 (Toll free)
+1 (317) 271-1200 (Local calls) 

Fax: +1 (317) 616-2362
For country specific toll free numbers please 
refer to Labcorp Lab Manual.  

Pharmacokinetic 
Lab

AbbVie Inc.
Sample Receiving
Dept. R46W, Bldg. AP13A, Rm. 2310
1 North Waukegan Rd.
North Chicago, IL 60064

Phone: +1 (847) 937-0889
Fax: +1 (847) 938-9898

Exploratory 
Sample Lab

BioStorage Technologies Inc
2910 Fortune Circle West, Suite E
Indianapolis, IN 46241

Phone: +1 (317) 268-5749
Fax: +1 (317) 390-1868
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2 PROTOCOL ACTIVITIES BY VISIT

Study visits may be impacted due the Coronavirus Disease – 2019 [COVID-19] pandemic. This may 
include changes such as phone or virtual visits, visits at alternative locations, or changes in the visit 
frequency and timing of study procedures, among others. Additional details are provided in the 
subsequent section. Every effort should be made to ensure the safety of subjects and site staff, while 
maintaining the integrity of the study. If visits cannot be conducted onsite due to travel restrictions or 
the COVID-19 pandemic, follow the updates below on how to proceed.

2.1 Individual Treatment Period Visit Activities

This section presents a list of activities performed during each visit, organized by visit.  The dot pattern 
on the upper right indicates the place of the visit in the overall Treatment Period Activity Schedule.

Visit window is ± 3 days until the Week 24 visit and beyond is a ± 7 day visit window.  Any of the 
procedures may be performed at an unscheduled visit at the discretion of the Investigator.

Activities are grouped by category (Interview, Exam, etc.).  Further information about each activity is 
provided in Protocol Section 5.

COVID-19 Pandemic-Related Acceptable Protocol Modifications

During the COVID-19 pandemic, if it is not possible for all study procedures to be performed as specified 
due to travel restrictions or other reasons, the following modifications are allowed:

 If permitted by local regulations, the IRB/IEC and the subject, all visits with the exception of 
Week 16 may be conducted remotely or in the subject's home residence.

 Some study visits and/or activities may be performed by phone/virtually. These are indicated by 
a hashtag (#) in the appropriate visit tables below.

 During a virtual visit, the Investigator assessments related to EASI, BSA, vIGA-AD, SCORAD, 
and HECSI will not be performed, as they need to be performed during an in-person 
assessment.

 Some study visits and/or activities may be performed by a local clinic/hospital/laboratory. 
These are indicated by a plus sign (+) in the appropriate visit tables below. All procedures 
performed at local facilities must be performed by appropriately qualified personnel.

 Study Visits and/or activities should be performed as scheduled whenever possible.

 The Screening and Day 1 visits should be performed on site only.

If an activity is missed during a virtual visit, perform the activity at the earliest feasible opportunity. 
Laboratory draws must be obtained within the protocol defined visit window for the scheduled visit.

Unscheduled phone/video visits should occur without lab testing; lab testing should be conducted at the
earliest opportunity when the subject is able to be on-site.
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3 APPENDICES

3.1 STUDY SPECIFIC ABBREVIATIONS AND TERMS

Abbreviation Definition

AD Atopic dermatitis

ADerm-IS Atopic dermatitis impact scale

ADerm-SS Atopic dermatitis symptom scale

AE Adverse event

CDLQI Children's Dermatology Life Quality Index

COVID-19 Coronavirus Disease – 2019

DLQI Dermatology life quality index

EASI Eczema Area and Severity Index

ECG electrocardiogram

EQ-5D-5L Euroqol Dimensions 5 Levels

HADS Hospital Anxiety and Depression Scale

IGA Investigator global assessment

IGRA Interferon gamma release assay

NRS Numerical rating scale

PD Premature discontinuation

PGIC Patient Global Impression of Change

PGIS Patient Global Impression of Severity

PGIT Patient Global Impression of Treatment

PK Pharmacokinetic

PPD Purified protein derivative

POEM Patient-oriented Eczema Measure

SAE(s) Serious adverse event(s)

SCORAD Scoring atopic dermatitis

TB Tuberculosis

vIGA-AD Validated Investigator Global Assessment for atopic dermatitis
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3.2 PRURITUS (ITCH) NUMERICAL RATING SCALE (NRS) EXAMPLE

On a scale 0 to 10, with 0 being "no itch" and 10 being "worst imaginable itch," how would you rate your 
itch at its worst during the past 24 hours?

0 1 2 3 4 5 6 7 8 9 10

No Itch   Worst Imaginable Itch

Worst Pruritus NRS V1 © AbbVie 12-7-2017
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3.5 DERMATOLOGY LIFE QUALITY (DLQI) EXAMPLE
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3.6 CHILDREN'S DERMATOLOGY LIFE QUALITY (CDLQI) EXAMPLE
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3.7 PATIENT ORIENTED ECZEMA MEASURE (POEM) EXAMPLE
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3.8 HOSPITAL ANXIETY AND DEPRESS SCALE (HADS)
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3.9 EUROQOL DIMENSIONS 5 LEVELS (EQ-5D-5L) QUESTIONNAIRE
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3.10 PATIENT GLOBAL IMPRESSION OF SEVERITY (PGIS) 
QUESTIONNAIRE EXAMPLE

Seven point response scale

Please mark an "X" in the box (☐) that best describes the severity of your AD symptoms right now.

1. Right now, my AD symptoms are:

☐0 Absent:  No symptoms

☐1 Minimal: Can be easily ignored without effort

☐2 Mild: Can be ignored with effort

☐3 Moderate:  Cannot be ignored but does not influence my daily activities

☐4 Moderately severe:  Cannot be ignored and occasionally limits my daily activities

☐5 Severe: Cannot be ignored and often limits my concentration on daily activities

☐6 Very severe: Cannot be ignored and markedly limits my daily activities.

© AbbVie Inc., 19October2016 V1
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3.11 PATIENT GLOBAL IMPRESSION OF CHANGE (PGIC) 
QUESTIONNAIRE EXAMPLE

Seven-point response scale

Please mark an "X" in the box (☐) that best describes the severity of your AD symptoms right now.

2. Compared to before your study treatment began, how would you rate the overall change in 
your AD symptoms?:

☐1 Very much improved

☐2 Much improved

☐3 Minimally improved

☐4 No change

☐5 Minimally worse

☐6 Much worse

☐7 Very much worse

© AbbVie Inc., 19October2017 V1
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3.12 PATIENT GLOBAL IMPRESSION OF TREATMENT (PGIT) 
QUESTIONNAIRE EXAMPLE

Seven-point response scale

Please mark an "X" in the box (☒) that best describes how satisfied or dissatisfied you are overall with 
your current treatment for AD.

1. Overall, how satisfied or dissatisfied are you with your current treatment for AD?:

☐1 Extremely dissatisfied

☐2 Very dissatisfied

☐3 Somewhat dissatisfied

☐4 Neither dissatisfied nor satisfied

☐5 Somewhat satisfied

☐6 Very satisfied

☐7 Extremely satisfied

© AbbVie Inc., 19October2017 V1

Page 138 of 147

 



p. 41 of 47
OPERATIONS MANUAL FOR CLINICAL STUDY PROTOCOL M18-891 Version 8.0
CONFIDENTIAL INFORMATION
No use or disclosure outside AbbVie is permitted without prior written authorization from AbbVie.

3.13 SCORING ATOPIC DERMATITIS (SCORAD) EXAMPLE
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3.15 ECZEMA AREA AND SEVERITY INDEX (EASI) SCORING EXAMPLE

An EASI score is a tool used to measure the extent (area) and severity of atopic eczema (Eczema Area 
and Severity Index).  EASI score does not include a grade for dryness or scaling.

Assignments for the following body regions are as follows: 

 Head and Neck

 Trunk:  (including the genital area)

 Upper Extremities

 Lower Extremities (including the buttocks)

Area Score

Area score is recorded for each of the four regions of the body.  The area score is the percentage of skin 
affected by eczema.

Area score Percentage of skin affected by eczema in each region:

 0 = no eczema in this region

 1 = 1% – 9%

 2 = 10% – 29% 

 3 = 30% – 49% 

 4 = 50% – 69% 

 5 = 70% – 89% 

 6 = 90% – 100%:  the entire region is affected by eczema

Severity Score

Severity score is recorded for each of the four regions of the body.  The severity score is the sum of the 
intensity scores for four signs.

The four signs are: 

1. Redness (erythema, inflammation)

2. Thickness (induration, papulation, swelling – acute eczema)

3. Scratching (excoriation) 

4. Lichenification (lined skin, prurigo nodules – chronic eczema)

The average intensity of each sign in each body region is assessed as:  none (0), mild (1), moderate (2) 
and severe (3).
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Score Intensity of redness, thickness/swelling, scratching, lichenification:

0 = None, absent 

1 = Mild 

2 = Moderate 

3 = Severe

For each region, record the intensity for each of four signs and calculate the severity score.

Severity score = redness intensity + thickness intensity + scratching intensity + lichenification intensity

For each region, multiply the severity score by the area score and by a multiplier.

 Head and neck:  severity score × area score × 0.1

 Trunk:  severity score × area score × 0.3

 Upper limbs:  severity score × area score × 0.2

 Lower limbs:  severity score × area score × 0.4

Add up the total scores for each region to determine the final EASI score.  The minimum EASI score is 0 
and the maximum EASI score is 72.
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3.16 TB RISK ASSESSMENT FORM EXAMPLE

1. Have you or an immediate family member or other close contact ever been diagnosed or 
treated for tuberculosis?

2. Have you lived in or had prolonged travels to countries in the following regions:

 Africa

 Eastern Europe

 Asia

 Latin America

 Caribbean Islands

 Russia

3. Have you lived or worked in a prison, homeless shelter/refugee camp, immigration center, 
health care worker in a hospital or nursing home?

4. Have you, or an immediate family member, had any of the following problems for the past 3 
weeks or longer:

 Chronic Cough

 Chest pain, or pain with breathing or coughing

 Blood-Streaked Sputum (coughing up blood)

 Unexplained Weight Loss

 Fever

 Fatigue/Tiredness

 Night Sweats

 Shortness of Breath

From: http://www.mayoclinic.org/diseases-conditions/tuberculosis/symptoms-causes/dxc-20188557
http://www.in.gov/fssa/files/Tuberculosis_Questionnaire.pdf
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3.17 TANNER STAGING EXAMPLE

BOYS

Stage Pubic Hair

□ 1 None

□ 2 Scanty, long, slightly pigmented

□ 3 Darker, starts to curl, small amount

□ 4 Resembles adult type, less in quantity; coarse, curly

□ 5 Adult distribution, spread to medial surface of thighs

Stage 

Genitals

Penis Testes

□ 1 Preadolescent Preadolescent

□ 2 Slight enlargement Enlarged scrotum, pink 
texture altered

□ 3 Longer Larger

□ 4 Larger, glans and breadth 
increase in size

Larger, scrotum dark

□ 5 Adult Adult

Page 144 of 147

 

    
   
   

 



p. 47 of 47
OPERATIONS MANUAL FOR CLINICAL STUDY PROTOCOL M18-891 Version 8.0
CONFIDENTIAL INFORMATION
No use or disclosure outside AbbVie is permitted without prior written authorization from AbbVie.

GIRLS

Stage Breasts

□ 1 Preadolescent

□ 2 Breast and papilla elevated 
as small mound, aureolar 

diameter increased

□ 3 Breast and areola enlarged.  
No contour separation

□ 4 Areola and papilla form 
secondary mound

□ 5 Mature, nipple projects, 
areola part of general breast 

contour

Stage Pubic Hair

□ 1 None

□ 2 Sparse, lightly pigmented, 
straight, medial border of 

labia

□ 3 Darker, beginning to curl, 
increased amount

□ 4 Coarse, curly, abundant but 
amount less than in adult

□ 5 Adult feminine triangle, 
spread to medial surface of 

thighs
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