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“Pushing the accelerator on immune responses” — APC activation “Releasing the break on the T-cell” — Blocking the interaction

Eftilagimod LAG-3 mAb
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LAG-3lg, an MHC Il agonist (eftilagimod alpha) LAG-3 antagonist antibodies
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A multicentre, placebo-controlled, double blind, 1:1 randomized Phase llb clinical
trial in 2 stages:

» Safety run-in stage (n=15): open-label, determining recommended Phase 2 dose
of efti in combination with paclitaxel for randomized phase

« Randomisation stage (n=227): placebo-controlled, double-blind, treatment:
efti plus paclitaxel versus paclitaxel plus placebo

The treatment consists of a chemo-immunotherapy phase followed by a
maintenance phase:

* Chemo-immunotherapy phase: 6 cycles of 4 weeks with weekly paclitaxel
(corticoid premedication allowed) at days 1, 8 and 15 plus either efti or placebo,
on days 2 and 16 of each 4-week cycle

 Maintenance phase: responding or stable patients will afterwards receive study
agent (efti or placebo) every 4 weeks for additional 12 injections
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* Treatment Arm A: 80 mg/m? paclitaxel i.v. days 1, 8, 15 plus placebo s.c. days 2
and 16 until end of cycle 6 and then placebo s.c. every 4 weeks

* Treatment Arm B: 80 mg/m? paclitaxel i.v. days 1, 8, 15 plus 30 mg efti s.c. days
2 and 16 until end of cycle 6 and then 30 mg efti s.c. every 4 weeks

* Patients stay on treatment until disease progression, unacceptable toxicity,
completion of the maintenance or discontinuation for any other reason

* Patients are staged according to RECIST 1.1 every 8 weeks until week 72 and
every 12 weeks thereafter

 To determine efficacy of weekly paclitaxel combined with efti or placebo in HR*
metastatic breast cancer patients

 To characterise anti-tumour activity of efti, safety, tolerability, immunogenic
properties, quality of life, immune responses and biomarker of paclitaxel plus
efti or placebo

Patients are to be included in the study at the time of screening if all the
following applies:

 Stage IV HR* breast adenocarcinoma (histologically proven estrogen
receptor and/or progesterone receptor positive)

* Patients who are indicated to receive first line chemotherapy with weekly
paclitaxel

Treatmentdesign e
* Evidence of measurable disease as defined by RECIST 1.1

Patients are to be excluded from the study at the time of screening for any
of the following reasons:

* Prior chemotherapy for metastatic breast adenocarcinoma

* Disease-free interval of <12 months from the last dose of adjuvant
chemotherapy

e Candidate for treatment with trastuzumab (or other Her2/neu targeted
agents)

* Systemic chemotherapy, radiation therapy or any other investigational
agent within 4 weeks, endocrine therapy within 1 week or CDK4/6
inhibitors within 5 times half-life prior to first dose of study treatment

 Known cerebral or leptomeningeal metastases

* Any condition requiring continuous systemic treatment with
corticosteroids (>10 mg daily prednisone equivalents)

* Progression-free survival

e Overall survival (gate keeping approach)

* Assessment of adverse events and other safety parameters

 Time to next treatment, objective response rate according to RECIST 1.1,
time to and duration of response

 Development of anti-drug (efti) antibodies and assessment of Thl
biomarker
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e Number of sites: 34
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APC...antigen-presenting cell MHC...Major Histocompatibility Complex
ECOG...Eastern Cooperative Oncology Group OS...overall survival

efti...Eftilagimod alpha PFS...progression-free survival
HR*...hormone receptor-positive RECIST...Response Evaluation Criteria In
mAb...monoclonal antibody Solid Tumors

MBC...metastatic breast cancer

sEEE B vERY N WN | | " _Em
Ny NEEEN m an_NEwm | 1] sHE B L
Ba L} A ] e == W sHERN B B [} |
=. H vEE H ER ay u |} an "5 BN E B
o BEE L .. T ELE_ =2 H
SEaES u
pEE @
" EEEREAEN
A
sEES W
[ |

o u
lllllllll

(i immutep” 1

LAG-3 IMMUNOTHERAPY
- mmaee - et

IIIIIIIIIIIIIIIIIIIIIIII = L

EE e WEE NN NFENS N =ll

L um sN | ] L} e . sEE
" | LR ) l. ||

This presentation is the intellectual property of the author/presenter. Contact them
at frederic.triebel@immutep.com for permission to reprint and/or distribute.
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