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Oversight and Insight within a Fast-Moving Biotech Company

= COMPANY OVERVIEW
= TRIAL OVERSIGHT
= INSIGHT GENERATION

= KEY LEARNINGS
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argenx? Deep Antibody Pipeline of
Differentiated Candidates

Program Formul. Disease State Clinical Trial Preclinical Phase 1 Proof of Registrational Approved
Concept
v gMG Ceneralized Myasthenia Gravis Oa.&t V'V VGART
i ety mod ats Acat
SC gMG Generalized Myasthenia Gravis od.\!")l VVVGART "yiius
v ITP Primary Immune Thrombocytopenia %m
SC |Tp Primary Immune Thrombocytopenia 'ﬁjv’;xv\‘:e
|
PV & PF Pernphigus Vulgaris and Foliaceus (Iddv’(’\’*
_ |
Chronic Inflammatory Demyelinating ‘;‘n |
CIDP Polyneuropathy achere™
Bullous Pemphigoid ballad.
- B v
Efgartigimod
p |
Myositis Idiopathic Inflammatory Myopathies alﬂ’\;m ‘
|
Post-COVID Postural Orthostatic
pc_pOTS Tachycardia Syndrome aolnl‘o
pSS Primary Sjogren's Syndrome pre
MN Membranous Nephropathy
LN Lupus Nephritis
TED Thyroid Eye Disease
AMR Antibody Mediated Rejection
AAV ANCA-Assocated Vasculitis
MMN Multifocal Mator Neuropathy 4rda
ARGX-117
DGF Delayed Graft Function
DM Dermatomyositis
ARGX-119 Neuromuscular Indications R —

Key: I:intravenous SC: subcutaneous @ Neurology @ Hematology / Rheumatology @ Dermatology Nephrology argenx ®
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2019 — 2021: Establishing a strong foundation for efficiency, scalability and de-risking
staff dependency within Clinical Development

Structured
Data Repository
&
Statistical Computing

Environment

Partner Eco System:
SAS Institute & OCS Consulting

Solution:
SAS Life Science Analytics Framework

(SAS LSAF)
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Cross Functional
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https://www.sas.com/en_us/software/life-science-analytics-framework.html
https://www.sas.com/en_us/software/life-science-analytics-framework.html
https://www.sas.com/en_us/software/life-science-analytics-framework.html
https://www.sas.com/en_us/software/life-science-analytics-framework.html
https://www.formedix.com/clinical-metadata-repository/
https://www.formedix.com/clinical-metadata-repository/
https://www.formedix.com/clinical-metadata-repository/
https://www.formedix.com/clinical-metadata-repository/

Near Real Time Data Flow AS IS

MONTHLY SDTM delivery by DM-CRO partners
(2022'2023) » Trial Oversight by argenx DM

* Generic ADaM and Patient Profiles by argenx QS
* Medical Review using DM-CRO listings, Patient profiles and Data Visualizations

TO BE
+ WEEKLY (or DAILY if required) Generic SDTM creation by argenx DM

* Improved Trial Oversight by argenx DM

* Weekly Generic ADaM and Patient Profiles by argenx QS

* Medical Review on near-real time data (weekly instead of monthly)
* Supports also Improved Trial Oversight for argenx Sample Managers

®
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Near Real Time Data Flow
(2022-2023)

PHASE | of the project
EDC Raw Data Pull
From Medidata Rave into SAS LSAF

for multiple DM-CRO partners

(weekly/daily)

59 Life Science Analytics Framework - Repository
@ B Do X5 THed iSO | BELPrAER| R E 3
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@ <@ argx-113 0o 5 repository ilems
3 G , e 113000 O T.t Name % Size  Modified By Date Modified
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B BT ;
B “Biem O ftos_rave_01_pull_zip job 1.66 KB argenx general May 8, 2023, 2:43 PM GMT+02
[} <0 g_somm a fios_rave_02_unzip raw job 1.66 KB argenx general May 8, 2023, 2:43 PM GMT+02
0 current
"ot O B fips_rave_03_timestamp_clean job 184KB argenx general May 8, 2023, 2.43 PM GMT+02
=] <02 jobs O fe fios_rave_run_all_jobs job 1.36 KB argenx general May 8, 2023, 2:43 PM GMT+02
oy =13
= * 5 input
= =13
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e * 4 _sam
] * 23 5_output
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110 reposttory items, 1 selected

2c9.5aslkdat
£cguns sasThdat
bgscs sasThdat
sligyl.sasTbdas

Froperties  Permissions

Content type.

Type.

Size

Version

Created by

Date created

Modified by

1 Date modified.

Properties modified by

cate modified

Propertie:

Lock status

Checkout status:

Copy to workspace:

Source:

application/x-sas-data

SAS Data Set

2155K8

argenx general

Sep 18, 2023, 8.02 AM GMT+02.00

argenx general

Sep 18, 2023, 8.04 AM GMT+02:00

argenx general

Sep 18. 2023, 8:03 AM GMT+02:00

Unlocked

Not checked out

Asow all
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Near Real Time Data Flow

(2022-2023) Mapping Engine for gSDTM within SAS LSAF

v Selection partner / solution (Q4 2022)
v' Development MVP (Q1 2023)

PHASE Il of the project Including 5 pilot trials

priority domains DM, EC/EX, DS, AE, CM, T-DOMAINS
Creation of generic SDTM [ gSDTM ]

-~
(weekly/daily) = MERNG  socsuniis

CDISC DATA CONVERSION
DONE FASTER

v’ Scaling to other domains and ALL ongoing & new argenx trials
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DATA FLOW “TO BE" [ STEADY STATE systems landscape by 2023/2024 ]

Metadata Driven Standards Approach

CDISC DM-CRO

Pull in Clinical data &
Operational data into

Pull Evidence into LSAF
(to be combined with RCT data
For Regulatory Submission )

d | Trials (DCT) - integration of Digital Tools
.. Digital Biomarkers for Digital Endpoints

s —— s AR RN




2023 — 2024: Data Visualization & Tracking of findings for improved Trial Oversight

# o7 DataCentral

eCS-DS-001 v Data Central

0001-001 v

Domain Name Domain Label

Q) Queries

Issues

unce
> RBQM

¥ elQ Review

e Adjustment on AE

(= Visualizations + D 0s End of Study

ED( vs EXTE
& Data Q v epc_exT_LAB_ Reconciliatio EDC vs EXT LAB Re
> Clinical EX udy Drug Dosing

v Coding

Combined_Coding_List

Queries €D

RPT_MedDRA

> ePRO
PR Site Subject

taanene
{

> Exception Listings
Mansfield Hospital 0001-001

0001-001

Mansfield Hospital

vkl Mansfield Hospita 0001-002
N Mansfield Hospital 0001-001
S Mansfield Hospita 0001-001

N Mansfield Hospital 0001-001
> Wearable data Mansfield Hospital 0001-001

Mansfield Hospita

Mansfield Hospita

Mansfield Hospita

Mansfield Hospita 0001-002

Mansfield Hospital 0001-001

Mansfield Hospital 0001-001
0001-004

Clinical

M Powered by elluminate’

Data Store Name

Clinical

Exception Listings

Excepti
Except

Clinical

Except
Clinical

Reconc

Reconc
Clinical
Folder
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on List

on Listings

on Listings

ation

lia

Form

Adverse E

Adverse Events

Adverse Events
Adverse Events
Adverse Events

Adverse Events

Adverse Events
Adverse Events

dverse Events

>

Study Drug (

Total Records

Records Reviewed

w

Field

AETERM
AETERM
AETERM
AETERM
AETERM
AETOXGR
AETOXGR

AEREL

AETERM
AETERM
AEONGO

EXREAS

Records Updated Since Review

o o

Site

Mansfield Hospita

Records To Review

SCBanDRO®

*
To-do (Data Manager)

Records To Review Percent Total Records All Roles Records
59 96.3
67 100 34
0 0 0
100 1€
989
96.4
20 100 60
249
66
100
Subject Reviewer Role Domain Variab
Data Manager
Data Manager AEREL
Data Manager
Data Manager
Data Manager
Data Manager
Data Manager
0002+ Medical Data Reviewer DOSE_ADJUSTMENT_ON_AE
0001-007 Medical Data Reviewer
Data Manager
Data Manager
Data Manager atio
Data Manager
0001-001  Data Manager
Data Manager
0001-00 Medical Data Reviewer Adverse Events AETER
0001-003 Medical Data Reviewer Adverse Events AETER
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2023 - 2024: Data Visualization & Tracking of findings for improved Trial Oversight

Ea Data Central

eCS-DS-001

v

Data Central

v

Workspace
Data Management - Oversight

eBabrOG

0001-001

2 Subjects
(Q Queries
© Issues

€ RBQM

e ¥V &

& elQ Review

«a» «

CSM Labs and Vitals

a
(9 AE Durations
&

> Shiftin Labs and Vitals

|8 Univariate Outlier Detection

Incorrect Item Type

8 Domain Classification

O}
(@ CM Durations
&8

& CM Consistency

|= Visualizations

& Data

Default

Clinical

Reviewed versus pending

Reviewed records

32K o

30K

20K

4K

2K

Coding
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Issues By Status

es of Health Research (CIHR)
Hospital Virgen Macarena
Mayo Clinic

Addenbrook:

spital

Sacred Heart Medical Center
Oncology Center of PA

St. Mark's Hospital

Mansfield Hospital

VAR A" I = AR A & 85 x Issues By Status
Queries by Status
Canadian Institut

@

s

=

2

7]

o

&

=z

2

7}

Data Central External Labs Reconciliation Wearable data
Datastore

Statusstring: Open
Value: 74

VZ2 VAR I = R RO <
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Review Tracking
& Collaboration

{31 Data Central eCSDS001 v  DataCental v V=@
— “ ¥ € 2 Clinical: AE
‘%)) Subjects a 4 Reported Term for the Adverse E... O DM
QO Queries @ ED NEUTROPHIL COUNT DECREASED e
HYPOKALEMIA
© Issues 113 OSTEOPOROSIS 1
BROKEN LEFT WRIST
© RBQM ’ PLATELET COUNT DECREASED
$° elQ Review N CONSTIPATION
WORSENING ANEMIA
|= Visualizations + > INSOMNIA
WORSENING ABDOMINAL PAIN
& Data Q v WEIGHT LOSS
> ADaM INCREASED CHOLESTEROL ©
> Biomarker WEAKNESS
« Clinical WORSENING LOW BACK PAIN
12-Lead ECG LEFT KNEE PAIN
FALL

+

30 Day Safety Follow-up
LOW BACK PAIN

LOW BLOOD PRESSURE
WORSENING BONE PAIN
TRIMALLEOLAR FRACTURE, LEF...
NAUSEA

Adverse Events

Adverse Events YN?
Antineoplastic Therapies
Antineoplastic Therapies YN?
Bone Marrow Aspirate

Bone Marrow Aspirate (Collectior
Bone Marrow Biopsy
Chemistry (complete)
Chemistry (limited)
Coagulation

Concomitant Medication
Concomitant Medications YN?
Concomitant Procedures
Cancamitant Pracadiiree VNI?

= Records To Review Percent
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Filter

SaM v

~ Sort Ascending

S Sort Descending

Ly

Include Selections

Blank Values
New
Updated Since Review

Reviewed

v o | rersvees

P&l o o &l o

w W

PiS! o o &l o

Exclude Selections

SiteNumber

0001
0001
0001
0001
0001
ﬂﬂl)‘]

Workspace

*
To-do (Data Manager)

[N Review
Subject name or identifier

0001-001
0001-002
0001-002
0001-002
0001-002
0001-003
0001-005
0001-005
0001-005
0001-007
0001-007
0001-007
0001-007
0001-007
0001-008
0001-008
0001-008
0001-008
0001-008
0001-009

+ 6
Site name

Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital
Mansfield Hospital

CBHoaDROG

Start Date

23/03/2021 00:00:00
28/02/2021 00:00:00
04/04/2021 00:00:00
03/03/2021 00:00:00
23/04/2021 00:00:00
01/06/2020 00:00:00
17/05/2021 00:00:00
10/04/2021 00:00:00
15/07/2021 00:00:00
05/08/2021 00:00:00
05/08/2021 00:00:00
08/08/2021 00:00:00
10/09/2021 00:00:00
01/10/2021 00:00:00
10/04/2021 00:00:00
02/03/2021 00:00:00
07/04/2021 00:00:00
06/05/2021 00:00:00
15/06/2021 00:00:00
12/02/2022 00:00:00

OB WO BB X

End
09/C

26/C
23/C

08/C

03/C

15/C

16/C

02/C

10/C
02/C
08/C

02/1
14/C
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Anomaly
Detection &
Patient Profile

# 43 DataCentral

22 Subjects &« =

Q Queries [ 1 22 )

O lssues [ ss I =0 ]

© RBQM >

¥ elQ Review v
A CSM Labs and Vitals

@ AE Durations

& Shiftin Labs and Vitals

L& Univariate Outlier Detection
@_ Incorrect item Type

@ cM Durations

8 bomain Classification

35 CM Consiste

= Visualizations + >

& Data Q v

ADaM

Biomarker

Clinical

Coding

CTOA

Data Centra!
DataCut_SDTM_Interim
DataCut_SDTM_lock 1

DCTs

¥V VYV VY VYV YV VYV

elQStaging

¢PRO

v

Exception Listings

v

External Data

L =

Data Central

Shift in Labs and Vitals > BILI v

Subject: CLINTEK-012-0908-002

QA& 0B
CLINTEK-012-0908-002
7
M
OTHER
COHORT 1
©
©

Anomalous Subjects for BILI @3 + Review & B8 W  Graphical Patient Profile
[] oM MM CRA Y SubjectiD #ofAnaly. #of Ano. #of Ano Site ID ususJip
—— AGE
CUINTEK-. 40 2 14 087-0028
= SEX
v CUNTEK-. 19 16 12 087-0908
CLINTEK-. 11 9 7 087-0087 ACE
CLINTEK- 9 7 oxiced
CLINTEK-.. 25 9 6 15
CLINTEK-. 34 10 6 LB: Bl
Medical History @I
MHSEQ  MHSPID MHTERM MHLLT MHLLTCO  MHDECOD
1 DH-1855052-0 Active Multiple Myeloma -
2 MH-1855063-14 BENIGN PROSTATE HYPERTROP... ~ Benign prostatic hypertrophy 10004447  Benign prostat
3 MH-1855063-6  CATARACT OD Cataract (right) 1000774 Cataract
] MH-1855063-1  PARAPLEGIA Paraplegia 10033892 Paraplegia
12 MH-1855063-9  PHACO-EMULSCIFICATION 0S Phacoemulsification 10059285  Lens extractior TIGU
Adverse
Events
Measurements over time 8
40
Anemalous Instance RSN FWEL)
04 Limi S ~C Anomalous Measurement: 14.5381451 &
- P N - Shifted from previous value
3 0 mmm - - e
3 Anorn; Instangeomals
: 5 &Q w o
2 104
5 ° ° o %
d o
Anomalous Igtent
0 10 2 30 @ ) €@
Sty Oey
| =]
NotAnomalous  Anomalous  Not Anshyzed
RANGE: m
EIQReview
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Create Issue

CLINTEK-012-0908-

Follow up &
traceability |

Priority None (Due in 1 days)

Assign To Role User Group

User

Due By
aras@eclinicalsc
Dan Mcgann (DMCGANN) [dmcgann@eclinicaot ons for these changes

eClinical Solutions

Abhishek Venkatesh (AVENKATESH) [avenkat.

Achilleas Zaras (AZARASOM) [azara

Achilleas Zaras (AZAR M) [azar

Achilleas Zaras (AZARASSCEBLINDED) [azara

hilleas Zaras (AZARASSCEUNBLINDED) [az

®
argenx
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‘Out Of the box’ | e e
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Interactive . e e = e -
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Visualizations :

T TS YN VR SN SE—

sstdies scompounds o subject
& s o xoms o Lesui o T selction
Ck= e @ = 5 e o momound: g bt o )
eDISH Plot Createlssue Issues RegisterReview Reviews  CopyLink  Share  Help Center == g
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sudyweek Sy Do
= sty ste Subject Country Group Assgnment T ——— o
ALP Line Chart Over Study Week BILI Line Chart Over Study Week epmpe s
P s Subject Counts nt Count Specia - " Emerge Taicity ighest [l Outcome el e =
eDISH Plot* r
AE Subject Counts by Preferred Term AE Subject Counts by Proferred Term and Toxicity
Group Assignmer & 20600 || bo Aracia -
5927 p H 2 1 =
) : H i D ——
2 N L
i : »
ALT Line Chart Over Study Week AST Line Chart Over Study Week
PreeredTem | HighlovelTem  HightevelGrou..  Sys Reported e
N El . Adverse event Dot Plot -
s Q Q alp Q Q - H : 3 ¥ o
2 © 5 st . o Bt o 100 o] P wons > Tromboot
== — 2 Anomalous Subjects for Thrombx &} W Graphical Patient Profile &OE
Medical History Summary Createlssue Issues RegiterReview Reviews CopyLink  Share _Help Center ana»  Sjeos T y - o Se—
stuty st Sutject Counry Group ssgrment . - .
s e AETOXGR
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Insight Generation (argenx tool) — Study Overview

Studiesv AEv BLv EG~v EX+v IBv VS~ Info
Compound: [ 113 v| Indication: [All ] Sort: [ Date v
Study Overview
ARGX-113-1501 S—— N =0 itr=3ted)
ARGX-113-1602 i1:) on— N=24 (reseq)
ARGX-113-1603 =38 (reates)
ARGX-113-1702 - om—s N=40 (restes)
ARGX-113-1701 N=34 treate)
ARGX-113-1704 N=167 (rreateq)
ARGX-113-1705
ARGX-113-1901 N=33 (resteq)
ARGX-113-1801 N=131 freateq)
RGX-113-1802 N=322 (rest=q)
ARGX- 113 1803m—~m N=101 (reateq)
AR Ik 1) S p— e p—,
ARGX 113 1902 (ongoing N=228 treates)
ARGX-113-1804 (ongeng N=222 resiee
ARGX-113-2004 (ongein N=207 treatee)
ARGX-113-2001 r— L]
ARG A0 o N=180 s
N ARGX:113-1905 (engoimg) N=145 (yesize)
compound: [113 v*] Indication: [MG v sort: [Date v ZL 1103-006 O N=16 (reates)
ZL-1103-005 (7-) oummmms N=16
. ARGX-113-2102 (71r=) @ N=36 (reatez)
Study Overview ARGX-113-2005 (ongoing N=
ARGX-113-2006 (engeing) N=
ARGX-113-2003 (ongoing N=69
ARGX- 113 2009 (ongoing) N=69 «
ARGX-113-2008 (ergo ,g.—.N:4:
ARGX-113-1602 1.+ en—N=24 (resied ARG)( 113-. 210 ng) Sm— N =31 tres
ZL-1103-014 (ongoing) om—
ARGX-113-2007 (ongoing) @mm——s N = 20w =d)
ARGX-113-1704 N=167 esies) ARGX-113-2204 (ongoing) @ N =120 (resteq)
ZL 11 013mngomg O N =6 (treaieq)
ARG 106 (ongoing) @wmms N=28 (resteq)
ARGX-A134708 N ARGX-113-2010 (orgong) omm® N=2 esied
ARGX-113-2001 . ey N=110 s 2020 2022 2024
ARGX-113-2002 (mgor N=180 esies
Patients Study Duration
ARGX-113-20086 (sngeing N=10 resies Treated (Years)
ARGX-113-2003 (s N=69 eses

ARGX-113-2008 (orgeira:

2015 2016 2017 2018 2019 2020 2021 2022

) show 4 ongoing studies only (from all 8 studies)

Indication Study Protocol
MG ARGX-13- A Randomized, Double-Blind, Placebo-Controlled Phase Ii Study To Evaluate The Safety, Effcacy, And Pharmacokinetics Of Argx-113 In Patients With ia Gravis Who Have Muscle Weakness
MG m(ix-m- ARandomized, Double-Blind, Placebo-Controlled, Multicenter Phase 3 Trial To Evaluate The Efficacy, Safety And Tolerability Of Argx-113 In Patients With Myasthenia Gravis Having Generalized Muscle Wea Kness

CONFIDENTIAL & PROPRIETARY INFORMATION

S———— N = 4,110

2023 2024

Patients
Treated

24

167

Study Duration

0.80

162
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Compound: [113 v Indication: (MG~ Pool/Select Study: (T602__w) Data 8y Group: [None v
AE Summary of Adverse Events - Safety Population
1602 (N=24)

XXX

»a1 Serious TEAE

>=1 TEAE of CTCAE severity grace 3 or Nigher
»a1 Fatal TEAE

>=1 TEAE for which drug was discontnued
>u1 TEAE for which drug was interrupted

»=1IRR
@ patients O EVents Tatle with sumber aed parcers o pasierss per trestment. Column hesder displays sumber of patient in trestment greun.
>=1TEAE

XXX Yy

v | subgroup: [None v | Related: [All v
SMQ: [Not Selected v | Days/Hours since IMP:

O Grow ® agsoc O mer Onu” 0 Ut preferred terms I I-::;...lo

*4Tier Chck in treatmernt column 12 w0 Cormusponding petiont lating.

Preferred term
Headache
Pruritus




Patient Profile Wall

ARGX-113-1602/204-001
Nevpes Joater

Pan n

ARGX-113-1602/2
Ligamen

Owarrhoes
ARGX-113-1602/170-002

red s

¢ decreased

ea et

" te o red st
ARGX-113-1602/170-003
PSSOy TR Couat Jevredsed

count decreased

MHrposesthesis o o

Aac chest poin
Orophary ~pes’ pan
ARGX-113-1602/170-001

B tymphac ¢ decreased

T hymphoc

Nas
fryroid stimulating hormene ncreased
ARGX-113-1602/150-003

Myalza

Parsesthess
Pruntus

Meadache

No.tea
ARGX-113-1602/171-002
Headache

Abdomned pan

ARGX-113-

ARGX-113-1602/110-003
Pain in axtremity

ARGX-113-1602/132-003

Meaclache

Profiles for > =1 TEAE - Safety Population
1602 (N=24)

Patent 1D (10
XXX Prafarved damm U380
' ARGX-113-1602/131-003

Post raumatc pae

> Erythems

Premematrual headeche

<th abecess

I~
M~

! . ARGX-113-16

ARGX-113-1602/171+-0
Viral upper respratory B
ARGX~113-1602/150-002

Abdomnal pan

ARGX-113-1602/131
¢k abacess

cohache

Y Meadoche
> ARGX-113-1602/131-002 |

Meadache

YYY
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Subgrouping

AESOC: | All v | Subgroup: Related: | All v
SMQ: | Not Selected v | Days/Hours since IMP: |0 B [None |
_ Custom _
Row Filter
Group @ AESOC O HLGT O HLY D List prefesred terms (Hin cell value: (0_ l Min cell pct: |>0 Download below table

"EETip: Chek in treatment columa to see corresponding patient ksting.

Manage stored history

Domains: DM -EG-VS-LB
Variables: SEX- AGE- COUNTRY- BLBMI- FU- RACE- SITEID- ETHNIC

Load own subject variables: | Choose File | No file chosen l Parse JSON file lNot previously provided
Number of groups: |3 |

label keep cutoff n (%)
Age Q1 (<43.7) <437 | 8(33.3)

Age Q2 (< 58) 458 | 8(333)

Age Q3 (>= 58) >= 58 8(333)

Give your custom variable a name:

CONFIDENTIAL & PROPRIETARY INFORMATION
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AE Graph (by subgroups)

Age Q1 (< 43.7)

=5

>=1TEAE
Age Q2 (< 38)

Age Q1 (< 43.7)

Age Q3 (>~ 58)

AESOC: (AN

I ) subgroup: [Age v | Related: [AN
SMQ: | Not Selected v | Days/Hours since IMP: [0 |

CONFIDENTIAL & PROPRIETARY INFORMATION
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Pooling studies in Real Time

Manage stored history

Select inSication or study to Qenerate groups, of when Qrowp is selected adjust by adding/removing treatments

tgnore period . 1geore routes

|II‘

ARGX. 1132001

Niiﬁﬂiiiﬁiii

Treatment (N)

N3E

Give your selection 3 mame |Custom Poolng ) Save

CONFIDENTIAL & PROPRIETARY INFORMATION
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Custom Pooled Study Graphs

Tox Grade
)

Tox Grade
4

Tox Grade
3

Tox Grade
p

Compound: [ 113 v | Indication: [ MG W | Pool/Select Study: | Custom Pooling v | Data By Group: (None v

»=1 Sercus TEAE

»=1 TEAE of CTCAE severtty grade 3 or higher

>=1 Fatal TEAE

»=1 TEAE for whneh drug was nconsnued
»o1 TEAE for which drug was intermupled
»>=1IRR

>=11SR

Custom Pooling (N=373)

® pationts O Events Tatle weh number 3n¢ percent of patiencs per treatment. Column header dapays rumber of PItient In Teatment 3oup.

vy
61(251%) T(T4%)
66 (27.2%) 9(95%)
sR1%) 0
18(T4%) 3I32%)
S$121%) 3I02%)
30 (123%) S@a%)
° 0
TN B
>=1 TEAE

47 261%)

52 289%)
422%)
S28%)
21(N.7%)
o

84 (467%)

X0 Yyy

v | Subgroup: [Nome v | Related: [All

SMQ: [Not Selected W | Days/Hours since IMP: |0

18 (316%)
24%)
26(T%)
74(19.8%)
WO
4 225%)

| ot g [0 jl Ovrermbosd bebrer table
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... and there is more

Control Center

@ Reporting Event Dashboard 4]

20
ceces

eree

o n

This is a new version of the reporting event dashboard. It
provides an overview of reporting events which are
currently active. There are links to study dashboards and
file viewer for examining the files.

OPEN Group: study

STAR documentation @A

OPEN

[T} Studies Resource Management

Set key dates, assign resources and visualise this in Gantt
charts.

Group: study

&

18apps

Q Search SAS programs

Anna’s app to search SAS programs on LSAF for text.

OPEN

Group: code

& | GADAM jobs 7]

L
Aes

3o —
.

GADAM jobs that have run recently, and their status. Bars
can be clicked on to open the log viewer for the selected
Jjob.

SAS code documentation generated automatically by
Doxygen from the SAS code comments, This is hosted on
SharePoint. It must be manually re-generated when the
cede changes, and then uploaded to SharePoint.

OPEN Group: code

@ File viewer 24

Studies Info

Study level dashboard showing how recently data has been

OPEN

updated.

Group: study

@ Insight - studies

OPEN Group: gadam

V4 o} Insight - TLF bundles [24]

Final TFL bundles

— e ] o

Jrorews,
= » e
ey = o e

Prerringeg eon
gy et

Martijn’s insight app.

OPEN

Group: insight ~®

Resource management

h Study Dashboard

Martijn’s insight app.

OPEN Group: insight

a GADAM Data Refresh Events (V]

Dashboard focusing on the refreshing of data for GADAM.
Shows SDTM, ADAM and Reports along with what days
they were run on. Clicking provides detail for files.

Q

g LSAF Resources Monitoring @

Resources are recorded to CSV files every 5 minutes. This
app reads these files and displays the data in a dashboard.

OPEN Group: utils

OPEN Group: gadam
% LSAF sync 4]
P . )

i

]

Analysis of people using the LSAF sync app. Shows what
they have synced from LSAF to their PC.

OPEN Group: study

LN Log viewer @

SAS log viewer which can be used to view legs on LSAF.

OPEN Group: utils

Code samples for producing Graphics [Z

&

i In-text Tables 7]

Old Dashboard (4]

4
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CRITICAL SUCCESS FACTORS

ENTREPRENEURIAL SPIRIT

* REQUIREMENTS > BUDGET APPROVAL > VENDOR SELECTION > IMPLEMENTATION (e.g. LSAF, RYZE, ...)
* GO-LIVE WITHIN 3-6 MONTHS

EMPOWERMENT & EXCELLENCE

* EMPLOYEES EMPOWERED TO TAKE DECISIONS
* DATA DRIVEN DECISION MAKING
e QUALITY BY DESIGN (no legacy)

CO-CREATION

* CROSS-FUNCTIONAL TEAMS (ARGONAUTS) WORKING AS ONE TEAM WITH SAME OBJECTIVES
e EXTERNAL COLLABORATIONS WITH LEADING TRANSLATIONAL BIOLOGY LABS; TECH VENDORS & CRO PARTNERS
* 'NOT INVENTED-HERE SYNDROME’ - NOT APPLICABLE

®
argenx



KEEP ARGENX “DNA” WHILE BECOMING MID-SIZED BIO-TECH COMPANY

KEEP RECRUITING TOP TALENTS (WITH SAME DNA)

INCREASE LEVEL OF STANDARDIZATION (FROM PROTOCOL DESIGN TO SUBMISSION ... AND BEYOND)

PIPELINE (VOLUME OF TRIALS)

®
argenx



argenx‘-'



