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LUNG CANCER LANDSCAPE
THE CURRENT MATCHUP

e In 2024 . S
 »>230, 000 new cases of lung cancer Lo
e >125 OOO deaths from lung cancer ‘

P 1 in5 of all cancer deaths

e Each year, more people die of lung cancer than of
= eolon) breast and_p\rostate cancers combined

| '@lungoncdoc



LUNG CANCER LANDSCAPE
THE CURRENT MATCHUP

But there IS HOPE

| Decreasmg Inadence

~ *» New lung cancer cases are declining, thanks in part to
s more people qwttlng smoklng or never startmg

2 Declmmg Mortallty :
1. Fewer people smoklng

| 7 Advances in treatment _
) Improvements in early detectlon o

' '@lljngoncdoc



LUNG CANCER LANDSCAPE
THE CURRENT MATCHUP

But there is HOPE I

B Advancements in treatment and early detection (&

are because of research!

Soe @.l'dngoncdoc



_\ THE CURRENT MATCHUP

Lung
Cancer as
one
disease
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- LUNG CANCER LANDSCAPE:
THE CURRENT MATCHUP

Lung
Cancer as
one
disease

Small Cell Lung Gancer
15%

Others,5%

Large Cell 15%

Squamous Cell Grdnoma
25%

‘Infographics by Dr. ,Ra'v.'i'-'Sa_lgia_
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- THE CURRENT MATCHUP

l' “ /" SmallCell Lung Gancer ' i
: : 15% 2
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Cancer a cancer is because of research!
one

disease

151Tins

| @ldngoncdoc



THE J OURNEY TO DRUG APPROVAL

- A GAME CHANGER

- - Byshowafhands: who knows about...

' @lungoncdoc



THE J OURNEY TO DRUG APPROVAL

- A GAME CHANGER

- - Byshowafhands: who knows about...
 AZD9291

NCT02296125 Trial

' @lungoncdoc



' THE JOURNEY TO DRUG APPROVAL ,

- AGAME CHANGER

AZD9291 = OS|mert|n|b | e
. NCT02296125 Trial = Phase 3 FLAURA study

PROTOCOL SYNOPSIS

A Phase 111, Double-Blind, Randomised Study to Assess the Efficacy and
Safety of AZD9291 versus a Standard of Care Epidermal Growth Factor
Receptor-Tyrosine Kinase Inhibitor as First-Line Treatment in Patients
with Epidermal Growth Factor Receptor Mutation Positive,

Locally Advanced or Metastatic Non-Small Cell Lung Cancer

@lu hgoncdoc



. THE JOURNEY TO DRUG APPROVAL
 AGAME CHANGER

. AZD9291 = OS|mert|n|b

12017 S eenT L 2018

: Prlmary complet|on date "FDA Approval of 1 L 03|mert|n|b :
I I
I = |
l 3 l

2014 Vo e 2017 -
- StartDateof } . ' ““NEJM
- FLAURAstudy | .+ publication with
_ - 1 Y median PES
update
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THE J OURNEY TO DRUG APPROVAL
Ly GAME CHANGER '

Impact on the Lung Cancer Communlty” |

~ » Practice-Changing Clinical Trial: led to FDA. approvalof
| 03|mert|n|b as first-line treatment

: Overall Survival Beneflt (i. e. extended the length of patrent S llfe)

= PrOQreSSIOn Free SurVIVal Beneflt (| e. |mproved duratlon without
disease progressron) o . | e

» Personalized Medicine: Relnforced the |mportance of blomarker 3
testrng and approprlate therapy - v

' @lungoncdoc



TH EJ QUR NE! TO D R ' G APPR OV" e
 AGAME CHANGER

‘-"-j_"'|mpaCt on Patlents Who Enrolled on Study”

' Ea rlv Access to Treatment Phase 3 trlal sta rted FOUR YEARS prlor

Loy Valldatlon of Treatment Demonstrated safety and efflcacy |

' Communltv and Suooort Contrlbuted to S|gn|f|cant advancements i
_incancer research i Wos.n e
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~ AGAME CHANGER Gw ke
"‘“"‘\"ﬁlmpact on Patlents Who En rolled on Study’? b s \- \
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Working on slides for
an upcoming talk and
need your help!

What's one word that
comes to mind when you
hear “clinical trial?"

Type something...




NHY RESEARCH IS THE MVP?

Working on slides for
an upcoming talk and
need your help!

< ' Responses R GAE Responses

Experimental Confusing
Placebo (which is

terrifying) Not proven

Reply > Reply >

Reply > Reply >
Reply > Reply >

A new drug and
Placebo potential new
treatment for patients

Reply > Reply »

Repl > Repl >
W 2 Reply > Reply >

Desperation

Expensive $$$$$$ Guinea pig

Reply > Reply >

What's one word that
comes to mind when you
hear “clinical trial?”

Reply > Reply >

Experimental Nothing. No one told

me about one.

Type something... enly S e S
v Reply > Reply >
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Working on slides for
an upcoming talk and
need your help!

< ' Responses R GAE Responses

Experimental Confusing
Placebo (which is

terrifying) Not proven

Reply > Reply >

Reply > Reply

Ceply >

Placebo

Reply >

Desperation

Expensive $$$$$$ Guinea pig

Reply >

What's one word that
comes to mind when you
hear “clinical trial?”

Reply > Reply >

Experimental ; Nothing. No one told
me about one.

Type something...

Reply
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NHY RESEARCH IS THE MVP?

Working on slides for
an upcoming talk and
need your help!
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Experimental
3 | s Not proven
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Working on slides for
an upcoming talk and
need your help!

What's one word that
comes to mind when you
hear “clinical trial?"

Type something...

N
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&4

Placebo (which is 7
terrifying) Notproven el HEWPE Testing

Experimental

Rep.

ow can we educate and

and

reduce stigma around =
clinical trials?

Expensive $$$$$9$ Guinea pig

Nothing. No one t¢
me about one.
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" OBSTACLES ON THE FIELD FQR THE
~ LUNG CANCER RESEAR HER o s

\ O 1 Fu n d | n g L| m |tat| o n s

o lelted Fundmg [aee than 10% of federal cancer D
researoh doIIars are aIIocated to Iung cancer.

Lo e @lungoncdoc



 OBSTACLES ON THE FIELD FO R TH E
~ LUNG CANCER RESEAR XCh HER

\ O 1 Fu n d | n g L| m |tat| o n s

i '_if"?i‘f_-ff?e-.-"-erlted Fundrng Less than 10% of federal cancer -
~ research dollars are aIIocated to Iung cancer.

“‘-Fundlng Drsparlty Lung Cancer recelves about $600
- m|II|on from NIH Compared to $1 2 b|II|on for breast cancer X




 OBSTACLES ON THE FIELD FO R TH E
1A NG CANC E R R E S E AR HE R

O 1 Fu nd | n g L| m |tat|ons o
L T --Ti?%-.-"-anrted Fundrng Less than 10% of federal Cancer -

. _research doIIars are aIIocated to Iung Cancer

‘*‘-Fundlng Drsparlty Lung Cancer recelves about $600
o m|II|on from NIH Compared to $1 2 b|II|on for breast cancer

N _'-Competltlve Grants Success rate for NCI Cancer research
‘ fgrants |s onIy 11- 14% sty L




FCR THE LUNG CANCER RESEARCHER

02 Regulatory Challenges | |

Complex Approval Process

Protocol Development Detalled study protocols outllnlng

objectlves methods, and. safety measures, WhICh can be

_ time- consummg to meet regulatory standards. '_ N
Comprehenswe statlstlcal plan IS also needed SREe L e

l

Gy

= ; 3 : s e q
S . T
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OBS‘ACLES ON THE FIELD CHALLENGES
FCR THE LUNG CANCER RESEARCHER

?n 02 Regulatory Challenges

e ThIS supplement contains the followmg items with persanalinfarmatio redacted
i 1 Original FLAURA clinical study protocol (edition 1.0) pages 1-171
| 2. Revised FLAURA clinical study protocol (edition 3.0)" 2T Pl o
: B 3 Summary of amendments made to FLAURA clinical study protocol (amendment 1.0): 290-360 == -
& 4 Summary of amendments made to FLAURA clinical study protocol (amendment 2.0): 361403 [
& ¢ 5. Original FLAURA statistical analysis plan (edition 1.0): 404-419 -

P & 6. Revised FLAURA statistical analysis plan (edition 3.0): 420-503
& 5. Revised FLAURA statistical analysis plan (companion diagnostic; edition 3.0): 504—-522




OBS ZACLES 0 _:_fvTHE FIE LD CHLLE ii CEs
FQR THE LUNG CANCER RESEARCHER

02 Regulatory Challenges |

Complex Approva[ Process e

Ethlcs Rev1ew EaCh study requ1res approval from an . Voo e
e e Instltutlonal Review Board (IRB) to ensure ethlcal - e
standards addlng tlme and CompIeX|ty St e s




o5 \CLES ON THE FIELD: CHLLEN‘:ES
;FQR THE LUNG CANCER RESEARCHER

Complex Approval Process

o '-Regulatory Changes Must stay updated on evolvmg e
e -_qu|del|nes from regulatory agenc:les Wthh can delay study
i |n|t|at|on e e

Regulatory Overlap Varylng requwements from dlfferent e
yw  agencies (e.g., FDA, EMA) complicate multi- natlonal studles e
v_"_mcreasmg admlnlstratlve burdens - A




. OBSTAC LE s .N THE FIE LD C H A LLE E S i’J
]—F.R THE LUNG CANCER RE SEARCHER

03 Patlent Recrurtment & Enrollment |

Low Part|C|pat|on Rates Only 5 10% of adult cancer : il
-patlents part|C|pate in Cllnlcal trlals Yoo

e Loglstlcal Barrlers Challenges Ilke transportatron
e -_'.-T;:fsand eI|g|b|l|ty crltena hlnder enrollment :

- Strlct Crlterla Inclusmn and exclu3|on cntena can' e N
o l|m|t elrglble patlent pool, makrng it dn‘ﬁcult to recrmt
@ ”::suffrment part|C|pants for |mpactful study results




- BARRIERS FROM THE PATIENT SIDELINE

:2020 |\| |

cllnrcal trials

'I'Su rvey

. 41 % of Amerlcans reported not knowmg anythlngabout

,- 87% reported never belng mwted to partlcmate |n a cllnlcal

trlal

~ NCI-Hints Health Information National Trends Survey (HINTS). Briefs. Number 48. June 2022.  ( _



- BARRIERS FROM THE PATIENT SIDELINE

Imagine you had a need to get
information about clinical trials. Which of
the following would you go to first?”

My health care provider | [ -7 % 77
Internet search | |GG 22.4%

Health organizations or groups - 6.7%

(for example, the American Cancer Society)

Government health agencies . 2.7%

My family and friends | |} 2.4

Disease-specific patient
support groups I 1.6%

Drug companies | 0.3%
Missing data I 1.5%

o e NCI —‘.\Hi'n.t_s'. Heé[th Informatlon N'aﬂti'on‘é_'l TrendsSurvey (HIN_ITS)'. BrlefsNumber48June 008



Imagine you had a need to get
information about clinical trials. Which of
the following would you go to first?’

My health care provider I 62.3% I _ n

nternet searc
Health organizations or groups - 6.7%
o

(for example, the American Cancer Society)

Government health agencies
My family and friends

Disease-specific patient
support groups

Drug companies

Missing data

An urgent unmet need to improve
patient-clinician communication
about cllnlcaltrlals

NCI-Hlnts Health Informatlon NatlonatTrends Survey(HINTS) Brlefs Number 48 June 2022 _ A
| - | - - @lungoncdoc

|



 PLAYBOOK TO 0 E NHA ‘CE R SE AR c

E -f%_:PERIENCE

What Strategles Can We Use to Improve

' _ Patlent-Clmlc:an Commumcatlon’?



o “about clinical trials EARLY in the treatment proeess
' Use Open Ended Questlons e |

- PLA AYE /BOOK * 0 E NHA N c E R * s E AR c i
E XPERIENCE T e

.' In|t|ate Conversatlons Encourage cl|n|C|ans to START dlscussmns_"_ e




2 Assess Patlent Preferences gulo e 0

- Tailor Information: Customize mformatlon based on |nd|V|dual

= PLA' AYE /BOOK * 0 E NHA N c E R * s E AR c 2
E XPERIENCE el e

foe Dlscuss Concerns Ask patlents about thelr preferences worrles s
~and motlvatlons for ccn3|der|ng part|C|pat|on ik

patlent needs and understandlng L e o



~ PLAYBOOK ) E NHA N c E R * s E AR c

E XPERIENCE

Improvmg Patlent Cl|n|C|an Communlcatlon '. Bl e

\"“_3 Ut|l|ze Clear Communlcatlon Tools

+ Visual Aids: Incorporate dlagrams charts and |nf0graph|cs to -

| - Plaln Language AVOID medlcaljargon use clear and acceSS|ble '
__ language to explaln trlal concepts W et e

~ SIMPLIFY complex information.



Assessmg Avallablllty and Demand for Patlent Fr|endly g
Resources n Lung Cancer Care The Patlent Perspectlve

°Part|C|pants 58 patlents w/ non- small ceII Iung
~cancer (NSCLC) o e e
Y cFindings: v -
. *Most patlents w:th Iung cancer reported a Iack of
‘ij ._'"_3 ‘ patlent-frlendly wrltten resources 4 |
: -Preference for oncology prowders to personally
'\ deliver and use patient-friendly resourcesto =~
o explam dmgnos:s stagmg, and treatment plan (3

A _@lun_gon_c_oljo_c._' '_



Assessmg Avallablllty and Demand for Patlent Fr|endly i
Resources in Lung Cancer Care The Patlent Perspectlve .

smgh' et a| Presented at WCLC 2023

s °PartJC|pants 58 patlents w/ non- small ceII Iung cancer (NSCLC)
Q.-Flndmgs | ' LN ey o e
~ *Most pat/ents with lung cancer reported a lack of pat/ent— o
fr/endly written resources L e el

- Can we develop a patlent frlendly resource? -
'Preference for oncology prowders to personally del/ver and _
use patient- fr/endly resources to explaln d/agnOSIs staglng, . :
and treatment plan S+ % b o i

Can we develop a resource that oncology prowders -

e Wl” use in cllnlc? £ o




NEXT STEPS:

the |n|t|aI__ medlca|

‘CONTACT INFORMATION:

-How to reach my healt
-How my healthcare te l \I t E I l \

WHAT:

nasseress_| DIAGNOSI S

o
S
0
g
o
Q
~<_.
=
o
=

'WHERE:

-My cancer is located

. Developed ihe=r IS
collaboratlon W|th

TREATMENT GOAL:

-The goal of my treatment(s) is

-Curative treatment aimsto “c1re the

oncologlsts & -
pat.ent advocates ; wadesmiorercrs TREATMENT INTENT

-If the cancer can’t be ci
symptoms and 4) maintain qualty of life. Faliiative treatment is often given to patients with advanced cancer mn
hopes of making patients more comfortable with the goal of controlling the cancer for a period of time. It is
sometimes given in combination with other cancer treatments.

across dlfferent
tumor types

PATIENT GOALS:

: Bl PATIENTGOALS

meaningful to you? ( e.g. to improve physrml activity, to better manage cancer symptoms, to not have the cancer
come back etc.)

NEXT STEPS IN
TREATMENT PLAN

Use this space to discuss potential treatment options (and potential side effects) and to better understand
how/where you will spend your time receiving cancer care. This would be a good time to discuss barriers to care
(such as insurance coverage) and to think about what additional tests might be needed before starting
treatment.

SUPPORT/RESOURCES

Use this space to think about a network of people that can support you during your diagnosis. Think about how
to discuss your diagnosis with family and friends. Consider asking for help and continuing to reach out for
support. Consider connecting with fellow patients and other caregivers. Consider connecting with other support
services such as Cancer Support Community, Cancer Care, American Cancer Society etc.

PATIENT TIPS:

-Develop an organization system (example: purchasing a folder or binder) to keep physical copies of test results,
handouts, and all printed information that relate to your cancer, treatments and healthcare team

-Have |

= TIPS/NOTES

-Keep wit upuuteu Lupy o) Gt iEUILULIGIS Liue YUt WS LUy (HWHES WHW WUSES ) LU SIUTE Wit yuur o e Ceam.

-Ask your care team permission to record audio from your appointment to revisit at a later point in time




A PATIENT GUIDE TO THE INITIAL MEDICAL ONCOLOGY VISIT

R
‘Ae
E

~ » One-page patient- [,
CHGHACNG R G — -~ CARE TEAM
. the |n|t|al medlcal

WHAT:

. Developed ine ¢ IS
£ collaboratlon W|th o
~ multiple medlcal

-The goal of my treatment(s) is

oncolog|sts S0 o o R —

in what doctor's can some

patlent advocates : ""ff,”;i"i‘;ii’;‘;’:’;’;: TREATMENT INTENT

symptoms and 4) maintain qualty of life. Faliiative treatment is often given to patients with advanced cancer mn
hopes of making patients more comfortable with the goal of controlling the cancer for a period of time. It is
sometimes given in combination with other cancer treatments.

across dlfferent L
tumor types ne o
X a PATIENT GOALS

ks 45y el ? f : peri k Use this space to think ab! . mtand
1 AN : £ meaningful to you? (e.g. to improve physrml actnutv, to better manage cancer symptnms to not have the cancer
come back etc.)

NEXT STEPS:

NEXT STEPS IN
TREATMENT PLAN

Use this space to discuss potential treatment options (and potential side effects) and to better understand
how/where you will spend your time receiving cancer care. This would be a good time to discuss barriers to care
needed before starting

= Gan we develop a similar approach for
lung cancer clinical trials?

DU T ViIN II\I_\)UURCES

Use this space to think about a network of people that can support you during your diagnosis. Think about how
to discuss your diagnosis with family and friends. Consider asking for help and continuing to reach out for
support. Consider connecting with fellow patients and other caregive Consider connecting with other support
services such as Cancer Support Community, Cancer Care, American Cancer Society etc.

PATIENT TIPS:

-Develop an organization system (example: purchasing a folder or binder) to keep physical copies of test results,
handouts, and all printed information that relate to your cancer, treatments and healthcare team

-Have |

= TIPS/NOTES

-Keep wit upuuteu Lupy o) Gt iEUILULIGIS Liue YUt WS LUy (HWHES WHW WUSES ) LU SIUTE Wit yuur o e Ceam.

-Ask your care team permission to record audio from your appointment to revisit at a later point in time



B JAMA Oncology Patient Page
B January 25, 2024

Clinical Trials for Patients With Cancer

B 2v12i Abu Rous, MD'; Aakash Desai, MD, MPH2; Eric K. Singhi, MD3

gl > Author Affiliations | Article Information Clinical trials for patients with cancer

Clinical trials are research studies that investigate if new
treatments and tests to screen for diseases are safe and effective.
Patients with cancer may benefit from participating in a clinical
trial by having access to potentially more effective and/or safer
treatments and more direct involvement in health care decisions.

S /1A Oncol. 2024:10(3):416. doi:10.1001/jamaoncol.2023.5778

. i’tfj'ii__:-One pag“e pubhcatlon wnth plam IangL|age & an}':'-:f""‘
‘-|nfograph|c

There are 4 testing phases in clinical t
and each has unique features and importan differences

Potential barriers
to participation

Patients | Main questions Study design
enrolled | being studied

10-30 What is the optimal Single-arm study
dose of the treatment | Ng randomization
._ o G n being studied?
L e G . What are the
7 3 i - side effects?

Fear of receiving
a treatment with
unclear side effects

¢ _Key Content

” "'-';,'.'ff"‘._:What Isa CI|n|ca| Trlal'-’

How effective is
the treatment?

Single-arm study
(usually)

treatment approval

Fear of receiving
a treatment with

_»f:t'Deflnltlons and E|Ig|b||lty for a Cllmcal Tr|a| Howcommonare | Norandomiaton | uner effectenes
- Informed Cc t |
; n o r m e 0 n Sen B = e . S 5 Is the treatment Study with 22 arms Fear of randomization
NN : mor/e effefcti\;; Randomized between ?nd {ecei\::ing placebo
: - and/or safer than reatmen
. Beneflts and Ba rrlers to Enrollmg |n a C||n|cal. s
: e standard of care? new treatment
2 -_ Trl a I How safe and No randomization Lack of direct benefit
effective is this Population-based to participate when
treatment in the study usually the treatment is
@ S general population? | ~gnducted after already approved

and available

Other common barriers to enrolling in clinical trials include lack of health care
clinician awareness about ongoing trials, strict eligibility criteria, patient time
and travel commitments, and language/cultural challenges.

- r’_EnroIIment




LW HI s TLE KE Y TAKE AWASY

1 Lung Cancer Research is the MVP Ll e e
- Advancements in early detectlon and treatment are reduc:ng mortal/ty rates

i  .2 Facmg Obstacles on the Fleld " et e e )_'_.:
e }_Researchers and patlents face s:gnlf/cant challenges ln nawgatlng cllnlcal trlals o

e ;3 Engage the Team

- Pat/ents Want thelr phySIC/ans to be trusted coaches /n the cl/nlcal tr/al process

L. 4 Strengthenlng the Game < LR
= Improwng commun/catlon between patlents & phySICIans is key to success

- This _i-S' how W e SC’O_RE BIG for our patients with lu n_'éeancer'! A E T

L @lungo nedoc
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