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Nedia aullitnang:

» T givau KAWVIKEG SOKIUES

» Ta €idn twv kKAvikwv SoKiuwv avaioya UE TO
KALVIKO KOl ETTLOTNUOVIKO TOUG OTOXO

» BOOIKES apXEC OXeSLAOUOU KAWVIKWV SOKIUWV
» [lMpaktika napadeiypara yia tnv epunveia, tnv

xpnon kat tnv aétonoinon tTwv KAWIKWV
UEAETWV
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%‘P EVIDENCE BASED MEDICINE

Levels of Evidence

la Evidence from meta-analysis of randomized clinical trials

Ib Evidence from at least one randomized controlled trials

lla Evidence from at least one well designed controlled study without
randomization

lib Evidence from at least one well designed quasi-experimental study

ln Evidence from well designed non-experimental descriptive studies such as
comparative studies, correlation studies or case studies

\} “Eminence based” opinion




BAZIKEZ APXEZ KAINIKQN AOKIMQN
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eErtunAéov Emlotnuoviki Nvwon
* ATOTEAECHATIKOTEPEC OEPATELEG UE ALYOTEPEC MOAPEVEPYELEC
eOepaneia Twv acOeVWV pag ypRyopa Kol cwota

e AKaSNMaikn Katafiwon ylo epAg Kat to Emiotnpovika pag Idptpata
eDappakoBropnxavieg: Eykpion twv papraKwV TOUC Ao TG EAEYKTLKEC
QLPXEG
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eErtunAéov Emtotnuovikn Nvwon
* ATOTEAECHATLKOTEPEC OEPATELEG UE ALYOTEPEC MOPEVEPYELEC
°Oepaneia Twv acOevVWV pag ypRyopa Kol cwota

e AKadnpaikn Katafiwon yia epac Kat to Emiotnpovika pag 1dptpata
eDappakoBropnxavieg: Eykpion twv pappraKwY TOUC Ao T EAEYKTLKEC
QLPXEG

Odelog ka yia to Kpatog: Elopon ecodwv,
Y¥nAoU emunedou emipopdpwon Kol oTEAEXWON

E€OMALOMOC VOOOKOUELWY,
E€¢adavion avicotAtwy otnv nepibaiPn.




BAZIKEZ APXEZ KAINIKQN AOKIMQN

ADOPOYN AIMNOKAEIZTIKA ZE ANOPQIIOYZ

Mn NapeUBaTIKEC Embnuiodoyia, AwttoAoyia, Mpdyvwaon
eCohort Trials (Opadec Zuvoyxnc)

eCase-Control Studies (ZuykpLtikéc MeAETEC XwpLE TUXALLOTIOLON)

NapeuPotikeg
*Phase 0
ePhase |
ePhase Il
ePhase Il
ePhase IV
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0 5 years 10 vears 15 vears 20 years 25 years
== = Patent expiry SPC (SUPPLEMENTARY
10 years of research 2 to 3 years of PE CTECTION CERTIFICATE)

= - max. + 5 years
administrative procedures Y

Source: Recherche & Ve, LIM [AGIM)



BAZIKEZ APXEZ KAINIKON AOKIMQN

ever
randomized

In healthy or
non-healthy volunteers

Phase |

Phase 0

Dose

Exploratory

--Pharmacokinetics
-Metabolism

Toxicity and dose-limited toxicity
-Maximum tolerated dose (MTD)

-Schedule

-Pharmacogenomics/Biomarkers

PK, Distribution in tissue

(disease under investigation)

Phase 0 studies usually only involve a small
number of people and they only have a very
small dose of a drug. The dose of the drug is
too small to treat, but it’s also less likely to
have side effects.




BAZIKEZ APXEZ KAINIKON AOKIMQN

AURA Ph I/li

Patients with T790M-positive aNSCLC whose disease has progressed following either one prior therapy

with an EGFR-TKI or following treatment with both EGFR-TKI and other anticancer therapy

Rolling six design

Escalation Cohort 1 Cohort 2 Cohort 3 Cohort 4 '"twoormore out of six
patients at a specific dose level
20 mg 40 mg 80 mg n=63 60 mg

develop DLT, then MTD has
AURA2 Ph I MTD

been exceeded
Patients with confirmed EGFRm locally advanced or metast: tic NSCLC who have progressed following
prior therapy with an approvi d EGFR-TKI

Central T790M mutation testing* of biopsy samy
disease progressic

T790M

e collected following confirmed

positive The MTD is defined as the highest dose
v level at which six patients were treated
and, at most, one patient experienced a

AURA2 (n=21)) DLT during the
Osimertinib 80 mg QD first cycle of therapy.

Sean Khozin CCR, doi: 10.1158/1078-0432.CCR-16-1773
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/\

Can be randomized
or not

Phase Il Therapeutic Activity -Response Rate
(6paoTiKOTNTOL) -Toxicity
In a small group of patients, 10- 100pts | Biomarkers

Phase | Dose --Pharmacokinetics

-Metabolism

Toxicity and dose-limited toxicity
-Maximum tolerated dose (MTD)
-Schedule
-Pharmacogenomics/Biomarkers

Phase 0 Exploratory

PK, Distripution in tissue




BAZIKEZ APXEZ KAINIKON AOKIMQ ways

Compared IP with I
placebo/standard
drug
Multicentric
Initiate apprpyals selll Clinically important activity | -Primary end point (OS, COPD
from authorities (aoteAeopatikdtnta) exacerbation, CRP,

-QolL

-Cost-benefit analysis

Phase Il Therapeutic Activity -Response
(6paoctikoTnTQ) -Toxicity
Phase | Dose --Pharmacokinetics
-Metabolism

Toxicity and dose-limited toxicity
-Maximum tolerated dose (MTD)
-Schedule

-Pharmacogenomics/Biomarkers

Phase 0 Exploratory PK, Distribution in tissue




BAZIKEZ APXEZ KAINIKON AOKIMQN

Phase IV Pharmacovigilance | -Late toxicity

Post dappakosnaypunvnon -Cross-over reactions

marketing -New actions

Phase Il Clinically important activity -Primary end point (OS, COPD
exacerbation, CRP,
-QolL
-Cost-benefit analysis
Phase ll Therapeutic Activity -Response Rate
-Toxicity
Phase | Dose --Pharmacokinetics
-Metabolism

Toxicity and dose-limited toxicity
-Maximum tolerated dose (MTD)
-Schedule

-Pharmacogenomics/Biomarkers
Phase 0 Exploratory
PK, Distribution in tissue




BAZIKE2 APXEZ KAINIKON AOKIMQN

Phase IV - Post marketing TH = LANC ET

Safety and efficacy of the ChAdOx1 nCoV-19 vaccine >Wn®
(AZD1222) against SARS-CoV-2: an interim analysis of o
four randomised controlled trials in Brazil, South Africa,

and the UK

Merngn Voysey®, Sue Ann Costa Clermens™, Shabir A Maodhi®, Lily ¥ Weckx™, Pedro M Folegatti®, Parvinder K Aley, Brian Angus, Vicky L Baillie, m
Shaun L Barnabas, Qasim E Bhorat, Sagida Bibi, Carmen Briner, Paola Cicconi, Andrea M Collins, Rachel Colin-Jones, Clare L Cutland,

Thomas C Darton, Keertan Dheda, Christopher | A Duncan, Katherine R W Emary, Katie | Ewer, Lee Fairlie, Saul N Foust, Shuo Feng,

Daniela M Ferreira, Adam Finn, Anna L Goodman, Catherine M Green, Christopher A Green, Poul T Heath, Catherine Hill, Helen Hill, fan Hirsch,
Susanne H C Hodgson, Alane lzw, Susan Jackson, Dandef jenkin, Carna C D joe, Simon Kerridge, Anthonet Koen, Gauraw Kwatra, Rajeka Lazarus,
Alison M Lawrie, Alice Lelliott, Vincenzo Libri, Patrick | Lillie, Raburn Mallory, Ana Vv A Mendes, Eveline P Milan, Angela M Minassian,

Alastair McGregor, Hozel Morrison, Yarma F Mujadidi, Anusha Nana, Peter | OReilly, Sherman D Padayachee, Ana Pittella, Emma Plested,
Katrina M Pollock, Maheshi N Ramasamy, Sarah Rhead, Alexandre V Schwarzbold, Nisha Singh, Andrew Smith, Rinn Seng, Matthew D Snape,
Eduwardo Sprinz, Rebecca K Sutherfand, Richard Tarrant, Emma C Thomson, M Estée Tardk, Mark Toshner, Dawvid P | Twner, Johan Vekemans,
Tormwa L Willafana, Marion E E Watson, Christopher | Williams, Alexander D Douglas™, Adrian W 5 Hill*, Teresa Larmbe™, Sarah C Gilbert™,
Andrew | Pollard™ on behalf of the Oxford COVID Vaccine Trial Groupt

Summary
Background A safe and efficacious vaccine against severe acule respiratory syndrome coronavirus 2 (SARS-CoV-2), if  Loancet 2021 397 99111
deployed with high coverage, could contribute to the control of the COVID-19 pandemic. We evaluated the safety and  puslished tnline

efficacy of the ChAdOx1 nCoV-19 vaccine in a pooled interim analysis of four trials. f-’““"fb:f B, 2020 .

httpsfidoi orgif10. 1006/
Methods This analysis includes data from four ongoing blinded, randomised, controlled trials done across the UK, SD_HD i_;ﬁlm'fyi_&l !

This online publicaticn has been

Brazil, and South Africa. Participants aged 18 years and older were randomly assigned (1:1) to ChAdOx1 nCoV-19 . The cormected version
vaccine or control (meningococcal group A, C, W, and Y conjugate vaccine or saline). Participants in the ChAdOx1  fisrappeared at thelancer.com
nCoV-19 group received two doses containing 5 » 1010 viral particles (standard dose: SD/SD cohert); a subset in the UK enjanuary 7 2021
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Phase IV - Post marketing

‘¢ | An official website of the European Union How do you know? v

EUROPEAN MEDICINES AGENCY m

SCIENCE MEDICINES HEALTH

Medicines w Human regulatory w Veterinary regulatory v Committees w News & events v Partners & networks v About us v

AstraZeneca’s COVID-19 vaccine: EMA finds possible link to
very rare cases of unusual blood clots with low blood platelets
News 07/04/2021

EMA confirms overall benefit-risk remains positive

EMA’s safety committee (PRAC) has concluded today that unusual blood clots with low blood platelets should
be listed as very rare side effects of Vaxzevria (formerly COVID-19 Vaccine AstraZeneca).

In reaching its conclusion, the committee took into consideration all currently available evidence, including the
advice from an ad hoc expert group.

EMA is reminding healthcare professionals and people receiving the vaccine to remain aware of the possibility
of verv rare cases of blood clots combined with low levels of blood platelets occurring within 2 weeks of
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Phase IV - Post marketing

THE LANCET

| An official website of the European Union How do you know? v

Safety and efficacy of the ChAdOx1 nCoV-19 vaccine
(AZD1222) against SARS-CoV-2: an interim analysis of

o EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

four randomlSEd controued tflals n BraZ|I' South Afrlca’ The Committee carried out an in-depth review of 62 cases of cerebral venous sinus thrombosis and 24 cases
of splanchnic vein thrombosis reported in the EU drug safety database (EudraVigilance) as of 22 March 2021,
and the UK 18 of which were fatal.! The cases came mainly from spontaneous reporting systems of the EEA and the UK,

where around 25 million people had received the vaccine.

COVID-19 is associated with a risk of hospitalisation and death. The reported combination of blood clots and
low blood platelets is very rare, and the overall benefits of the vaccine in preventing COVID-19 outweigh the
risks of side effects.

#Tuxowomoinpevn peletn paonc il @Real world data

%#23.848 UUUP:‘ETéXOVTEC ' #25.000.000 sppoAiacpoli
#lewypadikoi neplopiopol $Xwpic yewypadikolg neploplopoug




NEA MNPOZEITIZH THZ EZATOMIKEYMENHZ IATPIKHZ 2TON 2XEAIAZMO AOKIMQN

MEAETEZ TYNOY OMMPEAAZ MEAETEZ TYNOY KAAAGIOY
Umbrella trial Basket trial
1 type of disease Multiple type of disease
different genetic mutations e o @ Same genetic mutation o

. Y a0 )

Test drug 1 Test drug 3
Test drug 2 Test drug

‘http://jamanetwork.com/journals/jamaoncology /fullarticle /2591161



Umbrella
trial

Relatively improved prognostic homogeneity
l (all patients from same tumor group)

* Largersize

* Longer duration

» Difficulty enrolling rare molecular
subtypes

*  Susceptibility to changes in the
“treatment landscape” during the trial

NEA NPOZEITIZH THZ EZEATOMIKEYMENHZ IATPIKHZ ZTON 2XEAIAZMO AOKIMQN

Usually early phase, single-arm sub-studies
Design: often single stage or Simon two-stage
with futility stopping

Preliminary target-treatment hypotheses
Objective: identify large, unambiguous signals of
activity based on molecular features (rather
than tumor type)

“Success” within a sub-study may lead to larger
confirmatory study

Usually 20-30 patients per “basket” or molecular
sub-study



Research Area:

MEAETEZ TYNOY KAAAGIOY
Basket trial
Multiple type of disease
Same genetic mutation

FORTITUDE

Amgen Study ID Number: 20210104
: NCT Number: 05325866
Bemarituzumalb

FORTITUDE-301: A Phase 1b/2, Multicenter, Open-label Basket Study Evaluating B elrna r'|t uzZurma b

the Safety and Efficacy of Bemarituzumab Monotherapy in Solid Tumors With
FGFR2b Overexpression

Key Summary Point: Key Inclusion Criteria:
This is a phase 1b/2 study * Age > 18 years with histologically or cytologically confirmed
to evaluate the safety and cancer of one of the following types, relapsed or refractory
efficacy of bemarituzumab after at least 1 prior therapeutic regimen in advanced/
monotherapy in solid tumors metastatic setting, as specified below:
with FGFR2b overexpression — =1 line of therapy for HNSCC, intrahepatic
: cholangiocarcinoma, platnum-resistant ovarian epithelial
“cell carcinoma (including fallopian tube cancers and
primary peritoneal cancers), endometrial adenocarcinoma,
cervical carcinoma, and other solid tumors
— > 2 lines of therapy for TNBC

—Jung adenacarcinoma: at least platinum-based
CTIEITOUTIET apy, CTIECKPOIIL TNIDNOT, and argeted merapy

* Disease that is unresectable, locally advanced, or
metastatic (not amenable to curative therapy)

* FGFR2b overexpression as determined by centrally
performed IHC testing

* Measurable disease by RECIST v1.1

® FCOGPS <1




NEA MNPOZEITIZH THZ EEATOMIKEYMENHZ IATPIKHZ 2TON 2XEAIAZMO AOKIMQN

, 2022 World Conference
Wity on Lung Cancer

AUGUST 6-9, 2022 | VIENNA, AUSTRIA

HUDSON: AN OPEN-LABEL, MULTI-DRUG, BIOMARKER-
DIRECTED PHASE 2 STUDY IN NSCLC PATIENTS WHO
PROGRESSED ON ANTI-PD-(L)1 THERAPY

Benjamin Bessel, Mark M. Awad?2, Patrick M. Forde3, Michael Thomas%4, Glenwood Goss?,
Boaz Aronsonf, Rosalind Hobson?, Emma Dean?, Jane Peters?, Sonia lyers,
James Conway®, J. Carl Barrett®, Jan Cosaert?, Marlene Dressman®,

Simon T. Barry?, John V. Heymach®

= Locally advanced or metastatic NSCLC

HUDSON: - Previous platinum-based chemotherapy Primary endpoint: ORR
. = Failure of prior anti-PD-(L)1 immunotherapy : .
P h ase I I mu |t| =arm = Suitable for new tumor biopsy / biopsy post-progression on anti-PD-(L)1 therapy Secondary endp0| nts:

- No targetable alterations in EGER, ALK, ROS1, BRAF, MET, or RET DCR, PFS, OS, safety and

umbrella study tolerability

Central molecular screen ¥ n =255 (Jan 26, 2018-Apr 14, 2021)

Group A: biomarker-matched, n = 86

e
R T
ATM Single-agent ceralasertib (ATRi)* Durvalumab + danvatirsen (STAT31), n = 23

Group B: biomarker-non-matched, n = 169

Durvalumab + ceralasertib (ATRi), n =20 Durvalumab + ceralasertib (ATRi), n =25
HERZ2e Durvalumab plus trastuzumab deruxtecan Durvalumab + oleclumab (CD73 mAb), n=9 Durvalumab + oleclumab (CD73 mAb), n=25

CD73h | Durvalumab + oleclumab (CD73 mAb), n = 23

(HER2i)t

HER2m Durvalumab + cediranib (VEGFi)"
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2xedLaonoc — EktéAeon KAWVIKwV AOKLULWV

Ng%7-

(ood Clinical Practice (GCP) 1s an international ethical and scienfific quality

standard for designing, conducting, recording and reporting trials that involve the
parficipation of human subjects. Comphance with this standard provides public
assurance that the rights, safety and well-being of trial subjects are protected,
consistent with the principles that have their origin in the Declaration of Helsink,
and that the clinical tr1al data are credible.




2xedLaonoc — EktéAeon KAWVIKwV AOKLULWV

Apx€c OpOnc KAwikAc MpoKTkAg

Good Clinical Practice Guidelines

International Conference of Harmonization Harmonised Tripartite Guideline
Step 4, 1 May 1996 by ICH Steering Committee

CH-GCP 1996 kaboplos:
YIoxpewaoELS TOU sponsor
Yroxpewaoelg tou epeuvntn
Yroxpewoelg twv eNITpOnwv SE0VTOAOYIAG KAl ENLOTNUOVIKWV
ouuBouliwv
Ofomioe EAEyYOUC KOl TOV TPOTTO TTOU MPETEL va yivovtal




2xedLaonoc — EktéAeon KAWVIKwV AOKLULWV
Apx€c OpOnc KAwikAc MpoKTkAg
Good Clinical Practice Guidelines

International Conference of Harmonization Harmonised Tripartite Guideline
Step 4, 1 May 1996 by ICH Steering Committee

The Informed Consent Form (ICF) is the main source of
Voluntary information to those considering participation in a clinical
research study and is used to document a participant's

informed consent.
- \‘ 3
L4 \. )
) SR

'S
e




2XEAIAZMOZ KAINIKQN AOKIMQN

Good Clinical Practice Guidelines

6. CLINICAL TRIAL PROTOCOL AND PROTOCOL AMENDMENT(S).
6.1 General Inf oy atdom .o et e e naaaaan
6.2 Background Informatdom ..o e e aa——aaaas
6.3 Trial Objectives and Purpose ... Increase survival in resectable NSCLC . . .. .. ..
6.4 Trial Design Phase, endpoints, measurements.ta avoid bias, contralled, study population ..
6.5 Selection and Withdrawal of Subjects ....Inclusion exclusion, pts selection . ... .. . . .
6.6 Treatment of Subjects....Doses,.schedule, dose.modification..................ccooeeiiiiinan...
6.7 Assessment of Efficacy.....Methads.andintervals.............oooo e,
6.8 Assessment of Safety oo e
6.9 R = 1= =



‘ 2XEAIAZMO2Z KAINIKQN AOKIMQN

*316)0C (ENDPOINT)

*EidoG TnG peAeTng (paon I, paong II, paong III)
*ANO TO ENICTNHOVIKO EVOIQPEPOV
(OykoAoyiki] ==p» Overall Survival, Progression Free Survival

COPD ==p AVanveUuoTIKEG SOKIPAGIEG, EEAPOEIG TNG VOOOU, VOONAEiEG
Xeipoupyik == EmiBiwon oTig 30 | 90 NUEPEG PETA TO XEIPOUPYEIO
AOIHWEIOAOYIKN—DAEIKTEG PAEYHOVIG, ...£MIBiwoN...)

*Ano TiG apxEc (EMEA, FDA)
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YTOKOTOOTATEC ( | OVTLKATAOTATEC) TTOU UITOPOUV val
npoBAcPouv TNV TEALKN K)\ng«'] ekBaon

U

R
\ \
NOGoC MESGUsKiropai vocoummmm-— KAIVIKO

anoTEAECHA




2XEAIAZMOZ KAINIKQN AOKIMQN

: : MrniopoUv va petpndolv vwpitepa
MaTi va XpnoiyoTroINooupe mm) Mo «BoAkds» 1y Aiyotepo emepPartiki péBodog

Surrogate endpoints? ATtOSEKTOC yLa ETITAXUVOUEVN £VKplon «accelerated
- approval”
MAgovekTRUATA EVOG Mnopei va petwoet to ugyedog tou deiypatog
surrogate endpoint? Mrnopei va puetwoet tn dlapketa tTnG LEAETNG

Mrnopel va UeLwoeL To KOOTOC

H diadopad petafv MPAFMATIKOY kou
YNOKATAZTATOY okomou €ivall Omw¢ tTng MLty Ko
TWV HETPNTWV. ZUXVA TIALPVELS Hia ETILTAYA Vwpitepal
Kol eloat YopoUEVOG AN UIOPEL va elvall akaAumtn




2XEAIAZMO2Z KAINIKQN MEAETQN

Clinically important efficacy Aways
(amoteAeopaTIKOTNTA) randomized -
In hundreds to thousands of patients.
- Toxicity - Safety Compared IP with
« Biomarkers placebo/standard
drug

Multicentric
Initiate approvals

from authorities
e[eplypadn twv HETPWV yLa eAaxtotonoinon twv bias
eTuxatonoinon

AlaoTpwpATwon

' ;Ij‘ i _[JJ] J_Jll‘ 'J:]‘ (ZuvnOwg mittréi.s:.tfrltpco?v.(tnlogginapdvovrsq) "”f i!:‘ '%"l{i&'
TSI T py VTR TATY
ROTRTRRDTATY P \
£ N T hobioy
fataty  Dpledy THF K
AL LE pUTRTY
ity Vouang




2XEAIAZMO2Z KAINIKQN MEAETQN

e[leplypadn Twv PETPWV yla EAaxloTomoinon Twv bias
eTuyalomoinon
*Blind (TudAomoinon)

Unblinded All parties are aware of the treatment the participant
or Open Label receives

Single blind Only the participant is unaware of the treatment they
or single-masked receive

Double blind The participant and the clinicians / data collectors are
or double-masked unaware of the treatment the participant receives
Triple blind Participant, clinicians / data collectors and outcome

adjudicators / data analysts are all unaware of the
treatment the participant receives




2XEAIAZMOZ KAINIKQN MEAETQN

e ‘EAgy)OG
.HE
KaBiepwpevn Oepaneia (av unapyel)
n

Eikoviko ®appaxo (Placebo

* ATTOLOVWVOUV TO BeparmeuTtiko

OMOTEAECHLA

*HOWKEC?? /




2XEAIAZMO2Z KAINIKQN MEAETQN

2TATLOTLKNA

Tut B€Aoupe va amodeiéoupe???

. Yriepoxn

. looduvapia (Non-inferiority)
Stricter p-value (0.001, 0.0001etc)
Anauteitot moAU peyaAutepo deiypa
‘Exouv vonua otav urtoPlalopaoTte oL
SpAOTLKOTNTO KOl LLKPOTEPN TOELKOTNTA



IXEAIAZMOZ KAINIKQON MEAETQN
Non-Inferiority Trials (cont)

Pemetrexed S ——
- (n=276) (Nn=265)
. - :
-|,Ill Median survival (months) 7.9 8.3
! 1-year survival (%) 29.7 29.7
0.
1,
q
— Pemetrexed 1""-_
Docetaxel -

Hanna N, et al. J Clin Oncol 2004;22
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Non-Inferiority Trials (cont)

Grade 3 and 4 Hematologic Toxicity

Y% of Pemetrexed % of Docetaxel
Fatients Patients

(n = 285) (n = 276)

Meutropenia

Febrile Neutropenia
Meutropenia with infection
Anemia 4.2 4.3
Thrombocytopenia 1.9 0.4

Hanna N, et al. J Clin Oncol 2004;22
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Amivantamab compared with real-world therapies in patients with EGFR exon20ins+ NSCLC who have

progressed after pla

OS — CHRYSALIS vs pooled RWD

Number at risk
RWD pooled (n=125)
CHRYSALIS (n=81)

1.0
0.8
X 06
]
c
K7}
® 04
(-9
0.2

RWD pooled CHRYSALIS

Median (95% Cl) 12.8 (10.6,17.4) 22.8(17.5,NE)

HR vs RWD (95% CI) 0.49 (0.31,0.77)

: 74%

CHRYSALIS (n=81)

25% :

P 12%
RWD pooled (n=125) :

74
81

T T T T T t T T T 1
12 18 24 30

Months

48 33 19 10 5 3 1 0 0 0
72 53 18 4 2 0 0 0 0 0

tinum doublet chemotherap
PFS — CHRYSALIS vs pooled RWD

RWD pooled CHRYSALIS

1.0
Median (95% Cl) 2.9(26,4.2) 8.3(6.5,10.9)
HR vs RWD (95% Cl) 0.47 (0.34, 0.65)
0.8 =
_ : 63%
X 06 - : :
2 : CHRYSALIS (n=81)
] : : _
S 044  36% : RWD poolgd (n=125)
o : ; : :
30% : :
0.2 : 12%
s : o
0 . . * 6% -&_
] ] ] ] 1
0 6 12 18 24 30
Months
Number at risk
RWD pooled (n=125) 80 17 7 2 1 1
CHRYSALIS (n=81) 81 41 11 1 0 0

Patients treated with amivantamab had a 51% risk reduction in death (OS, HR [95% Cl]: 0.49 [0.31, 0.77]) and a 53% risk

reduction in progression or death (PFS, HR [95% Cl]: 0.47 [0.34, 0.65]) vs pooled RWD

Minchom JCO 21




KA| OMONYMO EPPAETHPIO BAZIKEZ APXEZ KAINIKQN AOKIMQN

IATPIKHIZ ZXOAHZ EKMNA

» TLonuaivouv UE OELpA:
MeAgtn paonc¢ 0
MeAetn paonc |
MeAetn paonc Il
MeAetn paonc i
MeAetn paonc IV

» MeAétec Basket

» MeAetec Umbrella- Platform Umbrella

» Mia yevon amno tnv xprion twv BD &RWD

OTNV KAWVIKEG UEAETEC




Moua(ec) eivar
TUXOLLOTTOLNLEVEG;

Otav 0éAw va Bpw tnVv
600N €vog pappakou Tt onuaivouv UE o€Lpa:

| otov avlpwro, T MeAétn paonc 0
HEAETN MPEMEL VOl MeAetn paong |
oXebLAoW; MeAétn pdonc Il

MeAetn paonc i
Mo va ypadtouv ot MeAétn paonc IV
KatevBuVTNPLEG 06NYIES /o) éTec Basket
" XPNOWOMOLOUUE MeAete¢c Umbrella- Platform Umbrella
HEAETEG TIPOLYHATLKOU Mia yevon amo tnv xprnon twv BD
KOOHOU. ZwoTo &RWD otnv KAWVIKEG LEAETEC
Na&Oog

e TIOLEC LENETEC

OUVOWVTAHLE TOV KOVOVOL
tou rolling six;
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