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1904 ARGX-113-1904

1905 ARGX-113-1905

Ab Antibody

ABQOL Autoimmune Bullous Disease Quality of Life

ADA anti-drug antibodies

ADaM analysis data model

AE adverse event

AESI adverse events of special interest

AIS aggregate improvement score

ALQ above the limit of quantification

ANCOVA Analysis of covariance

ATC Anatomical-Therapeutic-Chemical

BMI body mass index

Bpm beats per minute

BLQ below the limit of quantification

C-GTI Composite Glucocorticoid Toxicity Index

CMH Cochran-Mantel-Haenszel

CR clinical remission

CRF case report form

CRmin complete remission on minimal therapy

CRoff complete remission off prednisone therapy

CSP Clinical study protocol

CTCAE Common Terminology Criteria for Adverse Events

CWS cumulative worsening score

DBP diastolic blood pressure

DC disease control

Dsg desmoglein

DY relative day

ECG Electrocardiogram

ED early discontinuation

EoC end of consolidation
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EoS end of study

EQ-5D-5L EuroQol 5-Dimension 5-Level Scale

FU Follow-up

GM Geometric mean

GSD Geometric standard deviation

GTI Glucocorticoid Toxicity Index

GTI-SL Glucocorticoid Toxicity Index — Specific List

HR heart rate

ICE Intercurrent event

ICF informed consent form

ICH International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use

IgG immunoglobin G

IMP investigational medicinal product

IRR Injection-related reaction

ISR Injection site reaction

v intravenous

IVIg immunoglobulins given intravenously

LOCF Last Observation Carried Forward

MedDRA Medical Dictionary for Regulatory Activities

MMRM Mixed model for repeated measurements

NCI National Cancer Institute

NCPD normalized cumulative prednisone dose

NAb neutralizing antibody

OLE open-label extension

PD Pharmacodynamics

PDAI Pemphigus Disease Area Index

PK Pharmacokinetics

PF pemphigus foliaceus

PT preferred term

PV pemphigus vulgaris

rHuPH20 recombinant human hyaluronidase PH20

QoL quality of life
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QTc corrected QT interval

QTcB Bazett’s corrected QT interval

QTcF Fridericia’s corrected QT interval

SAE serious adverse event

SAF safety analysis set

SAP statistical analysis plan

SBP systolic blood pressure

SC subcutaneous

SCR all screened participants analysis set

SD standard deviation

SE standard error

SGS CR SGS Clinical Research

SOC system organ class

SOP standard operating procedure

STAT statistics

TEAE treatment-emergent adverse event
WHO-DD World Health Organization Drug Dictionary
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DEFINITION OF TERMS

case report form
(CRF)

Display

Phase

IMP

treatment-emergent
abnormality

Complete clinical
remission (CR)

Complete remission
on minimal therapy
(CRmin)

Complete remission
off prednisone
therapy (CRofY)

Disease control (DC)

Disease progression

A printed, optical, or electronic document in which
protocol required information is recorded for each study
participant.

Analysis table, figure or listing.

Interval of time in the planned conduct of a study that is
associated with a specific purpose: for example, screening,
treatment, follow-up.

Pharmaceutical form of an active ingredient or placebo,
being tested or used as a reference in a clinical study.

Any post-baseline abnormality that was not present at
baseline (e.g. hemoglobin normal at baseline and grade 1
post-baseline; glucose low at baseline and high post-
baseline; QTcF ]450; 480] ms at baseline and >500 ms
post-baseline).

The absence of new lesions and complete healing of
established lesions (except for post-inflammatory
hyperpigmentation or erythema from resolving lesions).

The absence of new and established lesions completely
healed while the participant is receiving prednisone therapy
at <10 mg/day for at least 2 months (8 weeks).

The absence of new and established lesions completely
healed while the participant is receiving no prednisone
therapy (or the equivalent) for at least 2 months (8 weeks).

The absence of new lesions and the start of healing of
established lesions.

Increase of >5 points in the PDAI activity score, observed
at any post-baseline visit before DC.
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End of consolidation
(EoC)

Flare

Treatment failure

The time at which no new lesions have developed for a
minimum of 2 weeks and approximately 80% of lesions have
healed.

Appearance of 3 or more new lesions in a 4-week period
that do not heal spontaneously within 1 week or the
extension of established lesions, in a participant who had
achieved DC.

Absence of DC with oral prednisone 1.5 mg/kg/day for a
minimum of 3 weeks, or flare between DC and CRmin that
is not controlled by a dose that is 2 dose levels above the
dose at which the flare is observed and that is of at least 0.3
mg/kg qd, or the occurrence of an SAE considered related
to prednisone by the investigator.
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1. INTRODUCTION

This statistical analysis plan (SAP) describes the final statistical analyses to be
performed for study ARGX-113-1904 (BE-80-2000062).

This SAP covers the efficacy, safety, pharmacokinetic (PK), pharmacodynamic (PD),
immunogenicity and general characteristics of the statistical analysis. It specifies the
analysis displays to be presented and describes the methods and procedures in a more
elaborated way than in the statistical methods section of the protocol. Analyses of
exploratory endpoints are not in scope of this SAP.

The statistical analysis will process and present the results following the International
Council for Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use (ICH) standards, in particular the ICH-E3, ICH-E6, and ICH-E9
guidelines.

1.1 STUDY OBJECTIVES

According to the ARGX-113-1904 protocol, the primary objective of this study is to
demonstrate the efficacy of efgartigimod PH20 SC compared to placebo in the
treatment of participants with pemphigus vulgaris (PV).

The secondary objectives of study are:

e To demonstrate the efficacy of efgartigimod PH20 SC in the treatment
of participants with PV or pemphigus foliaceus (PF).

e To assess the safety of efgartigimod PH20 SC in participants with PV or
PF.

e To assess the health impact of glucocorticoid (GC) use in participants
with PV or PF.

e To evaluate the effects of efgartigimod PH20 SC on quality of life
(QoL) in participants with PV or PF.

e To evaluate the PK of efgartigimod PH20 SC in participants with PV or
PF.

e To evaluate the PD of efgartigimod PH20 SC in participants with PV or
PF.

e To evaluate the immunogenicity of efgartigimod PH20 SC in
participants with PV or PF.

e To evaluate the competency of participants or caregivers to self-
administer efgartigimod PH20 SC.

The exploratory objectives include the following but are out of scope of this SAP:

e To evaluate the disease-specific genetic background and effects of
efgartigimod PH20 SC on the serological and immunological profiles of
participants with PV or PF.

e To evaluate the effects of efgartigimod PH20 SC on markers of
pemphigus pathology in skin of participants with PV or PF.

Page 13 of 98

System version: 3.0 | Status: Approved | Vault UID: VV-CLIN-003183



Statistical Analysis Plan

ARGX-113-1904 Final analysis Final 2.0 of 22NOV2023

1.2 STUDY DESIGN

This study is a prospective, multicenter, randomized, double-blinded, placebo-
controlled study to investigate the efficacy, safety, participant outcome measures,
tolerability, immunogenicity, PK, and PD of efgartigimod PH20 SC in adult
participants with PV or PF.

The study comprises a screening period of up to 3 weeks, a treatment period of up to
30 weeks, and an 8-week follow-up period for participants who do not enrol into the
open-label extension (OLE) study ARGX-113-1905.

After confirmation of eligibility, participants will be randomized in a 2:1 ratio to
receive efgartigimod PH20 SC or placebo, as follows:

e Efgartigimod PH20 SC will be administered on day 1 and day 8 ata
dose of ] mg, followed by weekly administrations of 1000 mg until
CRmin is observed. Efgartigimod PH20 SC will be administered at on-
site visits until CR, with a minimum of 6 weekly on-site visits. After
achieving CR, efgartigimod PH20 SC will be administered at on-site
visits or at home by a nurse until CR on minimal therapy is achieved.

e Placebo (vehicle with 2000 U/mL of rHuPH20) SC will be administered
using the same regimen.

CR is defined as the absence of new lesions and complete healing of established
lesions (except for post-inflammatory hyperpigmentation or erythema from resolving
lesions). CRmin is defined as the absence of new lesions and complete healing of
established lesions while the participant is receiving minimal prednisone therapy of
<10 mg/day for at least 2 months (8 weeks).

Randomization will be stratified by disease status (relapsing and newly diagnosed),
disease severity (PDAI activity score <30 and PDAI activity score >30), and body
weight (<77.5 kg and >77.5 kg) at baseline. Participants with severe PV or PF (PDAI
activity score >45) will comprise a maximum of 30% of the overall study population.

All participants, regardless of treatment assignment, will concomitantly receive oral
prednisone (or equivalent such as prednisolone) at 0.5 mg/kg qd starting dose. Except
for oral prednisone (or equivalent), no other systemic therapies (eg,
immunosuppressants, [VIg, immunoadsorption, anti-CD20 biologics) will be
permitted during the study.

Participants who experience treatment failure, or flare after achieving CRmin, will be
allowed to roll over into the OLE study ARGX-113-1905 earlier than week 30.
Participants who do not roll over into study ARGX-113-1905 will complete an 8-
week treatment-free follow-up period. Participants experiencing an SAE related to
prednisone in ARGX-113-1904 are considered treatment failures and may also
benefit from an early roll over to the OLE, according to clinical judgment of the
investigators.
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1.3  EXPECTED SAMPLE SIZE
Approximately 213 participants with PV or PF will be randomized as follows for
1904 study:

e Approximately 183 participants with PV will be randomized in a 2:1
ratio to receive efgartigimod PH20 SC or placebo, respectively

o Up to approximately 30 participants with PF may be randomized in a
2:1 ratio to receive efgartigimod PH20 SC or placebo, respectively

All participants who were randomized into ARGX-113-1904 will be eligible to roll
over to study 1905.

14 SOFTWARE

SAS version 9.4 or later will be used for programming.

1.5 VALIDATION MODEL

SGS Clinical Research (SGS CR) statistics (STAT) and pharmacokinetics (PK)
standard operating procedures (SOPs) and work instructions (W1Is) as effective at the
project start will be followed throughout the project, provided the applicable
regulatory requirements are still met.

Analysis Data Model (ADaM) datasets (except subject-level analysis dataset
[ADSLY]), analysis tables and listings will be reviewed by an independent person
(model B validation). ADaM dataset ADSL and the primary endpoint will be
reviewed through independent programming (model C validation).
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2. GENERAL METHODOLOGY

2.1 ANALYSIS SETS
2.1.1 Analysis sets

The following analysis sets will be considered in the statistical analysis:

All screened participants who signed an informed consent to
participants set (SCR):  participate in the study

Modlified Intent-to-treat  all participants who were randomized into the study and
analysis set (mITT): received at least one dose, or part of a dose, of IMP

Per Protocol set (PP): all participants in the mITT population for whom no
major protocol deviations affecting the efficacy and data
validity were reported

Safety analysis set all participants who were randomized into the study and

(SAF): received at least one dose, or part of a dose, of IMP

PK analysis set (PK) all participants in the safety analysis set for whom at
least one post-baseline serum PK concentration is
available

PD analysis set (PD) all participants in the safety analysis set for whom at
least one post-baseline serum PD concentration is
available

Note: Having signed an informed consent is defined as having a complete informed
consent signature date in the database.

The efficacy analyses will be done on the mITT analysis set. The analyses of primary
and key secondary efficacy endpoints will be repeated on the PP analysis set. The
general characteristics and safety analyses will be done on the safety analysis set. PK
analysis will be performed on the PK analysis set. PD analysis will be done on the PD
analysis set. Inmunogenicity will be analyzed on the safety analysis set.

2.1.2 As planned versus as actual analysis

All analyses on the mITT and PP analysis set will be performed according to the
planned randomization group. All other analyses will be performed according to the
actual received IMP.
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2.2 PHASES AND TIME POINTS
2.2.1 Analysis Phases and Periods

All events and assessments will be allocated to phases and periods as defined below.

Table 1: Phase definition

Phase Period Start End

Screening Date of signing the informed consent form  First IMP administration date/time
(ICF), with 00:00 added as time part?® — 1 minute

Treatment On Treatment First IMP administration date/time Last IMP administration date with

23:59 added as time part.

Off Treatment ~ End of on treatment period + 1 minute For participants who roll over to
study 1905, date of study
termination (of study 1904), with
23:59 added as time part.

For participants who do not roll
over to study 1905, date of end of
study/early discontinuation visit?,
with 23:59 added as time part.

For participants who do not roll
over to study 1905 and have no end
of study/early discontinuation visit,
date of treatment discontinuation
(of study 1904), with 23:59 added
as time part.

Following phase is only applicable for participants in the treatment phase who do not roll over to study 1905.

Follow-up End of treatment phase + 1 minute Date of study termination (of study
1904), with 23:59 added as time
part.

For rescreened participants without new IC signed the rescreening visit date is used as start of screening phase

b Treatment phase lasts until EoS/ED also if a participant may be off treatment after CRmin

Per definition and for each participant, the first phase starts on the date of the earliest
available ICF signature, and the last available phase ends on the date of study
termination with 23:59 added as time part.

Adverse events and concomitant medications will be allocated to phases (AE’s also to
periods) as described in sections 5.1.2 and 3.4.2 respectively. All other assessments
will be allocated to phases based on the assessment date/time.

A set of subperiods will be derived within the treatment phase, to support the analysis
of treatment-emergent adverse events (TEAEs) versus post-TEAESs, as defined in
Table 2 below.
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Table 2: Subperiod definition for AE

Subperiod Start End
Treatment Treatment period start date/time Date of first EFG where the next
emergent 1 (see Table 1) EFG is at least 61 days later
+ 60 days®

Post-treatment  End date/time of previous subperiod Start date/time of next subperiod
emergent 1 + 1 minute - 1 minute
Treatment First EFG date/time following the start ~ Date of first EFG where the next
emergent 2 of previous post-treatment emergent EFG is at least 61 days later

subperiod + 60 days®
Post-treatment  End date/time of previous subperiod Start date/time of next subperiod
emergent 2 + 1 minute - 1 minute
Etc.

EFG = efgartigimod (administration)
2 With 23:59 added as time part
b Repeat until the last subperiod

The end date/time of the last subperiod within a period will be the end date/time of the period as defined in Table
L.

In case of (partially) missing date/time fields disabling allocation, the visit label will
be used to allocate to the correct phase. If this is not possible (unscheduled visits or
visits on a turning point between phases), assessments will be allocated to the
treatment phase unless the available parts of the assessments start or stop date/time
provide evidence for allocating to a non-treatment phase.

2.2.2 Baseline and change from baseline

The baseline value will be the last available and non-missing value prior to the first
dose of study medication. Assessments on day 1 without time collection or with time
information exactly equal to the time of first IMP administration and which are
planned predose will be considered as predose.

Change from baseline at time point t is defined as:
value at time point t — baseline value

Percentage change from baseline at time point t is defined as:
100*([value at time point t — baseline value] / baseline value)

2.2.3 Relative day

Relative days in the study (ADY) will be calculated according to the following rule:
e Concerned date < reference date: ADY = concerned date — reference date
e Concerned date > reference date: ADY = concerned date — reference date + 1

Unless stated otherwise, the reference date is the date of first administration of IMP.
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Additionally relative days in the phase/period (ADYP) will be calculated using the
first day of the phase/period as reference date (date of first IMP for screening phase).
Per definition ADY=ADYP for the screening.

2.2.4 Analysis visits

All assessments, including unscheduled assessments, will be allocated to analysis
windows as defined below. Tables and listings will present the analysis windows, not
the case report form (CRF) visits. Allocation of assessments will be done using their
relative day (ADYP, see section 2.2.3). Visit windows are the mid-point between the
scheduled study days for each visit.

Table 3: Analysis visits

Following analysis visits are allocated based on ADYP using start of phase as
reference day.

Phase Analysis window  Target ADYP Lower limit ADYP  Upper limit ADYP
Screening  Screening -21 -INF 1
Treatment  Baseline 1 -INF 1m
Week 1 8 1t 11
Week 2 15 12 18
Week 3 22 19 25
Week (3+ x12) 22 + (xP1*7 days) 19 + (x[?*7 days) 25 + (x#1*7 days)
Week 29 204 201 207
Week 30 211 208 End day of treatment
phase
Follow-up FU Week 3 21 1 35
FU Week 7 49 36 End of follow-up
phase
Ul An assessment on Day 1 will be attributed to Baseline in case it is before the first IMP administration, to Week 1
otherwise.
Rl x=1,...,.25

Page 19 of 98

System version: 3.0 | Status: Approved | Vault UID: VV-CLIN-003183



Statistical Analysis Plan

ARGX-113-1904 Final analysis Final 2.0 of 22NOV2023

Table 4: Additional analysis visits for PD, Albumin, LDL-C and PDAI

Additionally following analysis visits are allocated based on ADYP using start of
period as reference day.

Phase Period Analysis window Target Lower limit Upper limit
ADYP ADYP ADYP
Treatment  On treatment  Baseline 1 -INF 1t
Week 1 8 1t 11
Week 2 15 12 18
Week 3 22 19 25
Week (3+ x[)) 22 + (x12%7 19 + (x12*7 25 + (x21*7
days) days) days)
Week 30 211 208 Last IMP
administration
date
Off treatment  Week 1 8 1 11
Week 2 15 12 18
Week 3 22 19 25
Week (3+ x) 22+ (xP1*7 19 + (xP1*7 25 + (xP1*7
days) days) days)
Week 30 211 208 End day of
treatment
phase
1 An assessment on Day 1 will be attributed to Baseline in case it is before the first IMP administration, to Week 1
otherwise.
2l x=1,....26

Per parameter and analysis window, the value closest to the target ADYP will be used
in analysis tables, other values will only be listed. If more than one value is located at
the same distance from the target, then the latest in time will be selected. The value
latest in time will be identified using, in order of preference, the assessment time, the
visit label or the group identifier (if applicable). For immunogenicity assessments,
missing values resulting in an unavailable ADA/NAD status are given the lowest
priority when the selection is made. For other assessments, missing values are
removed before the selection is made.

Partially missing assessment dates disabling allocation to analysis windows will not
be imputed and thus these assessments will not be considered in the per-timepoint
analysis. Note that these assessments are included in analyses on worst-case.
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As the schedule of assessments is dependent of CR and consequently varies between
participants, data might get spread over time for the 4-weekly visits after CR.
Therefore some visit windows will be changed for some parameters:

1. For ABQOL and EQ-5D-5L

o  Week 14 (wide range): from ADYP=96 until ADYP=123

o  Week 30 (wide range): from ADYP= 124 until ADYP=end of treatment
phase

e Additional visit window: Endpoint: last record post baseline.
2. For GTI
e Week 14 (wide range): from ADYP=61 until ADYP=137 with target on
ADYP=99

o  Week 30 (wide range): from ADYP=173 until ADYP= end of treatment
phase with target on ADYP=211

e Other assessments will be allocated as in table 3 but will not be presented
in the tables (only in listings).

e Additional visit window: Overall: last record post baseline.
3. For ECG
o Week 11 (wide range): from ADYP=75 until ADYP=102

The same rules for record selection as for the regular visit windows will be applied in
case of more records occur in the same window.

2.2.5 Worst-case

A worst-case analysis visit will be created for parameters for which abnormalities
and/or toxicity grades are defined to summarize values considered as the worst-case.
For abnormalities it is derived per parameter and in case both the lowest and the
highest values are considered abnormal, a participant can have 2 worst-case analysis
visits for a same parameter. For toxicity grades the worst-case is the value associated
to the highest toxicity grade and is derived per parameter and toxicity direction

(hypo/hyper).
All non-missing post-baseline values, including unscheduled assessments and follow-
up visits, will be considered when deriving the worst-case analysis visit.

2.3 IMPUTATION AND ROUNDING RULES

2.3.1 Missing values

For imputation on missing values related to efficacy, see appropriate section of the
applicable efficacy endpoint.
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232 Handling partially or completely missing dates in
calculations
Partially missing date of diagnosis and of disease onset will be imputed as follows:
e Missing day will be imputed with first day of the month
e Missing day and month will be imputed with 1JAN

If the imputed date of diagnosis is before the date of disease onset, date of diagnosis
will be imputed with date of disease onset.

If the imputed date of disease onset is after the date of diagnosis, date of disease onset
will be imputed with date of diagnosis.

2.3.3 Values below or above a threshold

Safety values expressed as below (or above) the detection limit will be imputed by the
value of the detection limit itself. Listings will always show the non-imputed values.

Total IgG and IgG subtype values expressed as below or above the limit of
quantification (BLQ or ALQ, respectively) will not be imputed. For anti-Dsg-1/Dsg-
3, BLQ and ALQ values will be imputed by the value of the detection limit itself.
Listings will always show the non-imputed values.

PK concentrations BLQ will be flagged as such in the listings. For descriptive
statistical analysis, all BLQ values will be set to zero. For ALQ values, all ALQ
values will be set to the upper limit of quantification for descriptive analysis. Listings
will always present the original value.

Anti-drug antibodies (ADA) against efgartigimod: titer of positive ADA samples
reported as ‘negative titer’ will be imputed by 1.

Antibodies (Ab) against rHuPH20: titer of positive rTHuPH20 Ab samples reported as
‘negative titer’ will be imputed by 5.

Neutralizing antibodies (NAb) against rHuPH20: titer of positive THuPH20 NAb
samples reported as ‘negative titer’ will be imputed by 100.

Listings will always present ‘negative titer’.
2.3.4 Rounding of derived variables

Derived variables will be rounded to the appropriate number of decimals at display
level:

e Cumulative prednisone dose will be rounded to 0 decimals.
e BMI and time since diagnosis will be rounded to 1 decimal.
e ¢GFR and NCPD will be rounded to 2 decimals.

2.3.5 Outliers

There will be no outlier detection. All measured values will be included in the
analyses.
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2.4 PRESENTATION OF RESULTS

Region/country specific outputs will be created to support region/country specific
submissions.

Specifically, all descriptive outputs described in this SAP will be repeated by region
(Japanese / Non-Japanese as defined in the study protocol) to support the I-MAA
submission. The definition of a Japanese participant in the protocol is a participant
whose parents and 4 grandparents are Japanese, who has the Japanese nationality, was
born in Japan, has not lived outside of Japan for a total of >10 years, and currently
lives in Japan.

To support the Chinese submission, all outputs described in this SAP will be repeated
for the following two subpopulations: Mainland Chinese and East Asian. Mainland
Chinese is defined as any participant enrolled by an investigational site located in
mainland China and with a race “Asian”. East Asian is defined as any participant
enrolled by an investigational site located in East Asia (China, Japan), and with a race
“Asian”. In addition, the Pharmacokinetics and Pharmacodynamics analyses
described in sections 4.2 and 4.3 (except the Japanese-specific analysis) will be
repeated for the complement of the Mainland Chinese and East Asian subgroups (i.e.
Non-Mainland Chinese and Non-East Asian).

To support the EU submission, all outputs described in this SAP will be repeated for
the participants with a history of relapsing disease. This subgroup includes
participants that met the following inclusion criteria in the protocol of study ARGX-
113-1904:

4 iii. Experiencing flare with PDAI activity score >15, a maximum of 4 years
since disease onset, and off prednisone therapy + a conventional
immunosuppressant (eg, azathioprine, cyclophosphamide, methotrexate,
mycophenolate mofetil) or dapsone.

4 iiii. Experiencing flare with PDAI activity score >15, a maximum of 4 years
since disease onset, and receiving a tapered dose of oral prednisone (or
equivalent), provided that prednisone has been given at stable dose + a
conventional immunosuppressant (eg, azathioprine, cyclophosphamide,
methotrexate, mycophenolate mofetil) or dapsone for at least 2 weeks and
participants are fit to start prednisone treatment at 0.5 mg/kg qd at baseline.

2.4.1 Calculation of descriptive statistics and percentages

For continuous variables, full descriptive statistics will only be presented if there are
at least 2 non-missing observations. Alternatively, only the number of non-missing
data points and mean are shown.

Descriptive statistics will include the number of non-missing data points, the
arithmetic mean, the standard deviation (SD), the standard error (SE), the median,
minimum, Q1, Q3 and maximum.

Descriptive statistics for immunogenicity titer values will also include geometric
mean (GM) and geometric standard deviation (GSD).
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Mean, median, Q1 and Q3, geometric mean (GM) and geometric standard deviation
(GSD) will be presented with one more decimal place than the individual values, with
maximum 4 decimal places. SD and SE will be presented with 2 more decimal places
than the individual values, with maximum 5 decimal places. Minimum and maximum
will be presented with the same number of decimal places than the individual values,
with maximum 3 decimal places. GM and GSD of percent changes from baseline are
presented with one decimal.

Descriptive statistics for PK concentrations will include n (number of observed
values), arithmetic mean, SD, median, minimum and maximum, and the coefficient of
variation (CV%). Serum concentrations will be presented with 3 significant digits in
the original concentration units, except values >1000, which will be presented

without the decimals. The descriptive statistics should be rounded to the same number
of significant digits as the individual values. If more than half of the values are BLQ,
arithmetic mean will be set to BLQ and SD and CV% will not be calculated.

For event-type safety data, the number and percentage of participants with an event,
and the number of events will be shown. The denominator will be all participants in
the analysis set per treatment and phase (and period in case of AE’s).

For frequency tabulations and cross-tabulations, the denominator will be all
participants in the analysis set per treatment. For tables where results are shown by
analysis visit, the denominator will be all participants in the analysis set per treatment
and per analysis visit. Missing values will never be included in the denominator count
when computing percentages. For cross-tabulations of post-baseline results versus
baseline results, a ‘missing’ category will be shown for baseline results if applicable.

2.4.2 Presentation of treatments

The following treatment labels will be used in the tables and listings:
e EFG PH20 SC
e PBO PH20SC

In the general characteristics analysis, a grand total will be added to summarize all
participants over treatments. Grand totals will be shown last.

2.4.3 Order in tables and listings

All tables and figures will be presented per treatment, unless specified otherwise. In
by visit displays, worst-case will be shown last, if present.

In listings for general characteristics, results will be ordered by treatment and
participant, unless specified otherwise.

All other listings will be ordered by treatment, participant, analysis visit and time
point, unless specified otherwise.

In tables showing several parameters, each parameter will begin on a new page and
parameters will be sorted alphabetically, within the parameter category if applicable.

The Efgartigimod treatment group will always be shown first, then the Placebo
treatment group.
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3. GENERAL CHARACTERISTICS ANALYSES

3.1 PARTICIPANT DISPOSITION

3.1.1 Available data
The following participant data will be tabulated:

e The number of participants in each analysis set.

e The number and percentage of participants for each phase and analysis
visit.

e Descriptive statistics of the phase duration, calculated as phase end date
— phase start date + 1 day. Duration of ‘on treatment’ phase will also be
presented for participants with/without treatment failure.

e The number and percentage of participants who completed or
discontinued the study as documented on the study termination page and
the number and percentage of participants for each study discontinuation
reason.

e The number and percentage of participants who completed or
discontinued the treatment as documented on the end of treatment page
and the number and percentage of participants for each treatment
discontinuation reason.

e The number and percentage of participants who roll over to study
ARGX-113-1905 and the number and percentage of participants by
reason not rolling over (i.e. ‘not eligible’, ‘not willing to’ and ‘other”).

All information collected in the CRF concerning treatment allocation and study and
treatment discontinuation will be listed.

312 Presentation of results

Tables to be produced for the topline results (see list of output in 8.1) will be
presented for all participants (PV+PF) as well as for PV participants and PF
participants separately.

3.2 DEMOGRAPHIC AND OTHER BASELINE CHARACTERISTICS
3.2.1 Avwvailable data

The following parameters will be available:

e Demographics: sex at birth, age at informed consent, race and ethnicity
(if collection permitted), region, childbearing potential, height, weight
and BMI at screening, year of birth, date of signing ICF (listed only).
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e Baseline disease characteristics: date of pemphigus onset (listed only),
date of pemphigus diagnosis, pemphigus type (vulgaris/foliaceus) and
subtype (mucosal-dominant / mucocutaneous / cutaneous), type of
procedure used for confirmation of diagnosis (cutaneous histology /
direct immunofluorescence / indirect immunofluorescence / ELISA),
relapsing (yes / no), newly diagnosed (yes / no), number of relapses (if
applicable), prior use of immunosuppressants (yes / no), prior use of
rituximab (yes / no), PDAI activity score and PDAI total score at
baseline, baseline severity [PDAI activity <30/>30 as well as PDAI
activity score 15-44 (moderate), >45 (severe)], ABQOL total score at
baseline, Karnofsky performance score, positive (> 20 RU/ml) anti-Dsg
antibodies (aDsgl only, aDsg3 only, both aDsgl and aDsg3, neither
aDsgl nor aDsg3), prednisone equivalent dose per body weight at
baseline (mg/kg/day), prednisone equivalent dose at baseline (mg/day)
and stratification factors (as randomized).

322 Derivation rules

The following parameters will be derived:

e Time since pemphigus diagnosis (months): (date of first IMP — date of
diagnosis)*12/365.25

Notes:
o Partially missing dates will be imputed as detailed in section 2.3.2.
o Result will be rounded as detailed in section 2.3.4 .

e Prior use of immunosuppressants is defined as use of medications with
ATC level 2 = IMMUNOSUPPRESSANTS’ and start date prior to first
IMP administration

e Prior use of rituximab is defined as use of medication with CMDECOD
= ‘RITUXIMAB’ and start date prior to first IMP administration

e Derivation of prednisone equivalent dose is detailed in section 3.5.2.
Since day 1 can be considered as a transition day, prednisone equivalent
dose on day 2 will be used as baseline.

e Region: North America (USA), Europe (Bulgaria, France, Hungary,
Germany, Greece, Italy, Poland, Romania, Spain, UK), Asia (China,
India, Japan), Rest of world (Australia, Georgia, Russian Federation,
Serbia, Turkey, Ukraine)

323 Presentation of results

Demographics will be presented using descriptive statistics for age, height, weight
and BMI at screening and frequency tabulations for sex, childbearing potential,
weight at baseline (<77.5 kg, >77.5 kg), geographical region, race and ethnicity.

Baseline disease characteristics will be presented using descriptive statistics for time
since diagnosis (overall and for newly diagnosed subjects and subjects relapsing),
number of relapses, PDAI activity score and PDALI total score at baseline, ABQOL

Page 26 of 98

System version: 3.0 | Status: Approved | Vault UID: VV-CLIN-003183



3 (- , Statistical Analysis Plan

ARGX-113-1904 Final analysis Final 2.0 of 22NOV2023

total score at baseline, Karnofsky performance score and prednisone dose; frequency
tabulations for all other parameters.

Descriptive analyses will be presented for all participants (PV+PF) as well as for PV
participants and PF participants separately.

All demographic data and baseline disease characteristics will be listed.

3.3 MEDICAL HISTORY AND CONCOMITANT DISEASES

3.3.1 Available data

Medical history findings are coded using the medical dictionary for regulatory
activities (MedDRA) into system organ classes and preferred terms. For each finding,
a start and stop date or ongoing flag is collected. The MedDRA version will be
updated to the latest one until the database lock of 1904.

332 Derivation rules

Medical history finding: not ongoing at screening, ended before date of signing
informed consent.

Concomitant disease: medical history condition still ongoing at screening.

333 Presentation of results

Medical history and concomitant diseases will be tabulated separately. Both tables
will show:

e The number and percentage of participants with findings

e The number and percentage of participants with findings by system
organ class (SOC) and preferred term (PT)

All medical history (not ongoing at screening) and concomitant disease (still ongoing
at screening) data will be listed.

34 PRIOR AND CONCOMITANT THERAPIES AND PROCEDURES

3.4.1 Available data

All therapies are coded using WHO-DD. Anatomical-Therapeutic-Chemical (ATC)
selection is performed to select the most appropriate medication class. For the
selected class, ATC coding up to level 4 is available in the clinical database. For each
therapy, a start date or prior flag and stop date or ongoing flag are collected.

Procedures are coded using the medical dictionary for regulatory activities
(MedDRA) into preferred terms. For each finding, the indication and a start and stop
date are collected.

3.4.2 Derivation rules

Based on their start and stop date, therapies and procedures will be allocated into one
or both of the following categories:
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e Prior: any therapy/procedure that strictly started before the first dose.

e Concomitant: any therapy/procedure that was taken on or after the first
dose.

A medication that started before the first dose date and continued during the study
will be classified as both prior and concomitant.

Therapies/procedures with (partially) missing date(time)s will be allocated to each
category unless the available parts of the therapy/procedure start or stop date(time)
provide evidence not to do so.

Intercurrent events of unallowed therapies that may influence efficacy are defined as:
e Immunosuppressants at therapeutic doses for at least 4 weeks in total
e [VIg/SCIg at immunomodulating dose (>1 g/kg/month)
e Immunoadsorption or plasma exchange, at least 1 procedure
e Rituximab or other anti-CD20 biologics, at least 1 infusion
e [V or IM corticosteroids
e Tetracyclines at least 100 mg/day for at least 2 weeks in total
e Any interventional study drug under development for pemphigus

Note: if dose is missing and/or period of intake cannot be derived, it is still
considered an intercurrent event.

Details on the derivation of intercurrent events are provided in Appendix 9.1. More
information how these intercurrent events are handled can be found in the efficacy
section 4.1.

3.4.3 Presentation of results

Prior and concomitant therapies will be tabulated (separately), by ATC class (level 1
and 3) and generic term. Concomitant therapies will exclude oral Prednisone and
equivalent medications administered for pemphigus; these will be presented
separately.

Tables to be produced for the topline results (see list of output in 8.1) will be
presented for all participants (PV+PF) as well as for PV participants.

All prior and concomitant therapies/procedures data will be listed with detailed
information about ATC classes.

3.5 IMP AND PREDNISONE ADMINISTRATION
3.5.1 Available data

For each IMP administration and for prednisone administration, the start and end
date/times, doses (per administration), dose units and volume with units (for IMP
only) will be recorded.

Participants/caregivers may follow a self-administration training. Visits at which
training took place and reasons for not following a training are recorded.
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352 Derivation rules

The following parameters will be derived for IMP administration:

o Number of administrations: sum of all administrations of study drug.
[l 2dministrations are expected on day 1 and day 8.

e Number of ] doses: i.e. daily doses of jJJjjijmg jadministrations
of 1000 mg).

The following parameters will be derived for IMP self-administration by participant
and by caregiver:

e Number of participants/caregivers receiving the self-administration
training.
e Number of training visits received by participant/caregiver.

e Number of participants/caregivers who were adequately trained and
capable to self-administer efgartigimod.

e Number of training visits before being considered capable to self-
administer.

Normalised cumulative Prednisone dose (NCPD) will be calculated based on
prednisone equivalent doses (Schimmer e.a., 2015, and Liu e.a., 2013). Prednisone
equivalent dose is calculated as [dose of ATC]*[equivalence factor
prednisone]/[equivalence factor ATC]. Following [equivalence factors] are used:
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e Betamethasone [1.5]

e Cortisone [37.5]

e Deflazacort [15]

e Dexamethasone [1.5]

e Fluocortolone [10]

e Hydrocortisone [30]

e Methylprednisolone [8]

e Methylprednisolone acetate [8]

e Methylprednisolone sodium succinate [8]
e Paramethasone [4]

e Prednisolone [10]

e Prednisolone acetate [10]

e Prednisolone sodium succinate [10]
e Prednisone [10]

e Prednisone acetate [10]

e Prednylidene [12]

e Rimexolone [20]

e Triamcinolone [8]

Example: calculation of equivalent dosage of 12 mg methylprednisolone: 12*10/8=
15 mg prednisone.

Only systemic use of oral medication is included.

NCPD (mg/kg/day) is calculated for different periods as [the sum of (equivalent doses
taking into account daily dose frequency)/(body weight in kg)]/(period duration in
days) with body weight of visit closest before or at each start of prednisone equivalent
medication record. If for a given day of analysis period, no record exists in the CRF
indicating prednisone use that day, the dose will be assumed to be 0 mg. NCPD will
be calculated with and without considering main intercurrent events (see efficacy
section 4.1.2.2). Additionally the cumulative prednisone dose (in mg) over these
periods will be calculated. Following periods are considered (including start and end
of the period):

e Whole planned treatment phase, defined as the period from Day 1 to
Day 218 (regardless of whether the assessment is on treatment or follow

up phase)

e Start of treatment phase until CR in participants who achieved CR (up to
Day 218)

e Start of treatment phase until CRmin in participants who achieved
CRmin (up to Day 218)

Days with prednisone equivalent dose <=10 mg and <=20 mg will be flagged in the
analysis dataset. The number of days with prednisone equivalent dose <= 10 mg in
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the treatment phase will be calculated as well as the proportion of days <= 10 mg in
the treatment phase (=100 * number of days <=10 mg /duration of treatment phase).

3.53 Presentation of results

Number of administrations and number of |Jjjjjilijdoses will be summarized using
descriptive statistics. Analysis on NCPD is described in the efficacy section 4.1.2.2.

Number of days and proportion of days with prednisone equivalent dose <= 10 mg
are analysed in the same way as NCPD, except for the subgroup analyses where only
results will be presented for the disease type subgroup.

All study drug administration data will be listed. Also a detailed listing of prednisone
administration and NCPD will be provided including prednisone equivalent doses
with body weight at intake, dates of ICE, CR, CRmin and EoS.

Frequency tabulations with percentages will be produced for:

e Number of participants/caregivers receiving the self-administration
training (denominator is all participants in SAF)

e Number of training visits received (denominator is number of
participants/caregivers receiving training)

e Number of participants/caregivers who were adequately trained and
capable to self-administer efgartigimod (denominator is number of
participants/caregivers receiving training)

e Number of training visits before being considered capable to self-
administer (denominator is number of participants/caregivers receiving
training)

e Number of administrations by administrator and location (at home/on-
site) per visit and overall

Tables to be produced for the topline results (see list of output in 8.1) will be
presented for all participants (PV+PF) as well as for PV participants. Tables on IMP
administration will also be presented for PF participants separately.

Line plots for the mean daily prednisone dose (mg) and mean cumulative prednisone
dose (g) over time will be produced for all participants (PV+PF) as well as for PV
participants. These plots will be produced under the following approaches for
handling missing data:

a) complete case analysis;
b) last observation carried forward;

¢) baseline observation carried forward.
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4. EFFICACY, PHARMACOKINETIC,
PHARMACODYNAMIC AND IMMUNOGENICITY
ANALYSES

4.1 EFFICACY AND QUALITY OF LIFE

4.1.1 Available data

Efficacy will be evaluated by assessments of PDAI, DC, EoC, CR, CRmin, complete
remission off prednisone therapy (CRoff), cumulative prednisone dose, flares and
treatment failure. Quality of life will be measured using Autoimmune Bullous
Disease Quality of life (ABQOL) Questionnaire and EuroQoL 5-Dimension 5-
Levels- (EQ-5D-5L) Scale. The health impact of glucocorticoid (GC) use will be
measured using the Glucocorticoid Toxicity Index (GTI) (see section 9.3).

4.1.2 Endpoints and derivation rules

The analysis of primary and key secondary endpoints will be repeated on the PP set.
In addition, these analyses will also be repeated on the mITT population excluding
data impacted by the conflict in Ukraine, i.e. excluding participants from Ukraine that
have not completed the study by the onset of conflict (24Feb2022). All the above
repetitions will be performed on the primary estimand only.

For all references to weeks, analysis visits are considered as described in section 2.2.4
unless specified otherwise. If multiple assessments fall within the same analysis
window, only the assessment closest to the target date will be considered unless
specified otherwise. Other assessments within this window will only be listed and not
considered in the below analyses. Only the time to response endpoint (see section
4.1.2.2) will be derived using all possible measurements and not only the one closest
to the target of the analysis visit. Visits during the treatment and FU phase will be
considered defining the different responses, unless mentioned otherwise.

4.1.2.1 PRIMARY ENDPOINT

The primary endpoint is the proportion of PV participants having achieved CRmin (as
assessed by the investigator) within 30 weeks. A stratified Cochran-Mantel-Haenszel
(CMH) test will be calculated with the stratification factors of disease status, disease
severity, and body weight at randomization.

Disease activity relative day will be calculated as specified in Section 2.2.3. Any
CRmin achieved with a relative day up to day 218 is counted as a primary endpoint
response. CRmin cases achieved for the first time after day 218 will not be
considered.

The main analysis on the primary endpoint will use the ‘composite strategy’ approach
in case of main intercurrent events. This strategy implies that when a main
intercurrent event (ICE) occurs, a participant is considered a non-responder. This
happens in the following situations:
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e Intercurrent medications (see section 3.4.2) before CRmin

o Immunosuppressants or dapsone at therapeutic doses for at least 4
weeks in total in the last 12 weeks before achieving CRmin

o IVIg/SClg at immunomodulating dose (>1 g/kg/month) before
achieving CRmin

o Immunoadsorption or plasma exchange (at least 1 procedure) before
achieving CRmin

o Rituximab or other anti-CD20 biologics (at least 1 infusion) before
achieving CRmin

o IV or IM corticosteroids administered (at least 1 administration, any
dose) once the participant has achieved minimal prednisone (or
prednisone equivalent) dose of <= 10 mg/day (i.e., during the 8 week
period required in the protocol to confirm the CRmin status) or
administered at any moment before achieving CRmin in any of the
three following situations:

a) more than 60 mg for 3 consecutive days
b) more than 40 mg for 4 consecutive days
c¢) more than 7 days in total

o Tetracyclines administered at least 100 mg/day for at least 2 weeks in
total in the last 10 weeks before achieving CRmin

o Any interventional study drug under development for pemphigus
given before achieving CRmin

e Discontinuation of IMP before CRmin due to lack of efficacy
e Death

The conditions on intercurrent medications above are tailored for the primary
endpoint (CRmin). Conditions on intercurrent medications based on medication type,
minimal dosing and minimal duration apply to the secondary endpoints below with
composite strategy or hypothetical strategy. However, conditions on intercurrent
medications like “in the last x weeks before achieving CRmin™ are specific for
CRmin only. Details on the derivation of intercurrent events are provided in
Appendix 9.1.

Missing values for reasons other than the main intercurrent events, will be imputed as
follows:

e all CR assessments missing: CRmin = non-response
¢ CRmin never ticked: CRmin = non-response

e CRmin is ticked but date of CRmin is missing: date for CRmin will be
imputed by disease assessment visit date

A supplementary analysis for this primary analysis on mITT will use the ‘treatment
policy strategy’ where the occurrence of the intercurrent event is considered
irrelevant: CRmin as assessed by the investigator is used regardless of whether or not
the intercurrent event occurs. Missing values for reasons other than the main
intercurrent events will be handled as stated above for the primary estimand.
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A landmark analysis will be performed as a supplementary analysis, i.e. proportion of
PV participants having achieved CRmin (as assessed by the investigator) at 30 weeks
(weeks 22-30 CR on minimal therapy). This implies that a responder is defined as a
participant that is still in CR and on <10mg/day for at least 2 months (8 weeks), at
week 30. Disease activity relative day will be calculated as specified in Section 2.2.3.
If the disease status at week 30 analysis visit (see Section 2.2.4) is not missing, then
that disease status will be used. If the disease status at week 30 analysis visit is
missing but disease status at any analysis visits from week 26 to week 29 is not
missing the last non-missing analysis visit assessment from week 26 will be used. If
all disease status assessments at the analysis windows for week 26 to week 30 are
missing, then CRmin at week 30 is No.

A ‘composite strategy’ approach for dealing with the ICEs will be applied.
Accordingly, use of intercurrent medication or permanent IMP discontinuation due to
lack of efficacy before or at week 30 will be considered as a non-responder regardless
the outcome of the algorithm above.

Additionally, a sensitivity analysis on this landmark analysis will be performed as
above without using the week 26 to week 29 data to impute any potential missing
disease status at week 30.

4122 KEY SECONDARY ENDPOINTS (ALPHA CONTROLLED)

The following key secondary endpoints, which will be tested in the mITT population
in hierarchical order (see section 4.1.4), are defined as:

1) The proportion of PV+PF participants that have achieved CRmin within 30 weeks
using the same stratified CMH as for the primary endpoint. As this first key
secondary endpoint is similar to the primary endpoint, the same approach for
handling the main ICEs (both composite strategy and treatment policy strategy), as
suggested for the primary analysis, will be applied.

2) Normalised cumulative Prednisone dose (NCPD, mg/kg/day) over the whole
planned treatment phase in PV participants, will be analyzed by an analysis of
covariance (ANCOVA) model to compare both treatment groups. Only actual
administrations of prednisone are considered (not as scheduled). The model will
include treatment and the stratification variables will be considered as factors.

Main intercurrent events are handled using the hypothetical strategy, that is, as
follows:

e Intercurrent medications (see section 3.4.2): stop calculating cumulative
dose after ICE. In case 'immunosuppressants for at least 4 weeks in total'
is the ICE, use end of the 4 weeks IC medication as stop for cumulative
dose calculation. In case ‘tetracyclines for at least 2 weeks in total' is the
ICE, use end of the 2 weeks IC medication as stop for cumulative dose
calculation. In case IV or IM corticosteroids ' is the ICE, use the first
day of this IC medication as stop for cumulative dose calculation.

e Discontinuation of IMP before CRmin due to lack of efficacy: stop
calculating cumulative dose after this ICE.

Details on the derivation of intercurrent events are provided in Appendix 9.1.
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A non-parametric stratified Mann-Whitney test will be performed as sensitivity
analysis.

A supplementary analysis for this secondary endpoint will use the ‘treatment policy
strategy’ where the occurrence of the intercurrent event is considered irrelevant:
NCPD is calculated regardless of whether or not the intercurrent event occurs.

3) Time to CR in PV participants, calculated as the difference between the first date
CR was achieved and the first IMP administration date.
Time to CR (days) = date (first CR) - first IMP date + 1

Main intercurrent events are handled as follows (composite strategy):

e Intercurrent medications (see section 3.4.2) before CR: participant is
assumed to not reach CR until the theoretical end of the study and is
censored at day 218.

e Discontinuation of IMP before CR due to lack of efficacy: participant is
assumed to not reach CR until the theoretical end of the study and is
censored at day 218.

Participants without any disease assessment are censored at day 1. Participants with
disease assessment but not achieving CR in the period from Day 1 to Day 218 and
without intercurrent event in that period are censored at the earliest of day 218 and
the end of treatment + FU phase.

A supplementary analysis for this secondary endpoint will use the ‘treatment policy
strategy’ where the occurrence of the intercurrent event is considered irrelevant: Time
to CR is calculated regardless of whether or not the intercurrent event occurs.

4) Time to DC in PV participants, calculated as the difference between the first date
DC was achieved and the first IMP administration date. Similar calculations, ICE
handling and censoring rules are applied as for 'time to CR' (composite strategy).

A supplementary analysis for this secondary endpoint will use the ‘treatment policy
strategy’ where the occurrence of the intercurrent event is considered irrelevant: time
to DC is calculated regardless of whether or not the intercurrent event occurs.

Both time to event endpoints will be statistically evaluated using the stratified
Fleming-Harrington weighted logrank statistic FH (1,0), with the stratification factors
disease status, disease severity, and body weight at randomization. For both, Kaplan-
Meier survival plots by treatment arm will be produced (as in-text figures only).

5) NCPD over the whole planned treatment phase in all participants: same derivation
as second key secondary endpoint (composite strategy and treatment policy strategy)
but for all participants.

6) Time to DC in all participants: same derivation as fourth key secondary endpoint
(composite strategy) but for all participants.

7) Time to CR in all participants: same derivation as third key secondary endpoint
(composite strategy) but for all participants.
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4123 OTHER SECONDARY ENDPOINTS (NOT ALPHA CONTROLLED)

All other secondary endpoints will be analyzed using the mITT population. Analyses
related to data in the period after an event (CRmin, DC) can only be performed in
participants with that event.

1. Proportion of PF participants who achieve CRmin within 30 weeks: same
derivation as for the primary endpoint (composite strategy) but then for PF
participants.

2. Time to CRmin in PV, PF and all participants: same derivation as third key
secondary endpoint (composite strategy) but using date of achieving CRmin.
Time to CRmin is defined as the time to the moment that the participant achieves
CRmin status defined as complete remission while receiving prednisone therapy
at 10 mg/day or less for at least 8 weeks, based on the assessment of the
investigator. The 8-week period with minimal prednisone necessary to confirm
CRmin is included as part of this time period. For example, a participant that
achieves complete remission with prednisone <= 10 mg/day at week 15 for the
first time and maintains this status for 8 weeks will have a time to CRmin of 15 +
8 =23 weeks.

3. Proportion of participants achieving DC in PV, PF and all participants (composite
strategy)

4. Proportion of participants achieving CR in PV, PF and all participants (composite
strategy)

For all subsequent secondary endpoints a treatment policy strategy is applied ignoring
ICEs.

5. Proportion of treatment failures as assessed by the investigator in PV and in all
participants. Specific reasons for treatment failure can be derived as follows in
following order:

e absence of DC: if participant didn't achieve DC as assessed by the
investigator

e prednisone related SAE: occurrence of an SAE after DC considered
related to prednisone by the investigator

o flare: if previous 2 reasons are not applicable, the reason must be a flare
between DC and CRmin that is not controlled by a prednisone dose that
is 2 dose levels above the dose at which the flare is observed and that is
a least 0.3mg/kg qd

Failure is defined for the whole treatment phase.

6. Number of flares in PV and in all participants: count number of flares as assessed
by the investigator. A new flare only emerges after a new DC. Number of flares
are counted over the whole treatment + follow-up phase, between first DC and
CRmin (or end of treatment period for participants without CRmin) and after
CRmin. The initial flare at baseline (if applicable) is not counted.

7. Time to first flare from first DC in PV and in all participants is calculated as (visit
date of flare)-(date of first DC)+1. Similarly time to first flare from first CR and
time to first flare from CRmin will be calculated as (visit date of flare)-(date of
first CR and date of CRmin respectively)—+1.
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8. Proportion of PV and all participants with at least one flare after DC. The same
periods are considered as for number of flares: i.e. whole treatment + follow-up
phase, between first DC and CRmin (or end of treatment period for participants
without CRmin) and after CRmin.

9. Duration of CRmin in PV, PF and in all participants: count the number of weeks
CRmin is maintained. L.e. participant remains without a lesion after CRmin and
with prednisone equivalent dose < 10 mg/day maintained and with PDAI activity
score=0 maintained. The 8-week period with minimal prednisone necessary to
confirm CRmin is included as part of this duration. Participant is censored at EoS
if still on CRmin at end of treatment phase (or follow-up phase if applicable).

10. PDAI at each visit in PV and in all participants: PDAI activity subscores
(mucosal, skin and scalp), PDAI activity score and PDALI total score are assessed
by the investigator at each visit. Data after the first occurrence of an intercurrent
event will also be used (treatment policy strategy). Missing data (intermittent as a
result of the scattered way of data collection and non-intermittent as a result of
study discontinuation), will be imputed using last observation carried forward
(LOCF).

11. QoL in PV and in all participants: ABQOL (17 items) and EQ-5D-5L (i.e.,
mobility, self-care, usual activities, pain/discomfort, anxiety/depression and VAS)
are assessed by the investigator at baseline, Week 4, Week 14 and at EoS. A total
ABQOL score is calculated as the sum of all 17 items score 0 to 3 with higher
score indicating worse condition. Missing items are imputed with the average
score of the present items if at least half (9) of the items are present. The total
score is rounded to the highest integer.

12. C-GTI in PV and in all participants: Composite Glucocorticoid Toxicity Index
comprises the Aggregate Improvement Score (AIS) and the Cumulative
Worsening Score (CWS) (health impact of GC) and is measured at baseline,
Week 14 and EoS/ED. AIS and CWS are calculated for the first 14 week period
(W14), for the last 16 week period (W30) and for the treatment phase overall
(Overall). The last post-baseline assessment (Overall) is considered as the overall
CWS/AIS and is calculated as a cumulative score over all post-baseline
timepoints. The complementary GTI specific list (GTI-SL) will only be listed.

4.1.3 Presentation of results and statistical analysis

Wherever the stratification factors will be used in the efficacy analyses, the eCRF
values of these will be used and not the ones coming from the randomization. Also
for participants randomized without disease status, disease severity and body weight
stratification, i.e. Japanese and PF participants, these factors will be derived from the
eCREF in order to include these participants in the statistical models.

For the analysis of the PF only population, all stratified models/tests for binary and
survival endpoints will only be stratified by the following 2 strata: relapsing vs.
newly-diagnosed.

Examples of SAS code for the statistical analysis procedures are provided in
Appendix 9.1.5.
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Frequency tabulations will be provided of the percentage of PV participants having
achieved CRmin within 30 weeks (primary endpoint). The table will be repeated for
subgroups including treatment differences in proportions with 95% Wald CI, and
overall (PV+PF participants).

A stratified CMH test will be calculated with the stratification factors of disease
status, disease severity, and body weight at randomization; the strata-adjusted
difference in proportions with the Klingenberg midpoint and 95% confidence interval
and 2-sided CMH test p-value will be provided as well as an adjusted common OR
with its 95% confidence interval. Homogeneity of the odds ratios will be tested by
means of a Breslow Day test with Tarone’s adjustment.

A supplementary analysis using the treatment policy strategy will be done for PV
participants and overall.

The supplementary landmark analysis at week 30 will be performed on the mITT
population for PV participants and overall using the stratified CMH test.

Summary statistics on NCPD, cumulative prednisone dose, number of days and
proportion of days with prednisone equivalent dose <= 10 mg will be provided for PV
participants and an ANCOVA model with factors for treatment and the stratification
variables will be applied on NCPD over the whole treatment phase only. Least square
(LS) means and standard error (SE) with 95% 2-sided CI for placebo and
efgartigimod will be reported, along with the difference in LS means of IMP vs
placebo (with SE), 95% 2-sided CI, and 2-sided p-value. A non-parametric stratified
Mann-Whitney test will be performed as sensitivity for PV participants. The 2-sided
p-value resulting from this hypothesis test will signify whether the null hypothesis
that the distributions of the NCPD for both treatment arms are identical can be
rejected. The test will be conducted at a significance level of a=0.05. A
supplementary analysis using the treatment policy strategy applying the same
ANOVA model will be done.

The table with summary statistics on NCPD will be repeated by subgroups, for PF
participants and overall.

Time to CR and Time to DC will be descriptively presented with median times,
quantiles and number and percentage of participants censored and with event. In
addition, Kaplan-Meier survival plots by treatment arm will be produced (as in-text
figures only). Both treatment groups will be compared using the stratified Fleming-
Harrington weighted logrank statistic FH (1,0). Also the Cox proportional hazard
model will be used: the model will include treatment as fixed effects and stratification
factors as covariates. The HR for efgartigimod vs. placebo will be provided, along
with the associated 95% 2-sided Wald-type CI and 2-sided p-value. The table will be
produced for PV participants and overall. The descriptive statistics will also be
presented by subgroups.

Duration of CRmin and other ‘time to event’ parameters of the ‘other secondary
endpoints’ in section 4.1.2.3 will be descriptively presented and treatment groups will
be compared using the logrank statistic.
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Frequency tabulations will be provided for the percentages of treatment failure and its
different reasons. Failure rates will be compared using the same CMH-test as for the
primary endpoint analysis.

Proportion of participants achieving DC and CR and proportion of participants with
flare will be tabulated and treatment groups will be compared using the same CMH-
test as for the primary endpoint analysis.

Descriptive statistics for PDAI on absolute values, changes from baseline and percent
changes from baseline will be calculated per timepoint. Results will be presented
separately for observed data and LOCF imputed data. Changes from baseline on
LOCF imputed data will be compared between treatment arms at each analysis visit
using an ANCOVA model with factors for treatment, baseline value and the
stratification variables. Least square (LS) means and standard error (SE) with 95% 2-
sided CI for placebo and efgartigimod will be reported, along with the difference in
LS means of IMP vs placebo (with SE), 95% 2-sided CI, and 2-sided p-value.

The number of flares will be descriptively presented and analyzed by the same
ANCOVA model as for the NCPD analysis. Time to the first flare will be presented
and analyzed in the same way as time to CR or time to DC, however using the
logrank statistic.

Frequency tabulations will be provided for the percentages of participants within each
outcome of QoL questionnaire items (ABQOL and EQ-5D-5L). Additionally
cumulative percentages (starting with the best outcome result) will be calculated.
Descriptive statistics will be provided for the total ABQOL score and for the EQ-5D-
5L VAS score. Changes from baseline will be analyzed by means of a mixed model
for repeated measurements (MMRM). The model will include treatment, visit and
treatment by visit interaction terms as fixed effects, with baseline value, interaction of
baseline value with visit, and stratification factors as covariates. Within-subject
correlation will be modeled by assuming an unstructured covariance matrix (UN) for
the error terms and Kenward-Roger degrees of freedom method will be used. Least
square means and SE with 95% 2-sided CI for placebo and efgartigimod will be
reported, along with the difference in LS means of IMP vs placebo (with SE), 95% 2-
sided CI, and 2-sided p-value.

If the default Newton—Raphson algorithm used by SAS PROC MIXED fails to
converge, the following will be tried to avoid lack of convergence while maintaining
an unstructured variance:

A. The Fisher scoring algorithm (via the SCORING = 5 option of the PROC
MIXED statement) will be used to obtain the initial values of covariance
parameters.

B. If the above fails, the no-diagonal factor analytic structure will be used which
effectively performs the Cholesky decomposition via the TYPE=FAO(V) option
of the REPEATED statement, where V is the total number of distinct visits in the
response vector (counting only rows where all model components are non-
missing).

C. If all the above fails, the variance-and-correlations parameterization will be
attempted using TYPE =UNR.
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In the rare case where all the above fails, the following covariance structures will be
tested for convergence (in order): toeph, arh(1), csh, toep, ar(1) and cs. However, if
one of these simpler covariance structures is used, this needs to be implemented in
combination with sandwich variance estimator (EMPIRICAL option).

Descriptive statistics will be provided for the C-GTI scores AIS and CWS; treatment
groups will be compared using the same ANCOV A model and stratified Mann-
Whitney test as for the NCPD analysis. C-GTI will be analysed on complete cases:
i.e. participants with C-GTI at least at baseline and post-baseline. Participants where
first post-baseline GTI improvements/worsening have not been obtained with respect
to the baseline moment but with respect to a later moment (i.e. no GTI assessment at
baseline visit) are excluded from analyses and are only listed.

4.1.4 Fixed-Sequence testing procedure

To control the type I error for the primary and secondary endpoints (alpha controlled),
the primary efficacy endpoint will be tested at the 5% 2-sided alpha level and will act
as gatekeeper for the testing of secondary endpoints. The primary endpoint and
secondary endpoints will be tested in a strict hierarchical order as listed below to
control the type I error (for definitions see section 4.1.2.1 and 4.1.2.2). If a certain
endpoint turns out to be non-significant at the 5% significance level, subsequent
endpoints will no longer be evaluated.
1. Primary endpoint: the proportion of PV participants who achieve CRmin within
30 weeks using composite strategy approach

2. Proportion of PV+PF participants that have achieved CRmin within 30 weeks
using composite strategy approach

NCPD in PV participants using hypothetical strategy approach

Time to CR in PV participants using composite strategy approach
Time to DC in PV participants using composite strategy approach
NCPD in PV+PF participants using hypothetical strategy approach
Time to CR in PV+PF participants using composite strategy approach
Time to DC in PV+PF participants using composite strategy approach

© NN kW

The individual per-endpoint tables will only show unadjusted p-values. A fixed-
sequence testing procedure table will be produced. This table will show both
unadjusted p-values and p-values adjusted for multiplicity. For a given endpoint, the
adjusted-for-multiplicity p-value is calculated as the maximum between its
unadjusted p-value and the highest of all unadjusted p-values tested before.
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4.1.5 Subgroup analyses for efficacy

Subgroups are defined based on the following categorizing factors:

[ ]

[ ]

Gender (Male, Female)
Age (18 -< 65, 65 -<75, >=75 years)
Weight at screening (<50, 50-<75, 75 -< 100, 100 -<125, >= 125 kg)

BMI at screening (Underweight: < 18.5 kg/m?, Normal weight: 18.5 -<
25 kg/m?, Overweight: 25 -< 30 kg/m?, Obese: >= 30 kg/m?)

Race (Asian, Black or African American, White, Other)

Baseline eGFR (Normal: >= 90 mL/min/1.73m? Mildly impaired: 60 -
<90 mL/min/1.73m?, Moderately impaired: 30 -< 60 mL/min/1.73m?,
Severely impaired: <30 mL/min/1.73m?)

Disease type (PV/PF) and PV subtype (mucosal-dominant vs
(muco-)cutaneous)

Disease status (relapsing vs newly diagnosed)

Disease severity (PDAI activity score <30 and PDAI activity score
>30); moderate (15<=PDAI <=44) vs severe (PDAI >45)

Region (North America; Europe; Asia; Rest of World)

Subgroup analyses will be performed on the primary and key secondary efficacy
endpoints on the mITT population.
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Following table summarizes the analyses:

Table 5: Summary of analyses

Endpoint PV PF! All Strategy
(PV+PF)
Proportion CRmin xhep X X2eps C+T
NCPD X>eP X X2 H+T
Time to CR X>eP X X2 C+T
Time to DC X2 P X X% C+T
Time to CRmin X X X C
Proportion DC / CR X X X C
Proportion treatment failure X X T
Number of flares (incidence X X T
rate)
Proportion of participants X X T
with flare
Time to first flare X X T
Duration of CRmin X X X T
PDAI, QoL, C-GTI X X T

! Primary endpoint

2 Key secondary endpoint

¢ Besides main analysis also supplementary analysis will be performed.
T PF as part of subgroup analysis or as separate analysis.

P Also analysis on PP analysis set and mITT excluding data impacted by
the conflict in Ukraine will be performed.

$ Also subgroup analyses will be performed.

C=composite strategy (taking into account ICEs)
H=hypothetical strategy (taking into account ICEs)
T=treatment policy strategy (ignoring ICEs)

4.2 PHARMACOKINETICS
42,1 Avwvailable data

Blood samples will be collected for the determination of efgartigimod concentration
at the time points indicated in the schedule of assessments (see section 9.5). Sampling
will be done predose on IMP administration visits (within 2 hours before IMP).

An additional PK sample will be taken on day 3 and on day 11 (£1 day) until samples
from 24 participants are obtained.
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PK data obtained during off treatment period from participants who achieved CRmin
(ie, no longer receiving weekly administrations of IMP) will not be included in the
descriptive statistics.

In addition, following PK samples will be excluded from the descriptive statistics
based on time since previous IMP:

e  When PK samples are taken outside the visit windows. The study visit
windows are £2 days, i.e. if PK sample is not within last IMP+7 days +
2 days. On Day 3 and Day 11 the visit window is =1 day (ie, +24h).

e  When a predose sample is taken after IMP administration.

e When the IMP administration prior to the scheduled PK sample is
missed (not applicable for Day 1).

A remark with reason for exclusion of the timepoint will be added in the appropriate
listing.

4.2.2 Derivation rules

PK concentrations will be reported in ng/mL by the lab and will be converted to
ug/mL for analyses.

4.2.3 Presentation of results

Individual concentration data and actual blood sampling times from dose
administration for PK assessments will be listed.

Descriptive statistics per time point on concentration data will be presented in tables.

4.3 PHARMACODYNAMICS
4,3.1 Avwvailable data

The following pharmacodynamic markers will be measured in serum: total
immunoglobulin G (IgG), IgG subtypes (IgG1, IgG2, IgG3, and IgG4) and anti-Dsg-
1/ Dsg-3 antibodies.

4.3.2 Derivation rules

Changes and percent changes vs baseline will be calculated. Participants with a
baseline value below the limit of quantification (BLQ) will be excluded when
computing the change from baseline and the percent change from baseline. Values of
anti-Dsg-1/Dsg-3 above or below limit of quantification will be imputed by the upper
or lower limit of quantification respectively. This will be explained by a footnote in
the appropriate tables. Limits of quantification are provided by the lab. For total IgG
and IgG subtypes, no imputation will be applied. Listings will always show the non-
imputed values.

In addition, for all pharmacodynamic endpoints, descriptive statistics of the actual
vales will also include GM and GSD. GM and GSD are not applicable for descriptive
statistics of the absolute changes from baseline. For these selected endpoints,
descriptive statistics of percent changes from baseline will also include GM and GSD.
GM and GSD of percent changes from baseline are calculated as 100x {exp(6)-1}
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where 0 is respectively the arithmetic mean and arithmetic SD of a variable calculated
as log(aval)-log(base).

4.3.3 Presentation of results

All pharmacodynamic endpoints will be summarized by means of descriptive
statistics at each analysis visit. Actual values, changes from baseline and percent
changes from baseline will be tabulated. Also, the same subgroup analyses will be
performed as for efficacy.

4.4 IMMUNOGENICITY

4.4.1 Available data

Blood samples will be collected for the determination of anti-drug antibodies (ADA)
to efgartigimod (in serum samples) and antibodies against rHuPH20 (in plasma
samples) at the time points indicated in the schedule of assessments (see section 9.5).

Immunogenicity samples are analyzed in a 3-tiered approach:

o All samples are evaluated in the ADA screening assay and are scored as
ADA screening positive or negative.

e If a sample scored positive in the ADA screening assay, it is further
evaluated in the confirmatory assay and is scored confirmed positive
(positive immunodepletion) or confirmed negative (negative
immunodepletion).

e Ifasample is scored as confirmed positive, the samples are further
characterized in the ADA titration assay (to determine titer) and are also
further analyzed in the Nab assay to confirm neutralizing activity. For
Nab against efgartigimod, a screening assay is performed and results
will be reported as negative or positive. For Nab against rHuPH20, the
screening Nab assay is followed by a titer Nab assay in case the sample
screened positive.

If available, a titer result will be reported for the ADA confirmed positive samples.
However, a titer result is not always available:

e In case the ADA confirmed positive sample could not be run in the
titration assay (e.g., due to insufficient sample volume/quality to
perform the titer analysis), the result will be described as ‘positive
immuno-depletion’ and the sample should be considered as ADA
positive.

e [Ifasample is negative in the titration assay, it will be reported as
‘negative titer’ but it should be considered as ADA positive since it was
confirmed positive in the second tier.

e Ifasample could not be analyzed or reported as ‘positive screen’, the
ADA sample status is ADA unevaluable.

An overview of this 3-tiered approach and all possible ADA sample results that will
be reported by the laboratory is given below. From these reported ADA sample
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results a final ADA sample status needs to be derived during the statistical analysis,
as presented in the final column (‘Final ADA Outcome’):

Figure 1: ADA sample status

. Tier 2 .
Tier 1 Tier 3 Reported Final ADA
Screen Immlu.lo- Titer ADA Result Outcome
Depletion
Negative Negative
Screen Screen
Missing Missing ADA
Screen Screen?® Unevaluable
Positive Negative Negative
N Immux}o- Immm'xo-
Depletion Depletion
| Missing Positive ADA
Immuno-
D 7 Screen Unevaluable
epletion
=1 Positive - -
Immuno- N?rg.am 2 Negam 5 ADA Positive
: ter Titer
Depletion
= T Positive
>sIng Immuno- ADA Positive
Titer :
Depletion
] Positiv Positive Titer
ostve or numeric ADA Positive
Titer BT
value

missing screen includes the following terms (reported as reason not done): NA (not analyzed), NR (no result), NS (no
sample) and SL (sample lost). More details can be found in the IS data transfer agreement (DTA) from LGC (for ADA
aganst efgartigimod) and the DTA from Covance Indianapolis (for antibodies against tHuPH20) with SGS SDO.
"positive titer' is reported in case 1t was not possible to retrieve a numeric value.
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4.4.2 Derivation rules
4.4.2.1 PARTICIPANT CLASSIFICATION FOR ADA AGAINST EFGARTIGIMOD

Table 6 below gives an overview of how the ADA participant classification will be
derived, starting from the participant baseline ADA sample status.

Table 6: Participant classification for ADA against Efgartigimod

Participant Highest® post-baseline sample status
ADA
classification ADA ADA positive ADA positive (negative ADA not

negative (missing titer®) titer® or numeric titer evaluable

value)

Baseline ADA
sample status
ADA negative ADA Treatment- Treatment-Induced ADA ADA

negative Induced ADA unevaluable
ADA positive Treatment- ADA ADA unevaluable ADA
(missing titer®) Unaffected unevaluable unevaluable

ADA
ADA positive Treatment- ADA titer <4 x titer > 4x ADA
(negative titer® Unaffected unevaluable baseline baseline unevaluable
or numeric ADA titer: titer:
titer value) Treatment-  Treatment-
Unaffected Boosted
ADA ADA

ADA not ADA ADA ADA unevaluable ADA
evaluable unevaluable unevaluable unevaluable

* Samples with missing titer have as reported ADA result ‘positive immunodepletion’ or “positive titer ;

.. Results reported as ‘negative titer . 1.e. titer value <1 will be set to value of 1;

. Highest sample status, with order: (from low to high): ADA unevaluable, ADA negative, ADA positive (missing titer
/positive immunodepletion), ADA positive with titer <= 1 (“negative titer’ as reported ADA result, titer value set to 1),
ADA positive with titer >1 (1.e. positive titer and selecting the sample with highest titer)

ADA evaluable participant = participant classified as any of following categories:

ADA negative, treatment-unaffected ADA, treatment-induced ADA, treatment-

boosted ADA. The first 2 categories are classified as ‘ADA negative’, the latter 2 as

‘ADA positive’.

ADA unevaluable participant = participant classified as ADA unevaluable or with
missing baseline ADA sample or without post-baseline ADA samples.

Note: Fourfold difference in titer values is considered significant in case a twofold
serial dilution is applied (= 2 times the dilution factor) (reference to Shankar et al.,
2014).

ADA incidence = percentage of participants with treatment-induced or treatment-
boosted ADAs (denominator: number of evaluable participants).

ADA prevalence = percentage of participants with treatment-unaffected ADA,
treatment-induced ADA or treatment-boosted ADA (denominator: number of
evaluable participants).
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4.4.2.2

PARTICIPANT CLASSIFICATION FOR ANTIBODIES AGAINST RHUPH?20

Table 7 below gives an overview of how the anti-rHuPH20 antibody (rHuPH20 Ab)
participant classification will be derived, starting from the participant baseline
rHuPH20 Ab sample status.

Table 7: Participant classification for antibodies against rHuPH20

Participant Highest® post-baseline sample status
anti-rHuPH20
Ab rHuPH20 Ab  rHuPH20 Ab rHuPH20 AD positive rHuPH20 Ab
classification negative positive (negative titer® or not
(missing titer?) numeric titer value) evaluable
Baseline
rHuPH20 Ab
sample status
rHuPH20 Ab rHuPH20 Ab Treatment- Treatment-Induced rHuPH20 Ab
negative negative Induced rHuPH20 Ab unevaluable
rHuPH20 Ab
rHuPH20 Ab Treatment- rHuPH20 Ab rHuPH20 Ab unevaluable | tHuPH20 Ab
positive Unaffected unevaluable unevaluable
(missing titer?) rHuPH20 Ab
rHuPH20 Ab Treatment- rHuPH20 Ab titer <4 x titer > 4x | rHuPH20 Ab
positive Unaffected unevaluable baseline baseline unevaluable
(negative titer® rHuPH20 Ab titer: titer:
or numeric Treatment-  Treatment-
titer value) Unaffected Boosted
rHuPH20 rHuPH20
Ab Ab
rHuPH20 Ab rHuPH20 Ab  rHuPH20 Ab rHuPH20 Ab unevaluable rHuPH20 Ab
not evaluable unevaluable unevaluable unevaluable

* Samples with missing titer have as reported rHuPH20 Ab result “positive immunodepletion” or “positive titer ;

® Results reported as ‘negative titer’, i.e. titer value <5 will be set to value of 5;

¢ Highest sample status, with order: (from low to high): rHuPH20 Ab unevaluable, tHuPH20 Ab negative, tHuPH20 Ab positive
(mussing titer/positive immunodepletion), rtHuPH20 Ab positive with titer <= 5 (“negative titer’ as reported tHuPH20 Ab
result, titer value set to 5), rHuPH20 Ab positive with titer >5 (1.e. positive titer and selecting the sample with highest titer)

rHuPH20 Ab evaluable participant = participant classified as any of following
categories: THuPH20 Ab negative, treatment-unaffected rHuPH20 Ab, treatment-
induced rHuPH20 Ab, treatment-boosted rHuPH20 Ab. The first 2 categories are
classified as ‘tHuPH20 Ab negative’, the latter 2 as ‘tHuPH20 Ab positive’.

rHuPH20 Ab unevaluable participant = participant classified as tHuPH20 Ab
unevaluable or with missing baseline rHuPH20 Ab sample or without post-baseline
rHuPH20 Ab samples

Anti-rHuPH20 Ab incidence = percentage of participants with treatment-induced or
treatment-boosted rHuPH20 Ab s (denominator: number of evaluable participants).

Anti-rHuPH20 Ab prevalence = percentage of participants with treatment-unaffected
rHuPH20 Ab, treatment-induced rHuPH20 Ab or treatment-boosted rHuPH20 Ab
(denominator: number of evaluable participants).
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4.4.2.3 PARTICIPANT CLASSIFICATION FOR NAB AGAINST EFGARTIGIMOD

All ADA confirmed positive samples will also be evaluated in the NADb assay. All
samples that were not analyzed in the NAD assay (i.e. the ADA negatives) are per
default NAb negative. Also, if a NAb sample is not reported, the NAb sample status
is NAD unevaluable.

For NAb against efgartigimod, all samples evaluated in the NADb assay will be scored
as NAD positive, NAb negative or NAb unevaluable by the laboratory. Based on these
results, the participants will be categorized based on their baseline and post-baseline
sample status as detailed in Table 8.

Table 8: Participant classification for NAb against Efgartigimod

Participant NAb Highest® post-baseline
o NADb sample status
NAD negative NAD positive NAD not evaluable
Baseline NAb
sample status
NAD negative NAb unevaluable
baseline neg — post- baseline neg — post-
baseline neg baseline pos
NAD positive baseline pos — post- baseline pos — post- NAb unevaluable
baseline neg baseline pos
NAD not NAb unevaluable NAbD unevaluable NAD unevaluable

evaluable
* Highest sample status i order: (from low to high): NAb unevaluable, NAb negative, NAb positive

NAD unevaluable participant = participant classified as NAb unevaluable or with
missing baseline NAb sample or without post-baseline NAb samples.

NAD incidence = percentage of participants with participant classification ‘baseline
neg — post-baseline pos’ and ‘baseline pos — post-baseline pos’ (denominator: number
of evaluable participants).

NAD prevalence = percentage of participants with participant classification ‘baseline
neg — post-baseline pos’, ‘baseline pos — post-baseline pos’ or ‘baseline pos — post-
baseline neg’ (denominator: number of evaluable participants).

4.4.2.4 PARTICIPANT CLASSIFICATION FOR NAB AGAINST RHUPH20

All rHuPH20 Ab confirmed positive samples will also be evaluated in the NAD assay
against THuPH20. All samples that were not analyzed in the NAb assay (i.e. the
rHuPH20 Ab negatives) are per default NAb negative. Also, if a NAb sample is not
reported, the NAb sample status is NAb unevaluable. NAb against rHuPH20 will be
evaluated using a screening assay followed by titer analysis (ie, a 2-tiered approach).
For NAD against rHuPH20, all samples evaluated in this NAb screening assay will be
scored as NADb negative or NAD positive by the laboratory. In case the sample is NAb
positive, a titration assay will occur and the sample will be reported as 'negative titer',
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'positive titer' or by an actual titer value. Based on these results, the participants will
be categorized based on their baseline and post-baseline sample status as detailed in
following Table 9.

A 3-tiered approach, including an additional NAb confirmatory assay to determine
the specificity of the response, will be implemented as a post-hoc analysis. This
analysis will be described in an addendum to this SAP or the ISI (Integrated
Summary of Immunogenicity) SAP.

Table 9: Participant classification for NAb against rHuPH20

Participant Highest post baseline sample status
rHuPH20
NAb rHuPH20 rHuPH20 NAb rHuPH20 NAD positive rHuPH20
classification NAb positive (missing (negative titer® or NAbD not

negative titer?) numeric titer value) evaluable
Baseline
rHuPH20
NAbD sample
status
rHuPH20 rHuPH20 Treatment Treatment Induced rHuPH?20
NAD negative NAb Induced rHuPH20 NAb NAb

negative rHuPH20 NAb unevaluable
rHuPH20 Treatment rHuPH20 NAb rHuPH20 NAb rHuPH?20
NAD positive Unaffected unevaluable unevaluable NAb
(missing titer®) rHuPH20 unevaluable

NAb
rHuPH20 Treatment rHuPH20 NAb titer <4x  titer > 4x rHuPH?20
NAD positive Unaffected unevaluable baseline baseline NAb
(negative titer® rHuPH20 titer: titer: unevaluable
or numeric NAb Treatment  Treatment
titer value) Unaffected Boosted
rHuPH20 rHuPH20
NAb NADb

rHuPH20 rHuPH20 rHuPH?20 NAb rHuPH?20 NAb rHuPH?20
NAD not NAb unevaluable unevaluable NAb
evaluable unevaluable unevaluable

" Samples with missing titer have as reported rHuPH20 NAD result “positive screen’ or 'positive titer';

= Results reported as ‘negative titer | 1.e. titer value <100 will be set to value of 100;

& Highest sample status, with order: (from low to high): rHuPH20 NAb unevaluable, tHuPH20 NAb negative, rtHuPH20
NAD positive (missing titer), fHuPH20 NAbD positive with title <100 (‘negative titer” as reported NAD result, titer value set
to 100), tHuPH20 NAD positive (i.e. actual titer value and selecting the sample with highest titer) .

rHuPH20 NAD evaluable participant = participant classified as any of following
categories: THuPH20 NAD negative, treatment-unaffected rHuPH20 NADb, treatment-
induced rHuPH20 NAD, treatment-boosted rHuPH20 NAb. The first 2 categories are
classified as ‘rHuPH20 NADb negative’, the latter 2 as ‘tHuPH20 NAD positive’.

Page 49 of 98

System version: 3.0 | Status: Approved | Vault UID: VV-CLIN-003183



Statistical Analysis Plan

ARGX-113-1904 Final analysis Final 2.0 of 22NOV2023

rHuPH20 NAb unevaluable participant = participant classified as rHuPH20 NAb
unevaluable or with missing baseline rtHuPH20 NAb sample or without post-baseline
rHuPH20 NAb samples

NAD incidence = percentage of participants with participant classification ‘treatment-
induced rHuPH20 NAD’ or treatment-boosted rHuPH20 NAb’ (denominator: number
of evaluable participants).

NADb prevalence = percentage of participants with participant classification
‘treatment-unaffected rHuPH20 NADb’, ‘treatment-induced rHuPH20 NADb’ or
‘treatment-boosted rHuUPH20 NAb’ (denominator: number of evaluable participants).

4.4.3 Presentation of results

Analyses will be done for ADA against efgartigimod and antibodies against
rHuPH20.

Frequency tabulations (number and percentages) will be provided with ADA or
rHuPH20 Ab negative/positive/unevaluable samples per analysis visit. These tables
will be presented by ADA or rtHuPH20 Ab participant category.

Frequency tabulations (number and percentages) will be provided by treatment on:
e Participants per ADA or rHuPH20 Ab participant classification
e Prevalence and incidence of ADA or rHuPH20 Ab
e ADA or rtHuPH20 Ab unevaluable participants
e ADA or rtHuPH20 Ab baseline positive/negative samples

For details on the definitions, see the above section 4.4.2.1. and 4.4.2.2.

The above frequency tabulations will be repeated for NAb assay using the definitions
as defined in section 4.4.2.3. and 4.4.2.4.

In addition, a frequency tabulation (number and percentages) will be provided for:

e NAD against efgartigimod positive participants within the ADA participant
classification (Treatment-unaffected ADA, Treatment-induced ADA,
Treatment-boosted ADA, ADA Negative, ADA Unevaluable)

e NAbD against tHuPH20 Ab positive participants within the rtHuPH20 Ab
participant classification

e rHuPH20 Ab positive participants within efgartigimod ADA participant
classification

Correlation tables by ADA and NAb participant classification against efgartigimod
and by rHuPH20 Ab will be provided for the following parameters for PV and PF
participants combined:

Page 50 of 98

System version: 3.0 | Status: Approved | Vault UID: VV-CLIN-003183



o |
- |

Statistical Analysis Plan

ARGX-113-1904

Final analysis Final 2.0 of 22NOV2023

* Difference

Mean (SD) drug concentration over time
Mean (SE) percent change from baseline in total IgG

Overall Treatment-Emergent Adverse Events by MedDRA System
Organ Class and Preferred Term by Overall Anti-Drug Antibodies
Participant Classification

Overall Serious Treatment-Emergent Adverse Events by MedDRA
System Organ Class and Preferred Term by Overall Anti-Drug
Antibodies Participant Classification

Overall Injection-related reactions by Overall Anti-Drug Antibodies
Participant Classification

Overall Injection site reactions by Overall Anti-Drug Antibodies
Participant Classification

Proportion of participants with CRmin within 30 weeks*

in proportion responders between each of the 4 categories versus ADA

Negative, NAD baseline neg — post-baseline neg and rHuPH20 Ab Negative,
including 95% exact confidence interval will be calculated.

ADA titer values against efgartigimod and rHuPH20 Ab titer values will be
summarized by means of descriptive statistics by ADA participant classification or
rHuPH20 Ab participant classification respectively.

All available

data on ADA and NAb against efgartigimod, rHuPH20 Ab and

rHuPH20 NAb will be listed, showing also the sample status and participant
classification.
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3. SAFETY ANALYSES

5.1 ADVERSE EVENTS

511 Available data

Adverse events (AEs) are coded into SOC and PT using the latest version of the
MedDRA available at the moment of the database lock. For each AE, start and stop
date/times are collected as well as severity (NCI CTCAE v5.0), a seriousness flag,
treatment relatedness, relatedness to procedures, action taken towards the IMP,
outcome, and AE of special interest (AESI) category (infection).

512 Derivation rules

Treatment-emergent adverse events (TEAE) are defined as AEs starting on or after
first administration of any IMP up through 60 days after the last administration of the
IMP prior to the AE. Post-TEAEs are AEs starting after first administration of IMP
that are not TEAEs.

Based on their start date/time, AEs will be allocated to the phase during which they
started. Each AE will therefore be reported in only one phase. In case the AE start
date/time is incomplete or missing and the AE could consequently be allocated to
more than one phase, a worst-case allocation will be done as detailed below:

e Treatment phase vs. non-treatment phase: the AE will be allocated to the
treatment phase unless the available parts of the AE start or stop
date/time provide evidence for allocating to the non-treatment phase.

A death case is defined as an AE with outcome ‘fatal’.

An AE for which the IMP was discontinued is defined as an AE with action taken
‘drug withdrawn’.

Treatment relatedness will be dichotomized as follows in tables:
e Treatment related: related, probably related, possibly related or missing

e Not treatment related: not related, unlikely related

Adverse events of special interest will be defined using MedDRA system organ class
‘Infections and infestations’.

Injection-related reactions (IRRs) will be defined as all AEs with MedDRA preferred
terms that are listed in either:
e Hypersensitivity standardized MedDRA query (SMQ) (broad selection)
e Anaphylactic reaction (SMQ) (broad selection)
e Extravasation events (injections, infusions and implants) (SMQ) (broad
selection), excluding implants

AND occurring within 48 hours of an administration, or within 2 days in case no AE
start time is available. In case of (partially) missing AE start date, the AE will be
considered as an IRR, unless the available parts of the AE start date provide evidence
it did not occur within 48 hours of an injection.
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Injection site reactions (ISR) will be defined as all AEs with a MedDRA high level
term of "Injection site reaction", regardless of the time of AE onset relative to an
administration.

AE onset and duration will be calculated as follows when start and stop dates are
fully known:
o AE onset day (vs. first administration) =

o AE start date > date of first administration: AE start date — date of first
IMP administration + 1 day

o AE start date < date of first administration: AE start date — date of first
IMP administration
e AE duration (days) =
o AE end date — AE start date + 1 day

o Study completion date or Study discontinuation date — AE start date +
1 day (when the AE start date is fully known but the AE is not
resolved at the end of the study)

In this case the duration will be presented as “>x days”.

Event rates per 100 participant years of follow-up (PYFU) will be calculated as
100*number of events/PYFU, with:

e PYFU overall (in years) will be calculated as [the sum over all
participants of the study duration calculated as (last phase end date —
first IMP date + 1 day)]/365.25.

e PYFU for TEAESs (in years) will be calculated as [the sum over all
participants of all period durations during which an AE is considered to
be treatment-emergent]/365.25.

e PYFU for post-TEAEs (in years) will be calculated as [the sum over all
participants of all period durations during which an AE is considered to
be post-treatment-emergent]/365.25.

Incidence rates per 100 participant years of follow-up (PYFU) will be calculated as
100*number of participants with events/PYFU.

513 Presentation of results
Unless mentioned otherwise, tables will present TEAEs only.

The TEAE tables will be presented for the treatment and follow-up phase combined.
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An overview table will show the number and percentage of participants with at least
one event, the incidence rate per 100 participant years of follow-up and the number of
events and event rate per 100 participant years of follow-up for the following:

o TEAEs

o Treatment related TEAEs

e Serious TEAEs

e Serious treatment related TEAEs

e Serious prednisone related TEAEs

e Grade>3 TEAEs

e Treatment related Grade > 3 TEAEs

o TEAEs related to prednisone

o TEAE:s related to study procedures

e TEAE:s for which the IMP was discontinued
o TEAEs for which the IMP was interrupted
o TEAE:S of special interest

e Treatment related TEAEs of special interest
e TE IRR events

e Serious TE IRR events

e TE ISR events

e Fatal TEAEs

The overview table will be repeated specifically for ISR events, omitting the records
related to TEAEs of special interest, prednisone-related TEAESs, IRR events and ISR
events.

A summary table by MedDRA system organ class and preferred term will show the
number and percentage of participants with at least one event, the incidence rate per
100 participant years of follow-up and the number of events and the event rate per
100 participant years of follow-up.

The overview and summary tables mentioned above, will present:
e TEAEs
e post-TEAEs
e overall AEs (i.e., all AEs in the treatment + follow-up phase)
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Separate tables will be prepared for the following:

[ ]

Most common (>=5% in any group) TEAEs
Treatment related TEAEs

Serious TEAEs

Serious treatment related TEAEs

Serious prednisone related TEAEs

Grade > 3 TEAEs

Treatment related Grade > 3 TEAEs
TEAEs related to prednisone

TEAEs related to study procedures

TEAESs for which the IMP was discontinued
TEAE:s of special interest

Treatment related TEAEs of special interest
TE IRR events

Serious TE IRR events

TE ISR events

All AEs, including pre-treatment events will be listed.

5.2 CLINICAL LABORATORY EVALUATION
5.2.1 Avwvailable data

Per protocol,

[ ]

the following laboratory parameters are expected:

Biochemistry: sodium, potassium, calcium (total), HbAlc, creatinine,
creatinine clearance (adjusted for BSA), blood urea nitrogen (BUN),
alanine aminotransferase (ALT), aspartate aminotransferase (AST), total
bilirubin, gamma-glutamyl transferase (GGT), low-density lipoprotein-
cholesterol (LDL-C), high-density lipoprotein-cholesterol (HDL-C),
total cholesterol, triglycerides, C-reactive protein (CRP), alkaline
phosphatase (AP), lactate dehydrogenase (LDH), uric acid, total protein,
and albumin.

Hematology: hemoglobin, hematocrit, mean corpuscular volume
(MCV), red blood cell (RBC) count, platelet count, white blood cell
(WBC) count with differential.

Urinalysis: color, clarity/appearance, specific gravity, pH, protein,
glucose, ketones, blood, bilirubin, urobilinogen, nitrite, leukocyte
esterase, and microscopic examination of RBC, WBC, casts, crystals,
and bacteria.

Specialty laboratory parameters: apolipoprotein B (apoB), lipoprotein
A, fibrinogen, von Willebrand factor, D-dimer, proprotein convertase
subtilisin/kexin type 9 serine protease (PCSK9).

Normal ranges are available as provided by the laboratory.
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522 Derivation rules

Toxicity grades will be computed according to the National Cancer Institute (NCI)
common terminology criteria for adverse events (CTCAE) toxicity grading list
(version 5.0). The implementation of these toxicity grades for analysis is presented in
appendix 9.4. Only the parameters described in appendix 9.4 will be computed,
according to the declared limits for each grade.

The following abnormality categories will be defined for parameters with no toxicity
grade available:

e Low: value < lower limit of normal range

e Normal: lower limit of normal range < value < upper limit of normal
range

e High: value > upper limit of normal range

Notes:

o C(lassification will be done by using non-imputed values and limits as
reported in standardized units in the clinical database: a value <X where
X equals the lower limit of normal range will be classified as low. A
value X with normal range <X will be classified as high.

e For the worst-case analysis visits as defined in section 2.2.5, an
additional category low + high is defined in case there are both low and
high post-baseline values.

523 Presentation of results

The statistical analysis will present results in standardized units, except creatinine
clearance which is presented in original units (ml/min/1.73m?2).

Continuous laboratory parameters will be summarized by means of descriptive
statistics at each analysis visit. Actual values and changes from baseline will be
shown in the same table. For albumin and low-density lipoprotein-cholesterol (LDL-
C) also percent changes vs baseline will be shown.

Laboratory abnormalities will be presented as a cross-tabulation of the abnormality at
each post-baseline analysis visit and at the worst-case analysis visit versus the
baseline abnormality. This table will also show numbers of participants with
treatment-emergent abnormalities (see Definition of terms). The denominator for the
percentage is the total number of participants per treatment and per analysis visit in
the safety analysis set.

Laboratory toxicity grades will be presented as a cross-tabulation (shift table) of the
toxicity (NCI CTCAE grades) at each post-baseline analysis visit and at the worst-
case analysis visit versus the baseline toxicity. This table will also show numbers and
cumulative numbers over decreasing toxicity grading of participants with treatment-
emergent toxicities. The denominator for the percentage is the total number of
participants per treatment and per analysis visit in the safety analysis set. Parameters
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having toxicity grades defined in both directions (hypo and hyper) will be shown by
direction.

All laboratory data will be listed, but only for participants with any post-baseline
abnormality.

5.3 VITAL SIGNS
5.3.1 Available data

The following vital signs parameters are collected: systolic (SBP) and diastolic blood
pressure (DBP), heart rate, body temperature and weight.

5.3.2 Derivation rules
Abnormalities are defined in below table.

SBP DBP Temperature
(mmHg) (mmHg) (°C)

Low <90 <45 <35.8
Normal 90-150 45-90 35.8-37.5
High  >150 >90 >37.5

Note: For the worst-case analysis visits, as defined in section 2.2.5, an additional
category low + high is defined in case there are both low and high post-baseline
values.

BMI will only be used in the C-GTI derivations.

533 Presentation of results

VS parameters (without BMI) will be summarized by means of descriptive statistics
at each analysis visit. Actual values and changes from baseline will be shown in the
same table.

Abnormalities will be presented as a cross-tabulation of the abnormality at each
post-baseline analysis visit and at the worst-case analysis visit versus the baseline
abnormality. This table will also show numbers of participants with treatment-
emergent abnormalities (see Definition of terms).

All vital signs data will be listed, but only for participants with any post-baseline
abnormality or any reading determined as clinically significant by the investigator.

5.4 ELECTROCARDIOGRAMS

54.1 Available data

The following electrocardiogram (ECG) parameters will be collected: heart rate (HR),
QRS interval, PR interval, QT interval, QTcF and QTcB.
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54.2 Derivation rules
Abnormalities for HR, QRS and PR interval are defined in below table.
HR (bpm) PR (ms) QRS (ms)

Low <40 <120 -
Normal 40-100 120-220  0-120
High >100 >220 >120

Note: For the worst-case analysis visit, as defined in section 2.2.5, an additional
category low + high is defined in case there are both low and high post-baseline
values.
For QTcB and QTcF interval (ms), the following categories are defined:
e Actual values:

<450 (normal)
1450; 480]
1480; 500]
> 500
e Changes:

o <30 (normal)

o 130; 60]

o >60

o O O O

Note: The worst-case, as defined in section 2.2.5, is the highest post-baseline value
and associated change.

5.4.3 Presentation of results
Uncorrected QT interval will only be listed.

Continuous ECG parameters will be summarized by means of descriptive statistics at
each analysis visit. Actual values and changes from baseline will be shown in the
same table.

Abnormalities of the actual values will be presented as a cross-tabulation of the
abnormality at each post-baseline analysis visit, and at the worst-case analysis visit
versus the baseline abnormality. This table will also show numbers and cumulative
numbers over decreasing abnormalities (QTcF and QTcB only) of participants with
treatment-emergent abnormalities. The denominator for the percentage is the total
number of participants per treatment and per analysis visit in the safety analysis set.

Abnormalities of the QTcF and QTcB changes from baseline will be presented as a
tabulation of the change from baseline abnormality at each post-baseline analysis visit
and at the worst-case analysis visit. This table will also show cumulative numbers
over decreasing change from baseline abnormalities of participants. The denominator
for the percentage is the total number of participants per treatment and per analysis
visit in the safety analysis set.
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All ECG data will be listed, but only for participants with any post-baseline
abnormality.

5.5 PHYSICAL EXAMINATIONS
5.5.1 Available data
Physical examination results per body system will be available.

5.5.2 Presentation of results

Abnormal physical examination results will be listed.
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6. CHANGES TO THE PLANNED ANALYSIS

6.1 CHANGES NOT COVERED BY PROTOCOL AMENDMENTS BEFORE
DATABASE LOCK

Analysis visit labels deviate from the visit labels in the schedule of assessments of the
protocol to accommodate the example in the ICH E3 guideline annex IIL

NCPD, time to CR and time to DC for PV+PF participants are added to the fixed-
sequence testing procedure.

NCPD (mg/kg/day) is calculated for different periods as [the sum of (equivalent doses
taking into account daily dose frequency)/(body weight in kg)]/(period duration in
days) with body weight of visit closest before or at each start of prednisone equivalent
medication record instead of using weight at baseline.

The following extra analyses will be conducted, which are not covered in the clinical
study protocol (CSP):

- Cox proportional hazard model on time to event endpoints
- Stratified Mann-Whitney test on NCPD and GTI endpoints
- Selected endpoints on the subset of PF participants

The following extra endpoints will be derived, which are not covered in the CSP (see
section 4.1.2.3 and 3.5.2):

- Time to CRmin

- NCPD defined for different periods

- Cumulative prednisone dose (mg) over different periods
- Time to first flare for different periods

- Proportions of participants with DC/CR

- Duration of CRmin

The CSP pre-specified a list of medications whose use is to be considered an
intercurrent event to be handled using the composite strategy. These medications
were: immunosuppressants or dapsone, IVIg at immunomodulating doses,
immunoadsorption or plasma exchange, rituximab or anti-CD20 biologics and IV
corticosteroids. In this SAP, the following therapies, not mentioned in the CSP, have
also been added as intercurrent events to be handled with the composite strategy:
tetracyclines and any interventional study drug under development for pemphigus.

The following analysis, covered in the CSP, will not be performed since no
comparable historical data are available for the control arm in the PF literature:

- The magnitude of the effect of efgartigimod PH20 SC compared to placebo in
the PF subpopulation will be evaluated using the posterior distribution of the
treatment effect (difference between efgartigimod PH20 SC and placebo)
obtained in a Bayesian analysis. This Bayesian analysis will incorporate
historical data for the placebo in an informative maximum a posteriori
probability estimate prior with robustness modifier.
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6.2 CHANGES NOT COVERED BY PROTOCOL AMENDMENTS AFTER

DATABASE LOCK
Not applicable.

6.3 CHANGES TO THE FINAL STATISTICAL ANALYSIS PLAN

Not applicable.
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8. LIST OF TABLES AND LISTINGS

8.1 TABLES

Note: tables to be produced for the topline results (TL) are indicated in last column
GENERAL CHARACTERISTICS

14.1.1.1 Analysis Sets SCR TL
14.1.1.2 Summary of Disposition SCR TL
14.1.1.3 Participant Disposition by Country and Site SAF
14.1.1.4 Participant Disposition by Analysis Visits SAF
14.1.1.5 Analysis Phase/Period Duration SAF TL
14.1.1.6 Treatment Discontinuation SAF TL
14.1.1.7 Study Discontinuation SCR TL
14.1.1.8 Major Protocol Deviations SAF
14.1.1.9 Minor Protocol Deviations SAF
14.1.2.1 Demographic Data SAF TL
14.1.2.2 Baseline Disease Characteristics SAF TL
14.1.2.3 Medical History SAF
14.1.2.4 Concomitant Diseases SAF
14.1.2.5 Prior Therapies by ATC Class (Level 1 and 3) and SAF TL
Generic Term
14.1.2.6 Concomitant Therapies by ATC Class (Level 1 and 3) and SAF

Generic Term

14.1.2.7 Intercurrent Events of Unallowed Therapies that may SAF
Influence Efficacy by ATC Class (Level 1 and 3) and
Generic Term

14.1.2.8 Concomitant Prednisone Administration for Pemphigus SAF TL
by ATC Class (Level 1 and 3) and Generic Term

14.1.2.9 IMP Administration SAF TL

14.1.2.10 IMP Self Administration Training of Participants SAF

14.1.2.11 IMP Self Administration Training of Caregivers SAF

14.1.2.12 Type of IMP Administration SAF

EFFICACY

14.2.1.1.1 Overview of Primary and Key Secondary Endpoints - mITT TL
mITT

14.2.1.1.2.1 Proportion of PV Participants Who Achieved CRmin - mITT TL

Cochran-Mantel-Haenszel - mITT-PV
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14.2.1.1.2.2  Proportion of PV Participants Who Achieved CRmin - mITT
Cochran-Mantel-Haenszel (Supplementary Analysis:
Treatment Policy) - mITT-PV

14.2.1.1.2.3 Proportion of PV Participants Who Achieved CRmin - PP
Cochran-Mantel-Haenszel - PP-PV

14.2.1.1.2.4  Proportion of PV Participants Who Achieved CRmin - mITT
Cochran-Mantel-Haenszel - mITT Excluding Data
Impacted by the Conflict in Ukraine-PV

14.2.1.1.3.1 Proportion of PV Participants Who Achieved CRmin at mITT
30 Weeks Landmark - Cochran-Mantel-Haenszel - mITT-
PV

14.2.1.1.3.2  Proportion of PV Participants Who Achieved CRmin at mITT
30 Weeks Landmark (Sensitivity Analysis) - Cochran-
Mantel-Haenszel - mITT-PV

14.2.1.2.1.1 Proportion of PV+PF Participants Who Achieved CRmin  mITT
- Cochran-Mantel-Haenszel - mITT

14.2.1.2.1.2  Proportion of PV+PF Participants Who Achieved CRmin ~ mITT
- Cochran-Mantel-Haenszel (Supplementary Analysis:
Treatment Policy) - mITT

14.2.1.2.1.3 Proportion of PV+PF Participants Who Achieved CRmin PP
- Cochran-Mantel-Haenszel - PP

14.2.1.2.1.4  Proportion of PV+PF Participants Who Achieved CRmin ~ mITT
- Cochran-Mantel-Haenszel - mITT Excluding Data
Impacted by the Conflict in Ukraine

14.2.1.2.1.5 Proportion of PV+PF Participants Who Achieved CRmin ~ mITT
at 30 Weeks Landmark - Cochran-Mantel-Haenszel -
mITT

14.2.1.2.1.6  Proportion of PV+PF Participants Who Achieved CRmin ~ mITT
at 30 Weeks Landmark (Sensitivity Analysis) - Cochran-
Mantel-Haenszel - mITT

14.2.1.2.1.7 Proportion of PF Participants Who Achieved CRmin - mlITT
Cochran-Mantel-Haenszel - mITT-PF

14.2.1.2.1.8 Proportion of PF Participants Who Achieved CRmin at 30 mITT
Weeks Landmark - Cochran-Mantel-Haenszel - mITT-PF

14.2.1.2.2.1 NCPD in PV Participants: Descriptive Statistics - mITT-  mITT
PV

14.2.1.2.2.2  NCPD over Planned Treatment Phase in PV Participants:  mITT
ANCOVA - mITT-PV

14.2.1.2.2.3  NCPD in PV Participants: Descriptive Statistics - mITT

(Supplementary Analysis: Treatment Policy) - mITT-PV

Page 64 of 98

System version: 3.0 | Status: Approved | Vault UID: VV-CLIN-003183

TL

TL

TL

TL

TL

TL

TL



Statistical Analysis Plan

ARGX-113-1904 Final analysis Final 2.0 of 22NOV2023

14.2.1.2.2.4  NCPD over Planned Treatment Phase in PV Participants:  mITT
ANCOVA (Supplementary Analysis: Treatment Policy) -
mITT-PV

14.2.1.2.2.5 NCPD in PV Participants: Descriptive Statistics - PP-PV PP

14.2.1.2.2.6  NCPD over Planned Treatment Phase in PV Participants: PP
ANCOVA - PP-PV

14.2.1.2.2.7  NCPD in PV Participants: Descriptive Statistics - mITT mITT
Excluding Data Impacted by the Conflict in Ukraine-PV

14.2.1.2.2.8  NCPD over Planned Treatment Phase in PV Participants:  mITT
ANCOVA - mITT Excluding Data Impacted by the
Conflict in Ukraine-PV

14.2.1.2.2.9  NCPD over Planned Treatment Phase in PV Participants:  mITT
Stratified Mann-Whitney test - mITT-PV

14.2.1.2.2.10 NCPD in PF Participants: Descriptive Statistics — mITT- ~ mITT
PF

14.2.1.2.2.11 NCPD over Planned Treatment Phase in PF Participants: ~ mITT
ANCOVA —mITT-PF

14.2.1.2.2.12 NCPD in PV+PF Participants: Descriptive Statistics - mITT
mITT

14.2.1.2.2.13 NCPD over Planned Treatment Phase in PV+PF mlITT
Participants: ANCOVA - mITT

14.2.1.2.2.14  Cumulative Prednisone dose in PV Participants: mITT
Descriptive Statistics - mITT-PV

14.2.1.2.2.15 Cumulative Prednisone dose in PV+PF Participants: mITT
Descriptive Statistics - mITT

14.2.1.2.3.1 Time to DC in PV Participants: Descriptive Statistics - mlITT
Logrank Test - mITT-PV

14.2.1.2.3.2  Time to DC in PV Participants: Cox Regression - mITT- ~ mITT
PV

14.2.1.23.3 Time to DC in PV Participants: Descriptive Statistics mlITT
(Supplementary Analysis: Treatment Policy) - Logrank
Test - mITT-PV

14.2.1.23.4  Time to DC in PV Participants (Supplementary Analysis: mITT
Treatment Policy): Cox Regression - mITT-PV

14.2.1.2.3.5 Time to DC in PV Participants: Descriptive Statistics - PP
Logrank Test - PP-PV

14.2.1.23.6  Time to DC in PV Participants: Descriptive Statistics - mITT

Logrank Test - mITT Excluding Data Impacted by the
Conflict in Ukraine-PV
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14.2.1.2.3.7  Time to DC in PF Participants: Descriptive Statistics - mlITT
Logrank Test — mITT-PF

14.2.1.2.3.8 Time to DC in PV+PF Participants: Descriptive Statistics mITT
- Logrank Test - mITT

14.2.1.23.9  Time to DC in PV+PF Participants: Cox Regression - mITT
mITT

14.2.1.2.4.1 Time to CR in PV Participants: Descriptive Statistics - mITT
Logrank Test - mITT-PV

14.2.1.2.4.2  Time to CR in PV Participants: Cox Regression - mITT-  mITT
PV

14.2.1.243 Time to CR in PV Participants: Descriptive Statistics mlITT
(Supplementary Analysis: Treatment Policy) - Logrank
Test - mITT-PV

14.2.1.244  Time to CR in PV Participants (Supplementary Analysis: mITT
Treatment Policy): Cox Regression - mITT-PV

14.2.1.2.4.5 Time to CR in PV Participants: Descriptive Statistics - PP
Logrank Test - PP-PV

14.2.1.2.4.6  Time to CR in PV Participants: Descriptive Statistics - mITT
Logrank Test - mITT Excluding Data Impacted by the
Conlflict in Ukraine-PV

14.2.1.2.4.7  Time to CR in PF Participants: Descriptive Statistics - mITT
Logrank Test - mITT-PF

14.2.1.2.4.8 Time to CR in PV+PF Participants: Descriptive Statistics  mITT
- Logrank Test - mITT

14.2.1.2.4.9  Time to CR in PV+PF Participants: Cox Regression - mlITT
mITT

14.2.1.2.5.1 Proportion of Participants Who Achieved CRmin - mITT  mITT
- by Subgroups

14.2.1.2.5.2 Proportion of PV Participants Who Achieved CRmin — mITT
mITT-PV - by Subgroups

14.2.1.2.5.3  NCPD: Descriptive Statistics - mITT - by Subgroups mITT

14.2.1.2.5.4  Time to DC: Descriptive Statistics - mITT - by Subgroups mITT

14.2.1.2.5.5 Time to CR: Descriptive Statistics - mITT - by Subgroups mITT

14.2.1.3.1.1 Time to CRmin in PV Participants: Descriptive Statistics - mITT
Logrank Test - mITT-PV

14.2.1.3.1.2  Time to CRmin in PF Participants: Descriptive Statistics - mITT

Logrank Test - mITT-PF
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14.2.1.3.1.3 Time to CRmin in PF+PV Participants: Descriptive mITT TL
Statistics - Logrank Test - mITT

14.2.1.3.2.1 Proportion of PV Participants Who Achieved DC - mITT
Cochran-Mantel-Haenszel - mITT-PV

14.2.1.3.2.2 Proportion of PF Participants Who Achieved DC - mITT- mITT
PF

14.2.1.3.2.3 Proportion of PV+PF Participants Who Achieved DC - mITT
Cochran-Mantel-Haenszel - mITT

14.2.1.3.3.1 Proportion of PV Participants Who Achieved CR - mlITT
Cochran-Mantel-Haenszel - mITT-PV

14.2.1.3.3.2  Proportion of PF Participants Who Achieved CR - mITT- mITT
PF

14.2.1.33.3 Proportion of PV+PF Participants Who Achieved CR - mITT
Cochran-Mantel-Haenszel - mITT

14.2.1.3.4.1 Proportion of Treatment Failures in PV Participants - mlITT
Cochran-Mantel-Haenszel - mITT-PV

14.2.1.3.4.2  Reason of Treatment Failures in PV Participants - mITT
Tabulation - mITT-PV

14.2.1.3.4.3 Proportion of Treatment Failures in PV+PF Participants - mITT
Cochran-Mantel-Haenszel - mITT

14.2.1.3.44  Reason of Treatment Failures in PV+PF Participants - mITT
Tabulation - mITT

14.2.1.3.5.1 Number of Flares in PV Participants: Descriptive mITT
Statistics - mITT-PV

14.2.1.3.5.2  Number of Flares in PV Participants: ANCOVA - mITT- mITT
PV

14.2.1.3.5.3 Time to First Flare in PV Participants: Descriptive mITT TL
Statistics - Logrank Test - mITT-PV

14.2.1.3.5.4  Proportion of PV Participants with Flare - Cochran- mITT
Mantel-Haenszel - mITT-PV

14.2.1.3.5.,5  Number of Flares in PV+PF Participants: Descriptive mITT
Statistics - mITT

14.2.1.3.5.6  Number of Flares in PV+PF Participants: ANCOVA - mlITT
mITT

14.2.1.3.5.7  Time to First Flare in PV+PF Participants: Descriptive mITT TL
Statistics - Logrank Test - mITT

14.2.1.3.5.8  Proportion of PV+PF Participants with Flare - Cochran- mITT

Mantel-Haenszel - mITT
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14.2.1.3.5.9  Time to First Flare in PF Participants: Descriptive mlITT
Statistics - Logrank Test — mITT-PF

14.2.1.3.6.1 Duration of CRmin in PV Participants: Descriptive mlITT
Statistics - Logrank Test - mITT-PV

14.2.1.3.6.2 Duration of CRmin in PF Participants: Descriptive mITT
Statistics - Logrank Test - mITT-PF

14.2.1.3.6.3 Duration of CRmin in PV+PF Participants: Descriptive mlTT
Statistics - Logrank Test - mITT

14.2.1.3.7.1 PDAI in PV Participants: Descriptive Statistics of Actual ~mITT
Values, Changes from Baseline and Percent Changes from
Baseline on LOCF by Visit - mITT-PV

14.2.1.3.7.2  PDAIl in PV Participants: Descriptive Statistics of Actual ~mITT
Values, Changes from Baseline and Percent Changes from
Baseline by Period and Visit - mITT-PV

14.2.1.3.7.3 PDAI in PV Participants: ANCOVA on LOCF Changes mITT
from Baseline by Visit - mITT-PV

14.2.1.3.7.4  PDAIl in PF Participants: Descriptive Statistics of Actual ~ mITT
Values, Changes from Baseline and Percent Changes from
Baseline on LOCF by Visit — mITT-PF

14.2.1.3.7.5  PDAI in PF Participants: ANCOVA on LOCF Changes mlITT
from Baseline by Visit — mITT-PF

14.2.1.3.7.6  PDAI in PV+PF Participants: Descriptive Statistics of mlITT
Actual Values, Changes from Baseline and Percent
Changes from Baseline on LOCF by Visit - mITT

14.2.1.3.7.7  PDAI in PV+PF Participants: Descriptive Statistics of mlITT
Actual Values, Changes from Baseline and Percent
Changes from Baseline by Period and Visit - mITT

14.2.1.3.7.8 PDAI in PV+PF Participants: ANCOVA on LOCF mITT
Changes from Baseline by Visit - mITT

14.2.1.3.8.1 C-GTI in PV Participants: Descriptive Statistics of CWS ~ mITT
and AIS at Week 14, Week 30 and Overall - mITT-PV

14.2.1.3.8.2  C-GTIin PV Participants: ANCOVA on CWS and AIS at mITT
Week 14, Week 30 and Overall - mITT-PV

14.2.1.3.8.3 C-GTI in PV Participants: Stratified Mann-Whitney test mlITT
on CWS and AIS at Week 14, Week 30 and Overall -
mlITT-PV

14.2.1.3.84  C-GTI in PV+PF Participants: Descriptive Statistics of mlITT
CWS and AIS at Week 14, Week 30 and Overall - mITT

14.2.1.3.8.5 C-GTI in PV+PF Participants: ANCOVA on CWS and mlITT

AIS at Week 14, Week 30 and Overall - mITT
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14.2.1.3.8.6  C-GTI in PV+PF Participants: Stratified Mann-Whitney mITT
test on CWS and AIS at Week 14, Week 30 and Overall -
mITT

14.2.1.4.1.1 ABQOL in PV Participants: Frequency Tabulation of 17 mITT
Items by Visit - mITT-PV

14.2.1.4.1.2  ABQOL in PV Participants: Descriptive Statistics of mITT
Actual Values and Changes from Baseline by Visit in
ABQOL Total Score - mITT-PV

14.2.1.4.1.3  ABQOL in PV Participants: MMRM on Changes from mITT
Baseline in ABQOL Total Score - mITT-PV

14.2.1.4.1.4  ABQOL in PV+PF Participants: Frequency Tabulation of mITT
17 Items by Visit - mITT

14.2.1.4.1.5 ABQOL in PV+PF Participants: Descriptive Statistics of ~ mITT
Actual Values and Changes from Baseline by Visit in
ABQOL Total Score - mITT

14.2.1.4.1.6  ABQOL in PV+PF Participants: MMRM on Changes mITT
from Baseline in ABQOL Total Score - mITT

14.2.1.4.2.1 EQ-5D-5L in PV Participants: Frequency Tabulation of 5 mlITT
Dimensions by Visit - mITT-PV

14.2.1.42.2  EQ-5D-5L in PV Participants: Descriptive Statistics of mITT
Actual Values and Changes from Baseline by Visit in
VAS Score - mITT-PV

14.2.1.423 EQ-5D-5L in PV Participants: MMRM on Changes from  mITT
Baseline in VAS Score - mITT-PV

14.2.1.42.4  EQ-5D-5L in PV+PF Participants: Frequency Tabulation =~ mITT
of 5 Dimensions by Visit - mITT

14.2.1.4.2.5 EQ-5D-5L in PV+PF Participants: Descriptive Statistics mITT
of Actual Values and Changes from Baseline by Visit in
VAS Score - mITT

14.2.1.42.6  EQ-5D-5L in PV+PF Participants: MMRM on Changes mlITT
from Baseline in VAS Score - mITT

PHARMACOKINETICS

14.2.2.1 Descriptive Statistics of Efgartigimod Serum PK
Concentrations over Time

PHARMACODYNAMICS

14.2.3.1 Descriptive Statistics of Actual Values, Changes from PD

Baseline and Percent Changes from Baseline in Total 1gG
Level and IgG Subtype Levels by Visit
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14.23.2 Descriptive Statistics of Actual Values, Changes from PD
Baseline and Percent Changes from Baseline in Total IgG
Level and IgG Subtype Levels by Visit - by Subgroups

14233 Descriptive Statistics of Actual Values, Changes from PD

Baseline and Percent Changes from Baseline in anti-Dsg-
1/-3 Antibodies by Visit

14.23.4 Descriptive Statistics of Actual Values, Changes from PD
Baseline and Percent Changes from Baseline in anti-Dsg-
1/-3 Antibodies by Visit - by Subgroups

IMMUNOGENICITY

14.2.4.1.1 ADA-EFG: Anti-Drug Antibodies to Efgartigimod SAF
Sample Classification by Analysis Visit by Overall Anti-
Drug Antibodies Participant Classification

14.2.4.1.2 ADA-EFG: Anti-Drug Antibodies to Efgartigimod SAF
Participant Classification, Prevalence and Incidence
14.2.4.1.3 NAb-EFG: Neutralizing Antibodies to Efgartigimod SAF

Sample Classification by Analysis Visit by Overall
Neutralizing Antibodies Participant Classification

1424.1.4 NADb-EFG: Neutralizing Antibodies to Efgartigimod SAF
Participant Classification, Prevalence and Incidence

14.2.4.1.5 Ab-PH20: Antibodies to PH20 Sample Classification by SAF
Analysis Visit by Overall PH20 Anti-Drug Antibodies
Participant Classification

14.2.4.1.6 Ab-PH20: Antibodies to PH20 Participant Classification, =~ SAF
Prevalence and Incidence

14.2.4.1.7 NAb-PH20: Neutralizing Antibodies to PH20 Sample SAF
Classification by Analysis Visit by Overall PH20
Neutralizing Antibodies Participant Classification

14.2.4.1.8 NAb-PH20: Neutralizing Antibodies to PH20 Participant ~ SAF
Classification, Prevalence and Incidence

14.2.4.2.1 NADb-EFG: Neutralizing Antibodies Positives to SAF
Efgartigimod Participant Classification by Overall
Efgartigimod Anti-Drug Antibodies Participant
Classification

14.2.4.2.2 NAb-PH20: Neutralizing Antibodies Positives to PH20 SAF
Participant Classification by Overall PH20 Antibodies
Participant Classification

14.2.4.2.3 Ab-PH20: Antibodies Positives to PH20 Participant SAF
Classification by Overall Efgartigimod Anti-Drug
Antibodies Participant Classification

Page 70 of 98

System version: 3.0 | Status: Approved | Vault UID: VV-CLIN-003183




Statistical Analysis Plan

ARGX-113-1904 Final analysis Final 2.0 of 22NOV2023

14.2.4.3.1 ADA-EFG: Mean Drug Concentration over Time by SAF
Overall ADA Participant Classification

14.2.4.3.2 ADA-EFG: Mean Percent Change from Baseline in Total ~SAF
IgG over Time by Overall ADA Participant Classification

14.2.4.3.3 ADA-EFG: Treatment-Emergent Adverse Events by SAF
MedDRA System Organ Class and Preferred Term by
Overall ADA Participant Classification

14.24.3.4 ADA-EFG: Serious Treatment-Emergent Adverse Events SAF
by MedDRA System Organ Class and Preferred Term by
Overall ADA Participant Classification

14.2.4.3.5 ADA-EFG: Injection Site Reactions by Overall ADA SAF
Participant Classification

14.2.4.3.6 ADA-EFG: Injection-Related Reactions by Overall ADA  SAF
Participant Classification

14.2.4.3.7 ADA-EFG: Proportion of Participants with CRmin within SAF
30 weeks by Overall ADA Participant Classification

14.2.4.4.1 NAb-EFG: Mean Drug Concentration over Time by SAF
Overall NAD Participant Classification

14.2.4.4.2 NAb-EFG: Mean Percent Change from Baseline in Total =~ SAF
IgG over Time by Overall NAb Participant Classification

14.2.4.43 NAb-EFG: Treatment-Emergent Adverse Events by SAF
MedDRA System Organ Class and Preferred Term by
Overall NAD Participant Classification

142444 NAb-EFG: Serious Treatment-Emergent Adverse Events ~ SAF
by MedDRA System Organ Class and Preferred Term by
Overall NAD Participant Classification

14.2.4.4.5 NADb-EFG: Injection Site Reactions by Overall NAb SAF
Participant Classification

14.2.4.4.6 NAD-EFG: Injection-Related Reactions by Overall NAb SAF
Participant Classification

14.2.4.4.7 NADb-EFG: Proportion of Participants with CRmin within =~ SAF
30 weeks by Overall NAD Participant Classification

14.2.4.5.1 Ab-PH20: Mean Drug Concentration over Time by SAF
Overall Ab-PH20 Participant Classification

14.2.4.5.2 Ab-PH20: Mean Percent Change from Baseline in Total SAF
IgG over Time by Overall Ab-PH20 Participant
Classification

14.2.453 Ab-PH20: Treatment-Emergent Adverse Events by SAF
MedDRA System Organ Class and Preferred Term by
Overall Ab-PH20 Participant Classification
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14.24.5.4 Ab-PH20: Serious Treatment-Emergent Adverse Events SAF
by MedDRA System Organ Class and Preferred Term by
Overall Ab-PH20 Participant Classification

14.2.4.5.5 Ab-PH20: Injection Site Reactions by Overall Ab-PH20 SAF
Participant Classification

14.2.4.5.6 Ab-PH20: Injection-Related Reactions by Overall Ab- SAF
PH20 Participant Classification

14.2.4.5.7 Ab-PH20: Proportion of Participants with CRmin within =~ SAF
30 weeks by Overall Ab-PH20 Participant Classification

14.2.4.6.1 ADA-EFG: Descriptive Statistics of ADA Against SAF
Efgartigimod Titer Values by ADA Participant
Classification Against Efgartigimod

14.2.4.6.2 Ab-PH20: Descriptive Statistics of Ab Against PH20 SAF
Titer Values by Ab-PH20 Participant Classification

SAFETY

ADVERSE EVENTS

14.3.1.1 Adverse Events Overview SAF

14.3.1.2 Treatment-Emergent and Post-Treatment Emergent SAF
Adverse Events by MedDRA System Organ Class and
Preferred Term

14.3.1.3 Most Common (>=5% in Any Group) Treatment- SAF
Emergent Adverse Events by MedDRA System Organ
Class and Preferred Term

14.3.1.4 Treatment Related Treatment-Emergent Adverse Events SAF
by MedDRA System Organ Class and Preferred Term

14.3.1.5 Serious Treatment-Emergent Adverse Events by SAF
MedDRA System Organ Class and Preferred Term

14.3.1.6 Serious Treatment Related Treatment-Emergent Adverse =~ SAF
Events by MedDRA System Organ Class and Preferred
Term

14.3.1.7 Serious Prednisone Related Treatment-Emergent Adverse = SAF
Events by MedDRA System Organ Class and Preferred
Term

14.3.1.8 Grade 3 or More Treatment-Emergent Adverse Events by SAF
MedDRA System Organ Class and Preferred Term

14.3.1.9 Treatment Related Grade 3 or More Treatment-Emergent ~ SAF
Adverse Events by MedDRA System Organ Class and
Preferred Term

14.3.1.10 Prednisone Related Treatment-Emergent Adverse Events ~ SAF

by MedDRA System Organ Class and Preferred Term
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14.3.1.11 Procedures Related Treatment-Emergent Adverse Events ~ SAF
by MedDRA System Organ Class and Preferred Term

14.3.1.12 Treatment-Emergent Adverse Events Leading to SAF
Discontinuation of IMP by MedDRA System Organ Class
and Preferred Term

14.3.1.13 Treatment-Emergent Adverse Events of Special Interest SAF
by MedDRA System Organ Class and Preferred Term

14.3.1.14 Treatment Related Treatment-Emergent Adverse Events SAF
of Special Interest by MedDRA System Organ Class and
Preferred Term

14.3.1.15.1 Treatment-Emergent Injection Site Reaction - Overview SAF

14.3.1.15.2 Treatment-Emergent Injection Site Reactions by SAF
MedDRA System Organ Class and Preferred Term

14.3.1.16.1 Treatment-Emergent Injection-Related Reactions by SAF
MedDRA System Organ Class and Preferred Term

14.3.1.16.2 Serious Treatment-Emergent Injection-Related Reactions ~ SAF
by MedDRA System Organ Class and Preferred Term

LABORATORY DATA

14.3.2.1 Descriptive Statistics of Laboratory Test Actual Values SAF
and Changes from Baseline

14.3.2.2 Descriptive Statistics of Albumin and Low-Density SAF
Lipoprotein-Cholesterol (LDL-C) Actual Values, Changes
from Baseline and Percent Changes from Baseline

14.3.2.3 Cross-Tabulation of Laboratory Abnormalities Versus SAF
Baseline Over Time

143.2.4 Cross-Tabulation of Laboratory Toxicity Grades Versus SAF
Baseline Over Time

VITAL SIGNS

143.3.1 Descriptive Statistics of Vital Signs Actual Values and SAF
Changes from Baseline

14332 Cross-Tabulation of Vital Signs Abnormalities Versus SAF
Baseline Over Time

ECG

14.3.4.1 Descriptive Statistics of ECG Actual Values and Changes SAF
from Baseline

14342 Cross-Tabulation of ECG Abnormalities Versus Baseline =~ SAF
Over Time

14.3.4.3 Cross-Tabulation of QTcB/QTcF Abnormalities Versus SAF

Baseline Over Time
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14.34.4 Tabulation of QTc Change Abnormalities Over Time

8.2 LISTINGS
GENERAL CHARACTERISTICS
16.2.1.1  Analysis Sets
16.2.1.2  Study and Treatment Discontinuation
16.2.1.3  Study Visits
16.2.2.1  Protocol Deviations
16.2.2.2  Violations on Eligibility Criteria
16.2.2.3  No-Treatment Participants

16.2.2.4  Covid-19 Related Comments

16.2.4.1  Demographic Data

16.2.4.2  Baseline Disease Characteristics

16.2.4.3  Medical History and Concomitant Disease
16.2.4.4  Prior and Concomitant Therapies

16.2.4.5  Prior and Concomitant Procedures

16.2.4.6  Main Intercurrent Events

16.2.5.1 IMP Administration

16.2.5.2  Prednisone Administration and Cumulative Dose
16.2.5.3  NCPD and Cumulative Dose Until Endpoints
16.2.5.4  IMP Self Administration Training
PHARMACOKINETICS

16.2.5.5 Individual Efgartigimod Serum Concentrations and Actual
Blood Sampling Times

EFFICACY

16.2.6.1  Disease Status and Flares

16.2.6.2  Disease Status: Derived Parameters
16.2.6.3  Lesion Assessment

16.2.6.4 PDAI

16.2.6.5 ABQOL

16.2.6.6 EQ-5D-5L

16.2.6.7 C-GTI

16.2.6.8  GTI Specific List

SAF

SCR
SAF
SAF
SAF
SAF

SCR minus
SAF

SAF
SAF
SAF
SAF
SAF
SAF
SAF
SAF
SAF
SAF
SAF

PK

mlITT
mlITT
mlTT
mlITT
mITT
mlITT
mITT
mlITT
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PHARMACODYNAMICS

16.2.6.9  Total IgG and IgG Subtypes
16.2.6.10 Anti-Dsg-1/-3 Antibodies
IMMUNOGENICITY

16.2.6.11 Efgartigimod Anti-drug Antibodies and Neutralizing
Antibodies

16.2.6.12 PH20 Anti-drug Antibodies and Neutralizing Antibodies

SAFETY
ADVERSE EVENTS

16.2.7.1  Adverse Events
16.2.7.2  Serious Adverse Events
16.2.7.3  Fatal Adverse Events

16.2.7.4  Treatment-Emergent Adverse Events Leading to
Discontinuation of IMP

16.2.7.5  Adverse Events of Special Interest
16.2.7.6  Adverse Events: Coding Information
LABORATORY DATA

16.2.8.1  Laboratory Test Results for Participants with Abnormal
Values

VITAL SIGNS

16.2.9.1  Vital Signs Results for Participants with Abnormal Values
ECG

16.2.10.1 ECG Results for Participants with Abnormal Values
PHYSICAL EXAMINATION

16.2.11.1 Physical Examination Abnormalities

PD
PD

SAF

SAF

SAF
SAF
SAF
SAF

SAF
SAF

SAF

SAF

SAF

SAF
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0. APPENDICES
9.1 MAIN INTERCURRENT EVENTS (ICE)

The conditions below are tailored for the primary endpoint (CRmin). Conditions
based on medication type, minimal dosing and minimal duration apply to the other
endpoints with composite strategy or hypothetical strategy. However, conditions like
“in the last 12 weeks before achieving CRmin” are specific for CRmin only. For these
strategies, NCPD is calculated until and excluding the first day of ICE unless
specified otherwise.

9.1.1

9.12

9.1.3

Immunosuppressants or dapsone at therapeutic doses for at
least 4 weeks in total in the last 12 weeks before achieving
CRmin

e Azathioprine, at least 1 mg/kg/day

e Mycophenolate mofetil, at least 2 g/day

e  Mycophenolic acid, at least 1000 mg/day

e Mycophenolate mofetil hydrochloride, at least 2 g/day

e Cyclophosphamide, at least 1 mg/kg/day, or IV pulse 500 mg/month

e Methotrexate (sodium), at least 5 mg/week (in Japan), whereas 10
mg/week in Europe

e Ciclosporin, at least 3 mg/kg/day

e Dapsone, at least 1 mg/kg/day

e Hydroxychloroquine sulfate, at least 400mg/day
e Thalidomide, at least 50mg/day

For CRmin and time to CRmin these events should occur in the last 12
weeks before CRmin to be considered as an ICE. NCPD is calculated until
and including the last day of the applicable 4 weeks intake.

1IVIg/SClg at immunomodulating dose (=1 g/kg/month)
before achieving CRmin
e ‘Immunoglobulins NOS’ or ‘Immunoglobulin G Human’ or

‘Immunoglobulins’ or ‘Immunoglobulin Human Normal’ or ‘Anti-D
Immunoglobulin

and cmroute="INTRAVENOUS’ or 'SSUBCUTANEOUS".
Immunoadsorption or plasma exchange (at least 1
procedure) before achieving CRmin

e ‘Plasmapheresis’ or ‘Immunoadsorption therapy’ as PRDECOD, at least
one cycle
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9.1.4

9.1.5

9.1.6

9.1.7

Rituximab or other anti-CD20 biologics (at least 1 infusion)
before achieving CRmin

Rituximab, at least one cycle of 1 g or 375 mg/m?

Obinutuzumab

Ofatumumab

Ocrelizumab

Ibritumomab tiuxetan

Veltuzumab

Tocilizumab

1V or IM corticosteroids

administered (at least 1 administration, any dose) once the participant
has achieved minimal prednisone (or prednisone equivalent) dose of <=
10 mg/day (i.e., during the 8 week period required in the protocol to
confirm the CRmin status) or administered at any moment before
achieving CRmin in any of the three following situations:

a) more than 60 mg of prednisone equivalent for 3 consecutive days
b) more than 40 mg of prednisone equivalent for 4 consecutive days
¢) more than 7 days in total

medications with ATC level2 ="H02 CORTICOSTEROIDS FOR
SYSTEMIC USE’ and cmroute="INTRAVENOUS’ or
‘INTRAMUSCULAR’

For endpoints other than CRmin and time to CRmin, any administration of
this type of medication is to be considered as an ICE.

Tetracyclines administered at least 100 mg/day for at least
2 weeks in total

medications with ATC level4 = ‘TETRACYCLINES’

For CRmin and time to CRmin these events should occur in the last 10
weeks before CRmin to be considered as an ICE. NCPD is calculated until
and including the last day of the applicable 2 weeks intake.

Any interventional study drug under development for
pemphigus given before achieving CRmin

medications under development for pemphigus will be evaluated during
the course of the study
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9.2 SAS CODE
9.2.1 MMRM model

Calculate &meanbase. as mean of base of all unique participants in FAS.

922 ANCOVA model

Note: this is the script for NCPD. For other variables this code needs to be adapted
according the model specifications in section 4.1. For example, for PDAI, the
dependent variable is CHG and the baseline value needs to be added to the set of
covariables.

923 Time to event analysis: stratified Fleming-Harrington
weighted logrank test

NS
N
AN

Time to event analysis: logrank test
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RS

and CI

2.5 Cochran-Mantel-Haenszel test with Klingenberg midpoint
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NS
N
N

N

Cox Proportional Hazard regression model

2.7 Stratified Mann-Whitney test
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9.3 GTI: DERIVATION OF CWS AND AIS
9.3.1 Allocate weights

Weights per item are attributed as specified below. GTI at Wx is evaluated versus
previous GTI assessment. The first time point is referred to as start (or previous) and
the second time point within each comparison is referred to as follow-up (or current).

Increase, decrease or no change in medication intake compared to previous
assessment are checked in the GTI assessment. A missing evaluation, including for
external data, will be considered as no change with weight=0.

External GTI data (i.e. LDL/HbA1c¢/BP and BMI) are allocated to a GTI assessment
based on dates. The last available value of these external data since previous GTI
assessment will be used.

Changes from severe to moderate do not have any impact on calculation of
CWS/AIS. Severe outcome on an item however is captured on the specific list (SL).

93.1.1 BMI (COMPARED TO PREVIOUS ASSESSMENT)
e Moderate decrease in the direction of the normal range [<25 kg/ m?] by

at least 5 BMI units -36
e Minor decrease in the direction of the normal range [<25 kg/ m?] by
more than 2 but less than 5 BMI units -21
e No significant change (BMI remains within +/- 2 BMI units compared
with start) OR BMI remains <25 kg/ m? 0
e Minor increase in BMI (increase by more than 2 but less than 5 BMI
units, to above the upper limit of normal BMI [>25kg/m?]) 21

e Moderate increase in BMI (increase by at least 5 BMI units above
normal BMI [>25kg/m?]) 36
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9312 GLUCOSE TOLERANCE (COMPARED TO PREVIOUS ASSESSMENT)

e Moderate improvement in glucose tolerance: -44
o HbAlc declined >10% from start AND medication decrease
e Minor improvement in glucose tolerance: -32

o HbAIlc declined >10% from start AND no medication increase
(unchanged or missing) AND start HbAlc > 5.7

HbA1c within 10% of start AND decrease in diabetic medication
HbA1lc < 5.7 AND decrease in diabetic medication AND HbAlc
increased >10%

o No significant change in glucose tolerance: 0

o HbAlc within 10% of start or (start and follow-up) HbAlc < 5.7
AND no change in medication (or missing)

o HbAIlc increased > 10% of start AND a decrease in medication
AND follow-up HbAlc > 5.7

o HbAlc decreased by > 10% of start AND an increase in
medication
e Minor worsening of glucose tolerance or medication status: 32

o HbAlc increased >10% of start AND no change in medication
(or missing) AND follow-up HbAlc>5.7%

o HbAlc within 10% of start AND increase in diabetic medication

e Moderate worsening of glucose tolerance despite increased diabetic
treatment: 44

o HbAIlc increased >10% of start AND an increase in diabetic
medication AND follow-up HbAlc > 5.7%

Note: changes in medication for glucose control, used in the above weight
derivations, are assessed as a GTI specific question.
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9313 BLOOD PRESSURE (COMPARED TO PREVIOUS ASSESSMENT)

Moderate improvement in BP: -44

o Decrease in either systolic or diastolic BP of >10% of start AND
medication decrease AND start systolic BP >120 mmHg or start
diastolic BP > 85 mmHg

e Minor improvement in BP: -19

o Decrease in either systolic or diastolic BP of >10% of start AND
no medication increase (unchanged or missing) AND start
systolic BP >120 mmHg or start diastolic BP > 85 mmHg

o Systolic AND diastolic BP within 10% of start AND a decrease
in medication

o Systolic BP < 120 and diastolic BP < 85 (both start and end)
AND a decrease in medication

[ ]

No significant change in BP: 0

o Systolic AND diastolic BP within 10% of start or (start and
follow-up) systolic / diastolic BP < 120/85 resp AND no change
in medication (or missing)

o Increase in systolic or diastolic BP >10% of start AND a
decrease in medication AND follow-up systolic BP >120 mmHg
or diastolic BP > 85 mmHg

o Decrease in systolic or diastolic BP of > 10% of start AND an
increase in medication AND start systolic BP >120 mmHg or
diastolic BP > 85 mmHg

e Minor worsening of BP: 19

o Increase in systolic or diastolic BP >10% of start AND no
change in medication (or missing) AND follow-up systolic BP
>120 mmHg or diastolic BP > 85 mmHg

o Systolic AND diastolic BP within 10% of start AND an increase
in medication

o Systolic BP < 120 and diastolic BP < 85 (both start and end)
AND an increase in medication

[ ]

Moderate worsening of BP despite treatment 44

o Increase in systolic or diastolic BP >10% of start AND an
increase in medication AND follow-up systolic BP >120 mmHg
or diastolic BP > 85 mmHg

Notes:

1. changes in medication for BP control, used in the above weight derivations, are
assessed as a GTI specific question.

2. check > normal range and > 10% needs to be done separately for systolic and
diastolic BP. In case of both an increase and decrease occurs, this is considered as no
change in BP and the score will be based on the change in medication (score = +/-19
for increase/decrease, score = 0 for no change).
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3. Hypertensive Emergency =Y or PRES =Y at current visit is provided a score 44

regardless of

the value at previous visit

9314 LiPID METABOLISM (LDL COMPARED TO PREVIOUS ASSESSMENT)

[ ]

Notes:

Moderate improvement in lipids: -30

o Decrease in LDL concentration >10% of start AND medication
decrease

Minor improvement in lipids: -10

o Decrease in LDL concentration >10% of start AND no change in
medication (or missing) AND start above target range

o LDL within 10% of start AND decrease in medication

No significant change in lipids: 0
o LDL within 10% of start AND no change in medication (or
missing)

Increase in LDL > 10% of start AND decrease in medication

Decrease in LDL > 10% of start AND no medication change (or
missing) AND start LDL below or equal target range

o Decrease in LDL > 10% of start AND increase in medication
Minor worsening of LDL or medication status: 10

o Increase in LDL >10% of start AND no change in medication
(or missing)

o LDL within 10% of start of start AND increase in medication
Worsening of LDL despite treatment: 30
o Increase in LDL >10% of start AND an increase in medication

1. changes in medication for lipid control, used in the above weight derivations, are

assessed as a

GTI specific question.

2. target range for LDL is 1.81mmol/L

9315 GLUCOCORTICOID-INDUCED MYOPATHY (COMPARED TO PREVIOUS

ASSESSMENT)

e Moderate/severe weakness to none: -63
o Moderate/severe weakness to mild weakness: -54
o Mild weakness to none: -9
e No significant change: 0

e None to mild weakness: 9

o Mild to Moderate/severe weakness: 54
e None to Moderate/severe weakness: 63
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9.3.1.6

SKIN TOXICITY (COMPARED TO PREVIOUS ASSESSMENT)

Allocate weights for each of the 5 subitems : acneiform rash, easy bruising, hirsutism,
atrophy/striae, erosions/tears/ulcerations

e Moderate/severe to none:

e Moderate/severe to minor:

e  Minor to none:

e No significant change:

e None to minor:

e minor to moderate/severe:

e None to moderate/severe:

Note: minor and mild or used fully interchangeable.

-26
-18
-8
0

8
18
26

For the derivation from the grading to severe, moderate, minor (or mild): see table

underneath:

Minor/Mild

Moderate

Severe (Specific Domain)

Acneiform rash (Grades 1-2)

Acneiform rash (Grade 3)

Acneiform rash (Grade 4)

Easy bruising (Grade 1)

Easy bruising (Grade 2)

Hirsutism (Grade 1)

Hirsutism (Grade 2)

Atrophy/Striae (Grade 1)

Atrophy/Striae (Grade 2)

Atrophy/Striae (Grade 3)

Erosions/Tears/Ulcerations
(Grade 1)

Erosions/Tears/Ulcerations
(Grade 2)

Erosions/Tears/Ulcerations
(Grade 3)
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9318

INEUROPSYCHIATRIC EFFECTS (COMPARED TO PREVIOUS ASSESSMENT)

Allocate weights for each of the 4 subitems : insomnia, mania, cognitive impairment,

depression

e Moderate/severe to none:
e Moderate/severe to minor:
e  Minor to none:

e No significant change:

e None to minor:

e Minor to moderate/severe:

e None to moderate/severe:

Notes:

-74
-63
-11
0
11
63
74

1. presence of psychosis or glucocorticoid-induced violence (as captured in the GTI
specific list) always has weight=74. Disappearance of psychosis or glucocorticoid-
induced violence has weight=-74.

2. minor and mild or used fully interchangeable

For the derivation from the grading to severe, moderate, minor (or mild): see table

underneath:

Minor/Mild

Moderate

Severe (Specific Domain)

Insomnia — (Grade 1)

Insomnia — (Grade 2)

Mania (Grade 1)

Mania (Grade 2)

Mania (Grade 3)

Cognitive impairment (Grade

1)

Cognitive impairment (Grade
2)

Cognitive impairment (Grade

3)

Depression (Grade 1)

Depression (Grade 2)

Depression (Grade 3)

9.3.1.9 INFECTION (COMPARED TO PREVIOUS ASSESSMENT)
e No significant infection: 0
e Specific infections < Grade 3 (oral or vaginal candidiasis,
uncomplicated zoster): 19
e Grade 3, 4, or 5 or complicated herpes zoster: 93
Note:

Special case domain: each infection is a distinct event, so infections only have
worsening. That means that a subject may have Infection grade 3 at W14 and again at
W30 and the subjects may be assigned a score of 93 for the worsening from W14 to
W30 if the investigator has collected ‘Infection’ at W30.
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932 CWS and AIS calculation
93.2.1 cws

The CWS is calculated as the sum of the worsening items: i.e. with weights >0. For
the items with subitems, i.e. skin toxicity and neuropsychiatric effects, only the
subitem with the highest positive weight is used. As an example, if neither insomnia
nor depression were present at the start of the GTI interval but there is mild insomnia
and moderate depression present at post-baseline, then only the moderate depression
is used for the neuropsychiatric weight (+74 points).

In the CWS calculation, the most severe infection in every GTI interval is scored (so
in case of 2 periods, the score for an infection is counted twice for the overall CWS).

CWS is calculated at W14 and at W30 as the sum of the worsening items in all post-
baseline timepoints up to that timepoint respectively. The overall CWS is the sum of
all worsening items over all post-baseline timepoints.

9322 AlS

With the AIS, improvement as well as worsening is included in the calculations of the
sum of the items. For the items with subitems, i.e. skin toxicity and neuropsychiatric
effects, only the subitem with the highest positive weight is used as well as the
subitem with the lowest negative weight is used. For example: if the highest positive
skin subitem is +26 and the highest negative skin subitem is -18, then skin weight for
AlS is +8.

AIS is calculated at W14 and at W30 as the sum of the items in all post-baseline
timepoints up to that timepoint respectively. The overall AIS is the sum over all post-
baseline timepoints.

Page 87 of 98

System version: 3.0 | Status: Approved | Vault UID: VV-CLIN-003183



€81€00-NI'TD-AA :dIN ANEA | peAoIddy sl | (¢ UOTSIOA WAISAS

8640 88 230

ye<

9>

051>

CL<

8'1I<

ce>

80>

N1+ 0°0I<
N1 0C<
NN 0°0C<

NN« 0C<

N1« 0°6<
¥ Havad

Vel e<

9-L>

0S°1-SL° 1>
CLY9<
8'1-9'1I<
cE9e>
80-6'0>

NIl 0°01-0"¢<
NN 0C-6<
NTIN% 0°0C-0°5<
>

0c>

NI 0C-6<
N1 0°6-0¢C<
€ 4avad

['e-6c<

L8>
SL'1-00C>
7'9-0'9<
9I-¢'I<
9°¢-0v>
60-0'1>

NI 0°€-C'I<
NI S-€<
NI 0°6-67¢C<
>

0C-0¢>

NI« S-€<
N1« 0TS I<
CHAVHED

6'CN1N<
8-NTT>
00°CT-NTT>
0'9-NT1N<
SI-NT1N<
0V-NTI>
0'I-NTI>
NTN« S'1-0"1<
NI« €-1<
NTNs% $T-0'1<
¢eNTT>
0€-NTT>
NTNx €-1<
N1« S'1-0'1<
1 AAVID

/10w
p/Sw
/10w
Tp/Sw

/10w

p/Sw
1 \~OEE

1p/3
1/3

yun

31y (Pe3021109) WnIofe))

MO] (Pa1921109) WNId[R)

Y31y (pozIuor) wnioje)

MOT (pazruor) wniofe))
(1e107) urqnayrg
oseIdysuey ourwe djeyedsy

aseyeydsoyd aureyy

ungy

OSBIOJSURI) OUTWIE JUIUR[Y
(onearoued) asejAury
HALINVIAVd
L10T ‘LT WQWLAON :0°SA ‘AVILOD
"SISA[BUE [BO1ISIIE)S

oy ur pajuswd[dwr St /£ [0 ‘L7 IOQUIDAON :(°SA ‘YLD SIUOAH ISIAPY J0J BLIAIID) AFO[OUTULID [, UOWTIO)) dY} MOY[ SJUIWNIOP J[qe) MO[og

(0°SA “AVDLD) SAAvID ALIDIXOL 16

€COTAONTCT IO 0T [eulq

SISAJeue [eur]

Y061-€11-XDIV

ue[d SISA[euy [eonsnels




8640 68 230

€81€00-NI'TD-AA :dIN ANEA | peAoIddy sl | (¢ UOTSIOA WAISAS

0cI>

0L<

0°L<

s>

g

0°8<

0ce<

L 0>

€0>

NN« 0°6<
0e>

L1>

N1 0°0¢<
NI 0°9<
N1 0°01<
005<
¢6Cl<
Cel<

¥ 1avad

0CI-0€1>
0°L-09<
0°L-09<
¢C0e>
§Ccoe>
0'8-0¢<
0€°¢-€CI<

L 060>
€0v'0>

N1« 0°6-0C<
0¢-0v>

L1-cc>

NT% 0°0C-0°6<
NTI1x 09-0°¢<
NT1Nx 0°01-0°<
005-00¥<

6 Clve0I<
SEI-CTI<

€ HAVID

079-¢°¢<
0'9-¢°6<
0°¢e-NTI>
0°E-NTI>

6'0-C1>
7'0-5°0>
NI« 0TS I<
0t-66>
cT0e>
NI 0°6-67C<
N1« 0°€-G'I<
NI 0°6-67C<
00¥-00¢<
Ye01-CLL<
STI-CTI<
CHAVYED

0€I-NTT>
S¢-N1IN<
¢'S-NT1N<
0'¢-N1N<

€T I-NTIN<
CI-NTT>
SO-NTT>
NN« S 1-0°I<
SS-NTI>
0°¢-NTT>
NTN% ST-0'I<
NN« S 1-0°I<
NTN% ST-0'I<
00¢-NT1N<
SLL-NTN<
STI-NTIN<
14avaD

/10w
1/bqu
/10w
1/bgw
‘H \ ~OSE

p/Sw

7/1owwu

Tp/3w

/1o

Tp/Sw
‘HEOEE

p/Sw

“T/[owtu

p/Sw
nup

MO[ WNIPOS

U3y wnisseloq

MO[ WNISSBIOJ

U3y wnisouge

MO[ WNISQUIeN

osedr

[ 1] ao07 (Sunsey) asoonjn

oserojsuer) [Awren[3-ewwen)

ouIuneaI)

oSeUD] QUNBAI)

[019389]0YD

HALINVIVd

€COTAONTCT IO 0T [eulq

SISAJeue [eur]

Y061-€11-XDIV

ue[d SISA[euy [eonsnels




€81€00-NI'TD-AA :dIN ANEA | peAoIddy sl | (¢ UOTSIOA WAISAS

8640 06 2304

000ST> 000S2-00005> 0000$-000S > 000SL-NTT> LWUW/S)UNod
ST> $T-06> 0S-SL> SL-NTT> 1/e313 s1o11e[d
005> 00$-0001> 0001-00ST> 00ST-NTT> LWUW/SHUNod
$'0> $'0-0'T> 01-S'1> S I-NTT> 7/e818 (Junos anjosqe) spiydonnoN
- 0000T< 0000Z-000%< - (WIT/SIUN0d
- 0Z< 0Z-t< - /€313 Y31y (3unoo aynjosqe) sojkooydwd |
00T> 002-005> 005-008> 008-NTT> LU/SJUNod
0T 0> 02°0-05°0> 0$°0-08°0> 08°0-NTT> 1/e313 MO[ (Junod ainjosqe) sarkooydwAi ]
- NN+ §'T< NTN+ ST 1< NN« ST-TI< Oljel PAZI[eULIOU [EUOIBUIOIU]
NTT« ST0> NTT« ST0-0S0>  NTT«050-SL°0> NTT«SL0-00T> udoutiqry
05> 0$-002> 002-00$> 00S-NTT> (WUT/SIUN0d
500> $0°0-0T°0> 02°0-05"0> 0S°0-NTT> 1/e313 unod o
payroads jou
- NTNx §°T< NN ST-SI< NN« ST-01< 10 pajeanoe) owm unsejdoquiory jenied
0001< 0001-005< 00S-00€< 00€-0S1 p/Sw
pII< v I1-0L'6< 0L'S-Th' €< E-ILT /10w SOpLICOATSIL],
091< 091-SS1< §ST-0ST< 0ST-N'IN< 1/bgu
091< 091-SS1< $ST-0S1< 0ST-NIN< /10w Y31y wnipog
0zI> 0TI-0€1> - 0€I-NTT> 7/bqu
HAVID € AAVID CHAVID 1 AdvVdD ynun AALANVIVd
€COTAONTT IO 0T [eul] sis[eue [eur,| Y061-€1 [-XDUV

ue[d SISA[euy [eonsnels




€81€00-NI'TD-AA :dIN ANEA | peAoIddy sl | (¢ UOTSIOA WAISAS

8640 16 2304

"poudisse

9q 0} SI 9peI3 YoIyM UO JGNOP OU SIABI] dN[BA 3} JI POALIOP 3q A[UO [[IM 9pRIS © “SUISSIW ST N'T /N1 9S8 U] "PAIdPISU0D 9q [[IM VDD JO sonjea
poxy o3 ATuo pue paiousrt oq [[IM NTT/NTN (sopeid 10yS1y uoAd 10) | opeid Jo i 1omof/reddn oy ueyl 10Mo[/10Y31Y ST NTT/NI) 9S8O UJ :910N

0001>

¥ 1avad

0001-000C>

‘(Jeaw & J9)j& pue 9s0p I9)Je sInoy § "3°9) Aep swes e uo sajdwes [eow-jsod pajnpayos
Jo aseo u1 pue ‘(sojdwes pajnpayosun Ajjensn) unsej-uou (d10M) seam 1ojoweted oy} 10j (s)insa1 oipeiods (&) A[uo uaym ‘(umouun ‘sojduwes
po[npayosun ‘3°9) paIe[odp UIQ JOU JABY UMBIP Sem J[dures oy Yorym Ojul SUOIIPU0d 3unsey 3y} uoym parjdde oq osye [[I4 uonmugap apein) [1]

000Z-000€> 000E-NTT> LUW/S1UN0d
> NTT> 1/e313
AaAviId 1 HAVID nun

S[[99 POO[q AMYM
AALANVIVd

€COTAONTCT IO 0T [eulq

SISAJeue [eur]

Y061-€11-XDIV

ue[d SISA[euy [eonsnels




€81€00-NI'TD-AA :dIN ANEA | peAoIddy sl | (¢ UOTSIOA WAISAS

8640 26 230

X X X 8. g X JuStan pue WERH
X Agdersowag
21025 Iouetoprad
X Axspotmresy
2 sampaoond sarderat
SUTIONUONT SNONUTIN0D) X JuRrmoouos)
X FAEoomedolsT 1
EIIJTID
X X TOTSN]IXa /WOISIIU]
X =JU3STU0) PAULIOFU]
aImpadoig
[JUIWISSISSY
’ sde v " .
SAep g7 i w S4ep T <L+ TA Siep gF | sdep ox MopuIAy STy
- 1-a
M+ a ME+ . TEAL Uy ) oy ) qD mun (za) (T | @I -
V503 | @I/S0T EN munourgs | man ) mmyd | (e ST R ek
/ / 1 Ty 1 ; 1 : A € sa a
[EM
ur i
S| % | | D Spon| mpemagm| AW -

dn| tEmdn| T | TEM | B3 SEaA b L1949 3jis-H0 10 SHISIA )15 - TAQUINA] JIST A

-Mmof[o -uoped g SJISTA MIS-TQ | awmor] Y22 O AT 5

Aood sSEsIA ST | T AP39AL z

SIISTA [RUOTJLATISQO JISIA Afuo SJISTA [ = qmn..
dn-sofo.1 Ikl urmpe JINI | uoneAsqO | (@1 poLIag [eLiL

/sod
JUIWEAT]

SINHSSASSY 40 A'TNAAHOS

£6

€COTAONTCT IO 0T [eulq

SISAJeue [eur]

Y061-€11-XDIV

ue[d SISA[euy [eonsnels




€81€00-NI'TO-AA dIN }NBA | poaoiddy

8640 £6 2304

1SNJR)S | ()°€ ‘UOTISIOA WIRISAS

K

X

sodiBooIEmaT
¥ Ansmmayd [earm)

Jsa
Aoueusand wmnrag

§53
TOT2JUT [ENA AT

:Surpdumes poopg

X

A5
Kouensaid amin

5

omSISA[EULI]

U OHEZTIIODTIE

L1091y
[ea151ns pue [edtpajy

X

903

SUSTS [eia
PUE TOHETTIIEX
[EsAgd

mw.?_w T

jsdep

(i

mm._,.a_u TE

“L+TA

siep ¥

siep oz

ML+ d
/5907

AE+
ai/seq

Tem

TEA
[1Um urary

Ty
[ LI )

uury
[LELLLL )

O mun
(eAV) ST

(Ta)
sa

(1A
Ia

Ia
0 1-da

AMOPUIAL HSTA

Haa Ay Le ey

SEAL
gn| rEMLdn

-smoqog | MONed

48NN

TeEM

[jun urargy
RETH{LESEETY
f L1942
SHSIA IS-TQ

IRy

[UUN sHaa4
+ L1943
SISTA AJIS-TUQ)

PITINTD)
[mun systa
9150 10

Ao AP AL

J4D mun
SJISTA 31

-0 AP AL

dn-aofo 3

=ic |
/503

SJISTA [LUOLEATIISQO

JISTA Ao
ummrpe Ny

SJISTA B
WO EAIISQO

(19) TA

JUSTLIESIT

fuaang

TBQUINN JISTA

poLI3J [eLIT

€COTAONTCT IO 0T [eulq

sIsA[eue [eur,]

Y061-€11-XDIV

ue[d SISA[euy [eonsnels




€81€00-NI'TD-AA :dIN ANEA | peAoIddy sl | (¢ UOTSIOA WAISAS

8640 +6 230

Prgoid
® = % [evondisUED VAR
. suonemdod
X X X 1991 pue -
= (SITAYOLAD pue
X X X 5% X X g % Aomads sadiiqns
Kpoquueo)ne HET
(sRam 7 ARn3) wiSeTpogquuUE
X X X X X x X Sy
- o SITPOqUIE
X X gX X X X X X X X monEmaE A
- noS2dIqns
X X 9.4 X X X X X X X 531 pure 53] [EI0T
X X Fgk X X X b4 X X voAd
P s L
X X pe | X X X X X X X g-Ssg-noe
puUE [-Ss-NUY
. siep e . : s
mm.:“c £F i . mw.wc_.. FHL+TA mw.»@—u IF | SAEp O=F ALOPUTAN JISTA
-3 a
" . il 0} TT-a@
M a Me+ S5k TEM L) g ) A mun W) (a)) BIe T
TseT | aI/seT [ urry ) mun ) mun ) (M) s1@ 8a 1a
TeM
LIt ] T
SBEM m [HIN U mun _w.."_wm..w Ew_:. .“M—up -4 [
dn| FEM s 4 e TR m#_wm.ﬁ R ERE] 3)1s-10 10 m:,wa..w o 7 IOGUIMN FSEA
-moqog | “Womed  {raaa et I i -0 AP{3I AN 2
: SYSIA B)IS-TIQ) ISLA 21 T ARPIAL s
SIISTA [EUOTEATIISGO JISEA AJUO SIISLA [ - m
: A| (T8 1A
dn-sofoj ._MMM umupe JIVI | WoLRAIEQO) [ LT
_ TLELITERG

€COTAONTCT IO 0T [eulq

SISAJeue [eur]

Y061-€11-XDIV

ue[d SISA[euy [eonsnels




€81€00-NI'TD-AA *AIN NA | paaoiddy :smeig | (°¢ UOISIA WSKS

8640 §6 2304
- 4 ) € x X X 3 X X X 4 dvad
v - - = 2:UONENSTITIPE JINT
gEmuren
X X uonEnsTIIpE
J1°s dNI
X »X X =X X d1o
X X X X X »(100EY
ISJUIWSSISSY TOO)
aq:(SATS PRI
aX X wX X 1e) Aydersojoyg
eSS PaNs
X =X - 1e) sarsdoiq uys
:saIpNysqns
Audiouas
* » VTH-UOW Y TH
v siep geac . -
Sdep g7 3 g SAep TF L+ TA jSiep 73 | sdep o= AOPUIA JISTy
a
RUVER' § (U SR (0 ) LES) Wem| @) @G e
soq | aI/sod [Hun urung) mun o mun y>H (A s1@ sa 1a
| AN
S mun Uy ) D pIIED | gy mun
StA dn| 2 | 15 19)J¢ S}IaM - Tryum SHEta SJISIA IS 13qUIN Y JIst
dn ..m—.wf x| = A " - - # L1949 as-woto | ,J = 7 I9qUInN JISTA
-wogog | MO spsia ays-ug | SV INS-UO | smoy AppPany T m
SJISIA [RUONIRAIISqO ys1A sjuo S)ISIA [ | T m.
dn-sofo 3 a3 urmpe i\ | uoneAsqQ - . poLiag [eniy
/S0
Jjusumealy
E€COTAONCT¥° 0T IeUrg stsA[eue [eut] YO6T-E11-XDUV

ue[q SISA[eUY [eonsnelS

SIS




€81€00-NITO-AA ‘dIN MNEA | pAA0Iddy :smelg | (¢ [UOTSIoA WwalsKg

Q4 10 96 2301
“syisia dn-mof[o] 50 sAep ¢ pUe pouad [aTEan A7) SULNP SAEP TF AJE SMOPUIM JISIA [EL],
JETR 211 JO pU2 A1)
aq [ FEM oM 01 Joud Juaunean papia oy siuedioted 10 CPIEMUTO [ A\ THOI] 3000 JSE] 18 JJA] STHATaa1 s 212m oym sjuedronred asomq 107 pamnbax
3q Aquo s psta do-mofjoy eM YL SO61-ETT-XOUV [E1 TTO A W [[orm Jou op ofm sjuedioned 107 (211 aq) Jo pua a1 st (g 1sta dn-mofof) 8EM 5
TWONAISIP S J0JESHSAAT 21 JE SNUHT0I ABUT SISIA a)Is-TUQ M) U [iis st iuedionied aq wnjuod
0] PIAM]IE ST UTURYD) [HUN saam 7 A1aaa yoedionred a1 [jed pinoys 10]eS0S3AT 31T / A\ 210J2q J0U Inq D) 2a2m]oe sjuedionred 2000 pamofje 218 sjIsia o |
oM PUE [M U32m13q
PRAIT]IE ST JF “2015-U0 10 10T 1€ | WIR]) [HIN SPSIA 3]15-00 10 JW0T ATy, N0 0] 13J21) isia  AJU0 TONENSTUNIPE AL, 2[qLST2 1] 31 ST
WSIA [ W\ ST "0/ UEL) IAI[IE2 PRAIIIE ST QD) [T U243 ‘SUONENSITINIPE JMU0T 0] STWY2IMS 210]3q pannbal aze g 0 [M/(TH) [A “SISIA 2)15-U0 § Jo WNUimo ¥ |
UIBSE PAIIIE ST [HUN SHISIA JUS-U0 A[}33M 0] TWHUAI PINOT[s ) SUIASIIE I2)JE T[] JO SUOISI MIT LM
siuedionie UOTETIIONUT JI0UI 10] § TOND2S UOII3S 32§ ‘pamiiofiad 3q 0] paau SJUSTISSISSE JUAIIIIP 1ISTA 211 10 TOSEI 31 U0 Swpuada(] 1sia pa[npayasun
we annbar Aetu ST{] 10D 241 0} 20D pinoys syuedionred ‘swoseal Aages oo 3o are)y STy stnedionsed 2 Aq papodar st SUOISI] Mt pajoadsns JO asEd U]
"BEM PUE HEA 18 sUsta dn-moffo] 2T 2a(dwod [ C06T £11 OV [ I710 21 0T [[orua
10m op oym syuedionIed CoaT-£11-XOHV [EMW TTO =1 W [Joru2 ofpm syuedionsed 107 [e11) 211 Jo pua 21 2q [[lm gaigm ‘(g /50q Ae[dmod [im syredionted [y ,
WSTA= A S§aam=\ S[[32 POOJq AMM=")F M JISIA PA[NPaTRSIN=SN[] S[[22 PO0]q Pai=Dgy SoUunjodemIeyd=" “Xapu] eary
aseasi] snamdwad=[v (4 WoIsulx2 [2qe[-tado=3T( Jonpoid [EWm2Ipatu [ETOHESNSAM=g ] TTHI0] JU25T00 Pallliofii=J2] 0 UNqo[SoUnuim=08] {Ua50ue
21A00qN3] TEWN=TH “X2pU] ANIIX0 ] PIOII030IN[D=] ) JUOWIOY SULE[NTIMS-2[AI[0I=HS] "APIUS JO pUI=507 DONEPTOSUOD JO PUa=07 ‘UONENTTTOISIP
AJrEa=d TWEIS0IpIEl0NI2[2=007 M[S0IUsIp=55(] 20UIISIONFOUNTIUIUT J23Ap=J1( JONU0D I5eSIP=(J ‘Aep=(] ‘AJEI [EWTUTIT UQ Y I=UMINR)
“WOISSTINRT [EITHT[D A32]dIo3=)]) ‘X2pUT SSEMW APOq=TJN[ ‘2UT25eq="Td ‘TOHENSIIMUPE=UTIPE :2[1T Jo ANjend) aseasy] sno[jng Unmmony=TOOgY

SIONTOTT STONTNTLD) STopTow Y
X X 374 X X % X 11 LJ2de] auosmupalg
b4 X b4 b X 8, & X b4 qfUSTUSS3ISSE 3SEISI
JSAep £F m.,mw SAep IF L + TA Sdep x| siep o= ALOPUTAY JISTA
[ .—.lﬂ—
‘1 d j 0 1-d
ML @ Mg+ o TEA g g Wwywm| (W] () 9 I T
a/sed | ai/sed [un g mun gD [ULUS 9] (ea) s1@ 8a 1d
TEA
ur
S mun g ) e P | s mm
S8EAL & N uun sysas [num syIsia .

dn| tEMdn| % | TEAL | TepEsRem T i-ician SHISLL 23S ” TIQUINN JISTA

B -0 g t AlaAl ~ 2 -mo AQ39 AL n

MO0 T SJISTA BJT5-TI0) SPISIA SJIS-TID) | ATMOT] A3 AL =

SJISLA [RTOTRATASO) JISLA A0 S)ISLA [© = qmu.
dn-sofo g HiEl ummpe JINI | TeneAIsqO ) @ poLtag [eIiL

/8507
SLETITTLERY

€TOTAONTT 0 0 [eulq sIsJeue [eur P061-€11-XDUV

ue[d sIsk[euy [eonsnels |®@ﬂ
G,




€81€00-NITO-AA ‘dIN MNEA | pAA0Iddy :smelg | (¢ [UOTSIoA WwalsKg

QA 10 /6 2301
VISTA ST S CEM TAV(TE) A 38 2sopard uaes 3q pas sapdioes "o pue [A/(TE) A B33 3D Swastyde syuedionred 101 @F/S0T [HUN SPSTA 1510
1 s)j2am  AI2A2 UaYE] 2q [M sI[dues Pasam]ie ST YD) DU PIAIAS]0 ST IITPM JISTA A1) 1E PUE SIISTA IS-T0 1€ sY=2m 4 ATan2 U1 pue g, o) TAV(TE)ITA
wo sy2am 7 ATaa3 asopard pais2) 2q [ (s2pdioes ewrsepd ur) Q7 HAWHT SWIESE SAIPOqUUE pue (S[dIWEs WIS UT) POUNSIIES]a 0 SAIpOqRUe SIp-nuy
“Aprys 2t SUInp UOETIIOEA JO 30U2MINI00 todn paprdap 2q [[iv s1sATene
107 simodawmn T ST 10] PRAI2SI PUE U2yE) s2]dures wWinias ) [2Iew (Uonemp 25e101s “a[dioes U2Zo] 2wn[oA wiuas) sjuamannbar apdures 2 2mpaga
(2) pue Suedionred 21 0) U2ATS UORETWIOEA U1 J0] J[QE[IEAE ST 1521 € 12 () Suedionred 21 0) U2ATS SEM TONETIIDEA € I(R2M (&) Uo spuadap satpoqrue
TOTETII0EA JO SUM1S2) [ENYOE 21 (T[2IE252T [EUCTHPPE IO PUE SIIPOqIITE TONEMIIEA SUIPN[IUT) [IIEI53T [ETONIPPE 10 TAXE) 2q [[m (s)opdmes enxa wy
“asopard uagje} 2jdures poofq € wol AJJENUAD PAANSEAW 2q [ (OS] pUE "£08] 7991
“[9E1) sadAaqns s pue HI] [E101 SIAYIEWIONG ((Id) onuenipoderreyd 3T ELIRID UOTSN[IX2 PUE UOTSN]IW JO 1ed SE PaISEaT 24 [[im HS] [El0] Sm=ams 1y
"PIIASTUTIUPE ST JINT J1 U3} 2 AJUO [T
d 0] sapduoes poojq SIISIA PI[NpPaTPsun 1y pamelqo a1e sjuedioned +7 mwogg sapduoes [mun (Aep [F) 11 U0 pUE £(J B0 UajE] 2q [[ia [dures Y4 [ewomippe
Y “(paJaISTURUpPE ST JTA 23914 SIIS1A 18 TONENSTUNIPE JIAT JO LIEIS ST 310J3q SIN0T ¢ UNpiim) asopaid uaje:r aq [iam sajdums poolq “Justussasse d 10 |,
TONqE pUE Wa10id [E10) PIOE 1M “SapLR0A]EN J011sI[0Y2 [E101 (- TAH) (032153010
maoxdodn Arsuap-yang (D-Ta 1) [orsarotp maioxdody Ansuap-mo] (HQT) 2seuaSoipAny2p anele] (4Tv) 2seeqdsond aumee (qMD) mareid aansear-o
(1D5) 2sela]suen [ATUeIN[E-eUNneS “WqAYq [e10! (1Y) 2serajsuenomue euedse ([ Ty) 2SEISTENOUNHE JUTEfE (N 19) U500 E2I0 POO]q 2IUEIEA[D
AWUMEDD UL (ITVqH) 21V Wmqo[Fotmay wniajed wnisseiod wnipos sapnjom apfeid ANsmuatd poofq T TENUIIIP JIIM 10102 JEM 10102
13721e7d uNnod HE (ADI) WN]oA TErOsNAI00 UESTH “PIJ0JETS GOS0t sapnjout afiford ASojolewat ST “AJu0 FMUAIIS 1€ (] [JE) sum unsepdoquuony
[enred pa1eAnRoE J0 (JNI) ONEl PIZIEWLION [EUOTEIURIT PUE SUSIA [[E JE ANSIUSTD poojq pue AS0[0ietna1 Jpn[aul [[lu si1sa) AJOJeIoqe] poo]q [eaTur]) .
-smyeys [esnedoustmsod WAIUI0D 0] 153 S J0 [enuajod SWIeaqpio Jo Utom Ul patmiopiad aq jsnm js3) Admendard wnias € “Smuealns 1y 5
“s2Tpoquue (ATH) STUIA ADUSTIIJ2PoUNIUIN UEWN] PUE (WA ) YA I28U2ssat ADH s2ipoquue (ADH) snma Oy suneday WO
(AgH) swna g suneday “(ogH-nue) Apoquue 2100 g syneday (sgy-nue) Apoquue aoepms g suneday (SysgH) WRENUE 20epms g suneday fog Stus3) [EIA 5
D JO WL 21 e pUE (D) ISJE PUE 210J3q) SHR3M { AI3A3 30UO0 ISE] 18 SHSTA 3)15-U0 SULnp AJ[EJ0] PZAJEUE PUE PRINPU0D 3q [[Im 1531 Aouensand auun v 4
"(T4/S0F [HUN S1ISTA 2115-T0 JE SY2am + AT2A2 TSI PUE OM)
0] T/ oI AR[3am uaye] aq [im sajdimes gy pue TA(TE) T A Usamlaq D) Smaanyae syoedionred 10 (19/S0T [HUN SISTA 2)15-T0 JE S22M { AT3Ad UaNE] 24
[T SaTAIIES “PAASIIE ST 20U PAAIISAO0 ST LM NISTA 21 1E PUE SHa2M + ATIAI T PUE A% 01 TAV(TEH)T A WoX Yaam 41342 Uayel aq [rim sajdmes
‘(Jeturouqe 2re synsal 152) m2101d 10 poofq J1) moNEUHEXS 21d0o0sS0IDTT PUE 3sEIAls2 ApAo0qna]
“AIT "UIFOMWIQOIN GNINIY "poo]q “sauolay “asodn]d warerd "Hd "AmaelE aoads apn[am [ia pue poriaw Yousdip Aq pataropiad aq [ sTSATEUIIN |
"Swsop 01 Joud PUE “UL 2IE SIUATUSSISSE JUL[ISEq IO 2I0J2q PUE (TV(Id 52) Pauijuod 20e syo2y2 AI[IqisT]a [je 1243 | Aep wo 20ed ayel [[1M UoNeZIuopuey
PAAENO[ED 3q [P GII0 PUE IO “AENUSD pesl aq [ (Jesraim $ pue 10 Md el
17e2T) H)F PSIA 25-T0 1¥20 2] 18 paumropiad 2q PINOYS JUSSISSE 1) T2 JISIA 21T5-U0 TE M 2PIIUI0D J0T S30p USIA TTAM 31 J1 TIA 18 U23e] 2q 01 DT |
1531 ST (] 15€2] 1€ Jayge juawdinbs prepuels Sursn pamsesww 2q [[iv )€l Ueay pue amssaid poofq 2undng “amyeradu=) Apoq
PUE “2)€3 1137 “2amssaid poojq JTOISEIP PUE JOISAS IPN[IUT SIGITAFASEINT VSIS [EFLA JISIA 2)15-U0 22 JE Pj2]diwod 2q [[IM GONEUTEXa [edisityd ajapdwod ¥
“Bmsop azojaq paraydmod 2q pinots mpadold 10 JUSTSSISSE I “PAIASTUNTPE ST JIAT [IIM U SHSIA 1Y ¢
JUSWIRINSEST 1SE] S 3JUTS S5UEYD SNOLAQO UE Ua2q SEY 213U} J1 PAINSEat aq os[e [[ix JSiay "QI/SoT Pt “(JISIA )1s-U0 UE (s
SPIIWIOD JOU S0P ST A\ JT 1ISTA 2)15-TI0 JX2T 311 10) ST M YoM Je “Fwimaards Je (AJSUpIodde paje[nafed aq [[im [ pUE) paInseatd aq [[im JSam pue NSy |
“AI0)ST] [EQTPTU THOI] S[QE[IEAE 10T JT pannbar AJug m
"g01 paudts € papracid ser uedionred 21 210Jaq PAIENTIN 3q TED SIUNDSSISSE PAL[AI-[EM ON] =

€COTAONTCT IO 0T [eulq

SISAJeue [eur] Y061-€1 1-XDUV

ue[d SISA[euy [eonsnels WM wm




€81€00-NITO-AA ‘dIN MNEA | pAA0Iddy :smelg | (¢ [UOTSIoA WwalsKg

8640 86 2304

(pateat] 2ALY SUOISI] JO IO 10 2,08 Aewrxordde pue syaam
0 JO WU € J0J p2do[2Aap 3AEY SUOTISI] MU OU “STJ}) DOT PIUTEISNS IAYE SHI23m § J0 ) SWAMOE I0JE s¥22M 7 UIdaq [ Suiradel asop auosmupaid 4
“JESTUSSISSE ISEISIP IOJ SN[) € 3O] NI I 0]
3MWOD PIOOT]S STOTSI] MIT JAET] PUE ) PRASNDE ALY oM sjuedionied 2unjie] JUatmear) pue “Ie[f (FoyD) Adeiam jo uorsstuas aajdmod (wung)) Adezsig
[EUIUTTT G0 TOISSTIRT 212]dwod (1)) BoIsSTuas [e3NH[3 A2[dwod (Do) BONEPHOSTOd Jo pua *((J(I) [OHU0D I5ESIP 2PN[IW sIjatneied JUSTISSISSE 5L,
‘pousad do-mof[o] Ia-Juatmeat) A1 J2[dwod 1M ¢OaT-£1 1-XOWY (M 0JUT I3A0 [[01 JOU op ot sInediotired 1M UE IIIER ¢O4T-C11-KOWV e
T7IO S 0N JAA0 [[OF 0 PIMOT[E 3q [[TAL TTURT ) SUTASNE I3JE JIE[ 10 "3M[IE] JUSWNEIT) 300a113d¥a oym syuedionied "['7°91 01 UONHI3S 0 I3J3T “STOTINSU
BULIONUOW J122ds-AUENNI) 10 STUELS [EJIIT]D JA1[) 0} SUTPIOIOE PISEI[T 2 [ SITedioTue “suonenstumupe wnbasqns 12178 ST ¢ | JoJ pue
UOLENSTUIUPE 1SIT 311 I21JE JN0T | ISE] 1€ JOJ 3415 U1 1E urewal plnots syoedionred ‘Sunoynow Aages Iadosd amsua 0 "UTURgD) [UUN PIIASTUTIUPE 3q [T JINTsz
‘(papaau g1 Ajuo) evondo st UONENSIUTUPE-F[3S 10} SUIUIEN “I3JEIIAT) P2I3)STURIpE
ST AT USTAL £ JO SE SHSIA § 1SIY 31 Sunap (Tern {06 1-£1 [-XOWV U UT 10U “[E11 IO Y} W U33s210F) AT ISISTUTIpE J[35 0} paumey 3q [m sjmedionied o
JISTA UIS-U0 1X30 31 1 paumiopad
3 PINOYS JUITISSISSE L U JISTA T5-U0 UE (A IPIANTI0D 10U $20P STM I "dF/SOT PUE ST A SUIISEQ 18 AJUO PIIogiad 3¢ [[Ia JUSTISSISSE 1) 31
TISTA 21S-T0 X230 21 & panmiopiad 2q pnoys JUaMssIsse
3T} BT} “JISTA 2JTS-T0 UE (T4 JPIDWIOD 10T S0P JISTA CTAL 21 JT 'SUSTA QF/SO0F PUe “CTM “(SAL) S22 - I2)Je “amjaseq 1k patmoriad aq [ SIUaMmssassy
“Ananoe 1amMo Ae o) roud palapdurod 2q o1 218 sameTUonsang) .,
“sImodatun AJETPITLSIT 1E U3YE] 3q 0S[E AR S3In1dld
PRAEDIPUT 25€ 2IEY PUE [ "D FUHaseq o sjmod Jwn 0Uepns € Sy IoJesnsaAm ) Jo yuswspnl sad uanjel 2q A€ SUOTSAS [EDMUOIETE WUAIIIP JO SIMUI,
-sasodind oYmuatos 107 (PAASTDE Uaaq JOU SET] DOT 2580 W) (JF/50T 1 10 (J0T) s121sT[q
JO 9,08 Jo Burea] Iaye pue ampaseq e voyedied ATejunjoa U0 pastq A]2[0S PAII[[OD 3q [T EUOTS[-UOU | pue [euorsay-u1ad | “saisdorg uiys W § oM,
"SI pue aumjeseq e patoprad aq [ra Smdousd v IH-UoW Y TH -
/SO ¥E PUE (£1M 310J3q J1 PAAIasqO ST
| [ON]M JE BISTA 211 30) £ 1M 1B PUE (S0 ) SHoam + 1ayJe “awmjaseq Je pauizepiad 2q s sajgoid jeuonduosuen iy pue suonended [[a0-1 pue -g 1o sojdues
“pasn 2q [ (F/S0F PUE (€M 230f2q JT PAAIasqo ST D) TOIM 18 MISIA 311 10) £TAL
(S sHaam ¢ 12)Je “aurjaseq o] sjonbije “sasAfene A1oiioads Arejusmajdmiod pue saUTHoIAD 10 ] "sasATeue Anargidads pue adAjqns ©S] 10T pasn 2q [[ia spmod
awm [[e wol sionbije wniag (F/S0T [HUN SISTA 3115-T0 18 SY23M § ATaA3 U} PUE “Q A ‘PAAIIS]0 ST 203TM 1STA 1 "G AN “TM/(TE) 1A 18 UayE] 29 [im
sapdmes gy pUE [ TH) 1A B2aau2q D Smasme siuedionred 10 (/S0T [HUN SIESTA J15-T0 18 sY22m { A2 TajEl 2 [l s2[dIOES “Param]ae sT D 3200
"PAAIISQO ST YD) M JISIA I 18 PUE (N2 6 “CA TAV[TE]TA) SHRaM ¢ A3242 TaNE) 3q [[m Aporraads pue sadAjqus Apoquueoyne D3] 10] Surjdures poold .
“safduoes
VAV 2amsod patunuoed e 107 pajsal 3q [ (QEN) STpoquiue SUIZITENNRN “(T/S0T [HUN SITSTA 31S-U0 18 sY3aMm  AJ2A2 UM pUE ‘01 M PRAIISQO STHD M.B-._B

€COTAONTCT IO 0T [eulq

SISAJeue [eur] Y061-€1 1-XDUV

ue[d SISA[euy [eonsnels WM wm




