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Cautions concerning forward-looking statements
This presentation contains “forward-looking statements” as defined in the Private Securities Litigation Reform Act of 1995 regarding, among other things: future operating and financial performance,
product development, market position and business strategy. The viewer is cautioned not to rely on these forward-looking statements. These statements are based on current expectations of future
events. If underlying assumptions prove inaccurate or known or unknown risks or uncertainties materialize, actual results could vary materially from the expectations and projections of Johnson &
Johnson. Risks and uncertainties include, but are not limited to: economic factors, such as interest rate and currency exchange rate fluctuations; competition, including technological advances, new
products and patents attained by competitors; challenges inherent in new product research and development, including unexpected clinical trial results, additional analysis of existing clinical data,
uncertainty of clinical success and obtaining regulatory approvals; uncertainty of commercial success for new and existing products; the impact of business combinations and divestitures;
challenges to patents; the impact of patent expirations; the ability of the company to successfully execute strategic plans, including restructuring plans; manufacturing difficulties or delays, internally
or within the supply chain; product efficacy or safety concerns resulting in product recalls or regulatory action; significant adverse litigation or government action, including related to product liability
claims; changes to applicable laws and regulations, including tax laws, global health care reforms and import/export and trade laws; trends toward health care cost containment; changes in
behavior and spending patterns of purchasers of health care products and services; financial instability of international economies and legal systems and sovereign risk; increased scrutiny of the
health care industry by government agencies. A further list and descriptions of these risks, uncertainties and other factors can be found in Johnson & Johnson's Annual Report on Form 10-K for the
fiscal year ended December 30, 2018, including in the sections captioned “Cautionary Note Regarding Forward-Looking Statements” and “Item 1A. Risk Factors,” in the company’s most recently
filed Quarterly Report on Form 10-Q and in the company’s subsequent filings with the Securities and Exchange Commission. Copies of these filings are available online at www.sec.gov,
www.jnj.com or on request from Johnson & Johnson. Any forward-looking statement made in this presentation speaks only as of the date of this presentation. Johnson & Johnson does not
undertake to update any forward-looking statement as a result of new information or future events or developments.

Cautionary note on non-GAAP financial measures
This presentation refers to certain non-GAAP financial measures. These non-GAAP financial measures should not be considered replacements for, and should be read together with, the most
comparable GAAP financial measures.
A reconciliation of these non-GAAP financial measures to the most directly comparable GAAP financial measures can be found in the accompanying financial schedules of the earnings release
and the Investor Relations section of the Company’s website at www.investor.jnj.com.

Note on trademarks and photos
The third party trademarks used herein are trademarks of their respective owners.
Photo disclaimer: Unless otherwise noted, individuals depicted are models for illustrative purposes.

Strategic partnerships, collaborations and
licensing arrangements
During the course of this presentation, we will discuss a number of products and compounds
developed in collaboration with strategic partners, licensed from other companies, or funded by
governmental or non-profit organizations. Following is an acknowledgement of those relationships:
Cardiovascular &
Metabolism/Other

INVOKANA / INVOKAMET / VOKANAMET / INVOKAMET XR fixed-dose combination licensed from Mitsubishi Tanabe Pharma Corporation; XARELTO co-developed with Bayer AG; JNJ5111 licensed from Hanmi Pharmaceutical Co., Ltd; Aprocitentan licensed from Idorsia; JNJ-3093 co-developing with Bristol-Myers Squibb; Retinal assets (Achromatopsia: AAV-CNGA3,
AAV-CNGB3) and (X-Linked Retinitis Pigmentosa: AAV-RPGR) licensed from MeiraGTx; Integrin therapeutics in collaboration with Morphic Therapeutics; Metabolic research discovery in
collaboration with University of California San Diego.

Immunology

REMICADE and SIMPONI are marketed in different territories by Mitsubishi Tanabe Pharma Corporation, as well as Schering-Plough (Ireland) Company, a subsidiary of Merck & Co., Inc.;
TREMFYA discovered using MorphoSys AG antibody technology; VE202 licensed from Vedanta Biosciences, Inc.; JNJ-4500 (anti-NKG2D) licensed from Novo Nordisk; JNJ-4238
(PTG200) licensed from and co-developing with Protagonist Therapeutics, Inc.; JNJ-7752 (MBS2320) under option from Istesso Ltd.; JNJ-8398 (TD-1473) co-developing with Theravance
Biopharma Ireland Limited.

Infectious Diseases
& Vaccines

COMPLERA / EVIPLERA, ODEFSEY, SYMTUZA, PREZCOBIX / REZOLSTA fixed-dose combination products developed in collaboration with Gilead Sciences, Inc.; JULUCA developed
and marketed in collaboration with ViiV Healthcare Ltd.; Long acting HIV injectable treatment regimen of rilpivirine and cabotegravir developed in collaboration with ViiV Healthcare Ltd.;
Pimodivir licensed from Vertex Pharmaceuticals, (this project has received federal funding from BARDA, part of the U.S. Department of Health and Human Services’ Office of the Assistant
Secretary of Preparedness and Response, under contract number HHSO100201500014C); Other Transaction Authority agreement No.HHSO100201700018C with BARDA, part of the
U.S. Department of Health and Human Services’ Office of the Assistant Secretary for Preparedness and Response, to develop a comprehensive portfolio of therapeutics and vaccines to
protect communities in the event of an influenza pandemic and other infectious disease threats.; JNJ-0535 developing in collaboration with Ichor Medical Systems; JNJ-4964 (TLR
Agonist) licensed from Chia Tai Tianqing Pharmaceutical Group Co., Ltd.; JNJ-3989 licensed from Arrowhead Pharmaceuticals Inc.; Worldwide research collaboration and license with
Locus Biosciences Inc., to develop, manufacture and commercialize bacteriophage products generated using Locus’s recombinant CRISPR/Cas3 Phage platform; JSC Pharmstandard
manufactures and distributes SIRTURO in Russia and other countries in the region, including the Commonwealth of Independent States (CIS); Since 2005, Janssen Vaccines &
Prevention B.V. has been participating in the NIH-supported Integrated Preclinical/Clinical AIDS Vaccine Development (IPCAVD) program under grants AI066305, AI078526 and
AI096040, in collaboration with Professor Dan Barouch at Beth Israel Deaconess Medical Center (BIDMC); Janssen’s HIV vaccine program has also received funding or support from the
United States Military HIV Research Program (MHRP) at the Walter Reed Army Institute of Research (WRAIR), with the Henry M. Jackson Foundation for the Advancement of Military
Medicine (HJF); the Ragon Institute; and the International AIDS Vaccine Initiative (IAVI); The phase 2b proof-of-concept efficacy study Imbokodo (HVTN 705/HPX2008) for the HIV
prophylactic vaccine received co-funding from two primary partners, the Bill & Melinda Gates Foundation and National Institute of Allergy and Infectious Diseases (NIAID). Additional
partners providing support include the U.S. Military HIV Research Program at the Walter Reed Army Institute of Research, U.S. Army Medical Materiel Development Activity, and the
Ragon Institute of Massachusetts General Hospital (MGH), Massachusetts Institute of Technology (MIT) and Harvard. The study is conducted at clinical sites coordinated by the NIAIDfunded HIV Vaccine Trials Network (HVTN). The South African Medical Research Council (SAMRC) is helping to implement HVTN 705/HPX2008 in South Africa; License and
collaboration agreements with Bavarian Nordic to leverage their MVA-BN technology with Janssen’s own ADVAC and DNA-based vaccine technologies in the development and
commercialization of potential new vaccine regimens against hepatitis B virus (HBV) and the human immunodeficiency virus (HIV-1); JNJ-1623 VAC81623 (HPV vaccine) developed in
collaboration with and licensed from Bavarian Nordic A/S; IPV vaccine with funding from Bill and Melinda Gates Foundation; Zika vaccine in collaboration with Beth Israel Deaconess
Medical Center (Harvard Medical School); License and collaboration agreement with GSK (Glycovaxyn) for the development of ExPEC.

Strategic partnerships, collaborations and
licensing arrangements
During the course of this presentation, we will discuss a number of products and compounds
developed in collaboration with strategic partners, licensed from other companies, or funded by
governmental or non-profit organizations. Following is an acknowledgement of those relationships:
Neuroscience

INVEGA SUSTENNA / XEPLION / INVEGA TRINZA / TREVICTA includes technology licensed from Alkermes Pharma Ireland Limited; RISPERDAL CONSTA developed in
collaboration with Alkermes, Inc; Tau vaccine developing in collaboration with AC Immune SA; JNJ-7922 (Orexin-2 antagonist) developing in collaboration with Minerva Neurosciences,
Inc.

Oncology

BALVERSA discovered in collaboration with Astex Pharmaceuticals, Inc.; ERLEADA is licensed from The Regents of California and Memorial Sloan Kettering Cancer Center;
DARZALEX licensed from Genmab A/S; YONDELIS developed in collaboration with Pharma Mar S.A.; IMBRUVICA developed in collaboration and co-marketed in the U.S. with
Pharmacyclics, LLC, an AbbVie company; DACOGEN developed and commercialized in collaboration with Eisai Inc. and Otsuka Pharmaceuticals Co. Ltd.; ZYTIGA licensed from BTG
International Ltd.; VELCADE developed in collaboration with Millennium: The Takeda Oncology Company; PROCRIT / EPREX licensed from Amgen Inc.; cusatuzumab licensed and
developing in collaboration argenx BVBA and argenx SE; lazertinib licensed and developing in collaboration with Yuhan Corporation; JNJ-4528 (LCAR-B38M) BCMA CAR-T licensed
and developing in collaboration with Legend Biotech USA Inc., Legend Biotech Ireland Limited (“Legend”), subsidiaries of GenScript Biotech Corporation; Niraparib licensed from
TESARO, Inc., an oncology-focused business within GSK; JNJ-7107 licensed from Alligator Bioscience AB; JNJ-6892 licensed from BiocerOX Products B.V.; DUOBODY platform
licensed from Genmab relates to several bispecific antibody programs; ENHANZE platform licensed from Halozyme Therapeutics, Inc.

Pulmonary
Hypertension

UPTRAVI (selexipag), discovered and initially developed by Nippon Shinyaku, a worldwide (except for Japan) license and co-development and co-promotion agreements with Nippon
Shinyaku (co-promotion in Japan) and OPSUMIT license agreement with Nippon Shinyaku in Japan; Strategic collaboration with Analytics 4 Life, to investigate the use of machine
learning diagnostic imaging technology, to develop a single, non-invasive test to diagnose patients with all types of pulmonary hypertension.

Global Public Health

Janssen’s Monovalent Ebola Vaccine is developed in collaboration with Bavarian Nordic A/S, and MVA-BN-Filo® is licensed-in from Bavarian Nordic A/S. The program has benefited
from funding and preclinical services from the National Institute of Allergy and Infectious Diseases (NIAID), part of NIH, NIAID support included 2 product development contracts starting
in 2008 and 8 pre-clinical services contracts. This program is also receiving funding from the IMI2 Joint Undertaking under EBOVAC1 (grant nr. 115854), EBOVAC2 (grant nr. 115861),
EBOVAC3 (grant nr. 800176), EBOMAN (grant nr. 115850) and EBODAC (grant nr. 115847). The IMI2 Joint Undertaking receives support from the European Union’s Horizon 2020
research and innovation program and the European Federation of Pharmaceutical Industries and Associations (EFPIA). Further funding for the Ebola vaccine regimen has been provided
by the BARDA, within the U.S. Department of Health and Human Services’ Office of the Assistant Secretary for Preparedness and Response, under Contract Numbers
HHSO100201700013C and HHSO100201500008C.. The initial work on Ebola was conducted which was extended from 2002 until 2011. 2002 and 2007 via a Cooperative Research
and Development Agreement (CRADA is AI-0114) between Janssen/Crucell and the Vaccine Research Center (VRC)/NIAID, part of the NIH. Janssen/Crucell have licenses to much of
VRC’s Ebola IP specific for human adenovirus under the Ad26/Ad35 Ebla vaccine CRADA invention. VAC69120 (Filovirus multivalent vaccine) developed in collaboration with Bavarian
Nordic; funding: NIH Division of Microbiology and Infectious Diseases (DMID), under Contract Number HHSN272200800056C.

Our vision: The elimination of cancer
Our mission:
We will eliminate cancer by
delivering extraordinary and
accessible therapeutic and
diagnostic solutions to patients

Our
approach:

Focus on
disease

Breakthrough
therapies

Early
treatment

Curative
regimens

Janssen Oncology: An industry leader
A strategy delivering portfolio depth and diversity
Superior execution of strategy
• 7 breakthrough therapy designations
• 1st Janssen EMA PRIME designation (BCMA CAR-T)

2019

Janssen Oncology is growing 25%
2018

Oncology sales CAGR 25% over the last 7 years

• 8 new oncology drugs launched since 2011
• 1st antibody for multiple myeloma

2016

10

• 1st BTK inhibitor in B-cell malignancies

8
2015

• 1st AR antagonist approved in non-metastatic prostate cancer
st

• 1 FGFR inhibitor approved in metastatic urothelial cancer
• 12 major new indication approvals delivered since 2015
• 15 first-in-human starts since 2015

Rapid growth and leadership

2014

2012

6
4
2

#12 in 2012

0
2011

• Robust portfolio delivered ~$10B in sales ‘18
• Top 2 oral oncology product launches

$ Billions

• 1st CYP17 inhibitor in prostate cancer

Top 5

2011 2012 2013 2014 2015 2016 2017 2018

WW Janssen Oncology sales 2011–2018
2004

• Most successful multiple myeloma product launch ever

Sources: For Janssen in 2018: J&J Financial Reporting. For others, including Janssen in 2011: EvaluatePharma
Sylvant®, a registered trademark of EUSA Pharma (UK) Limited following its divestment by Janssen Sciences Ireland UC

Oncology highlights
Leading in oncology with a strategy to continue to deliver a deep, diverse portfolio
High-growth market with
significant unmet needs

Focused in addressing
massive unmet needs

>

830

K1

6.5

MM1

>

1.2MM2

>

75%2

>

Potential planned
filings/approvals
2019–2023

•
•
•
•
•
•

WW incidence of hematologic
malignancies. Focus: B cell,
multiple myeloma, myeloid
WW incidence of solid tumors.
Focus: Lung, urothelial and
gastrointestinal cancer

WW incidence of
prostate cancer

PD-1 non-responders
of all incident cancers

10 DARZALEX (1 App., 4 Filed)
10 IMBRUVICA (1 App., 2 Filed)
5 ERLEADA (1 App., 1 Filed)
4 BALVERSA (1 Approved)
2 Niraparib
JNJ-4528 (BCMA CAR-T)

•
•
•
•
•

Cusatuzumab
JNJ-6372 (EGFRxcMET)
Lazertinib
JNJ-7957 (BCMA/CD3)
JNJ-7564 (GPRC5D/CD3)

1. WHO International Agency for Research on Cancer, Globocan, 2018
2. Cancer Incidence from Globocan 2018; ORRs from approved product labels, conference presentations and literature review
ORR are from earliest line of therapy in which PD-1 is approved or has published data; Advanced/metastatic disease settings, no early/adjuvant

Building, sustaining our leadership
position with a robust pipeline

10

Approved products

1

Product approved in 2019

3

Additional indications approved
in 2019

37
7
11

Potential planned filings
2019–2023

NMEs with revenue
potential >$1B

Additional indications with
revenue potential >$500M

Our industry-leading disease areas and strategic
platforms are addressing massive unmet need
9+ million deaths, 18+ million new diagnoses in 20181
Disease areas: leading the industry

Platforms: driving future growth

Hematologic malignancies

Immune therapy

• B-cell malignancies

• Directed T cell therapies

• Multiple myeloma
• Myeloid malignancies

• Regimes that trigger potent,
specific T cell immunity

Prostate cancer

Solid tumor targeted therapy

• Androgen annihilation

• Targeted therapies

• Novel mechanisms and immuno-oncology

• Driver pathway focus

Driving toward cure with novel regimens

Intervening earlier to improve outcomes

• Early intervention/detection

1. WHO International Agency for Research on Cancer, Globocan, 2018

Developing next-generation I-O therapies

Progressing molecularly targeted therapies

– Lung, gastrointestinal, bladder

Hematologic malignancies; lung, urothelial and
gastrointestinal cancer; prostate cancer
2018 WW Market Sales
$78.6B

2023 WW Market Sales
$127.0B

130
120

$69.0B

110
100
90

• DARZALEX
(smoldering multiple myeloma,
AL amyloidosis)

$XXB

80
70

$$42.0B
2.1B

60
50
40
30

CAGR 2018–2023
10.1%

• ERLEADA
(localized prostate cancer)
$46.2B

$2.9B

0

• Oncolytic virus combination
regimens
(Future)
• Vaccine combination regimens
(Future)

$26.9B

• Directed T cells in solid tumors
(Future)

20
10

Potential future
growth drivers

$11.8B

$9.7B
Hematologic malignancies

Source: EvaluatePharma March 2019

Lung, urothelial and
gastrointestinal cancer

Prostate cancer

Oncology pipeline: Building and sustaining
our leadership position through 2023 and beyond
New molecular entities

Products approved/filed
and potential planned filings 2019–2023

Approved products

Approved/filed
IMBRUVICA

DARZALEX

BALVERSA

• Chronic lymphocytic leukemia (CLL) frontline combo with obinutuzumab (US)^ (EU)*
• WM combo with rituximab (EU)*

• Split dosing (US)^

• L2+ metastatic urothelial
cancer (UC) (US)^

ERLEADA

• Front-line MM (non-transplant) (Rd)*

• Front-line multiple myeloma (MM)
(transplant) (VTd)*

Front-line MM (non-transplant) VRd
Front-line MM (transplant) VRd
Subcutaneous rapid administration
Amyloidosis

• MM R/R combo with Car/Dex
• MM R/R combo with Pom/Dex
• Smoldering MM

IMBRUVICA
• CLL front-line combo with rituximab
• CLL watch and wait
• Mantle cell lymphoma (MCL) front-line
maintenance

PROCRIT/EPREX sales are recorded in
Cardiovascular/Metabolism/Other

•
•
•
•
•

MCL R/R combo with venetoclax
Follicular lymphoma R/R
Mature B-cell NHL R/R
Graft versus host disesae (GVHD) front-line
Front-line CLL (IV fixed duration)

Oncogenic drivers
Directed T cell therapies
• CAR-T
Comprehensive regimens
for immune therapy

Potential planned filings1
•
•
•
•

Early-stage
focus areas and platforms

• CD3 redirection

• Non-metastatic castration-resistant prostate
cancer (PC) (EU)^
• Metastatic castrate sensitive prostate
cancer (PC) (US)*

DARZALEX

Line extensions

ERLEADA

JNJ-4528 (BCMA CAR-T)

• Metastatic castrate sensitive PC (EU)
• Chemo-naïve PC combo with
abiraterone acetate
• Localized PC

• Relapsed refractory multiple
myeloma

• Fixed-dose combination with
abiraterone acetate

BALVERSA
• Bladder cancer combo with JNJ-3283
(anti-PD-1)
• Cholangio carcinoma
• Non-muscle invasive bladder cancer

Niraparib
• Metastatic castration-resistant PC
(mCRPC)
• mCRPC combo with abiraterone
acetate

Cusatuzumab
• Acute myeloid leukemia

JNJ-6372 (EGFR/cMET
DuoBody®)
• Solid tumor

Lazertinib (3rd gen TKI)
• Non-small cell lung cancer
(NSCLC)

JNJ-7957 (BCMA/CD3
DuoBody®)
• Multiple myeloma

JNJ-7564 (GPRC5D/CD3
DuoBody®)
• Multiple myeloma

^ Approved; * In Registration. 1. Does not include registrations where Janssen is not the study sponsor. This information is accurate as of May 15, 2019 to the best of the Company’s knowledge.
Johnson & Johnson assumes no obligation to update this information. Note: Filings/approvals assumed to be in US, EU unless otherwise noted. VTd: VELCADE, Thalimide and Dexamethasone.
VRd: VELCADE, Revlimid and Dexamethasone. Rd: Revlimid and Dexamethasone. WM: Waldenstrom Macroglobulinemia. R/R: Replased Refracotory. NHL: Non-Hodgkin‘’s Lymphoma. Combo:
Combination therapy. Revlimid is a registered trademark of Celgene Corporation

• Oncolytic virus
• Antigen presentation/priming
• Vaccines
• Checkpoint/agonist
combinations

Immune Therapy

PD-1 has been a major breakthrough,
but substantial unmet need remains
PD-1 monotherapy ORR
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Tumors, ranked by 2018 WW incidence

Cancer Incidence from Globocan 2018
ORR, Overall Response Rate; ORRs from approved product labels, conference presentations, and literature review
ORR are from earliest line of therapy in which PD-1 is approved or has published data
Advanced/metastatic disease settings, no early/adjuvant
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PD-1 has been a major breakthrough,
but substantial unmet need remains
PD-1 monotherapy ORR
100%

100% 100%

PD-1 non-responders

100% 100%

95%
87%

84%

83%

86%

87%
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70%

PD-(L)1 ORR
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Tumors, ranked by 2018 WW incidence

Cancer incidence from Globocan 2018
ORR, Overall Response Rate; ORRs from approved product labels, conference presentations, and literature review
ORR are from earliest line of therapy in which PD-1 is approved or has published data
Advanced/metastatic disease settings, no early/adjuvant
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PD-1 non-responders
make up >3/4 of all
incident cancers,
highlighting remaining
unmet need for more
effective agents and
combinations

Building comprehensive I-O regimens
Oncolytic viruses
Cancer antigen presentation

Cancer vaccines
Release of cancer cell antigens
T cell priming and activation
draining
lymph node

Killing of cancer cells

Directed T cell therapy

tumor

blood

T cell trafficking to tumors

PD1
Recognition of cancer cells by T cells
T cell infiltration into tumors

Adapted from: Chung, AS, Mooney, DJ. Engineered materials for cancer immunotherapy. Nano Today (2015): 10, 511—531

Our I-O portfolio holds a full array of compounds
10 assets in the clinic; 7 pre-clinical
Pre-IND

Phase 1

Phase 2
daratumumab
LCAR–B38M (JNJ-4528)
PD1 (JNJ-3283)

BCMA x CD3 (JNJ-7957)
CD123 x CD3 (JNJ-9178)
GPRC5D x CD3 (JNJ-7564)
PSMA x CD3 (JNJ-8081)
CD40 (JNJ-7107)
CSF-1R (JNJ-6527)
CD33 x CD3 (JNJ-1244)
Heme target CAR-T
OX40 (JNJ-6892)
Immune Cell agonist
T-STEALTH Oncolytic Virus
Vaccine Platform
TIM-3 (JNJ-8120)
Checkpoint

Hematologic Malignancies

Leveraging scientific expertise and global
capabilities across hematologic malignancies1
B-Cell
malignancies

Multiple
myeloma

Myeloid
malignancies

• B-cell receptor pathways

• Antibodies

• Differentiation pathways

• B-cell antigens

• T cell directed killing

• Myeloid antigens

• IMBRUVICA

• DARZALEX

• Cusatuzumab

• JNJ-6633 MALT-1

• JNJ-4528 BCMA CAR-T

• JNJ-9178 CD123xCD3

• Undisclosed CAR-Ts

• JNJ-7957 BCMAxCD3

• JNJ-1244 CD33xCD3

• Multiple undisclosed
multi-specific Abs

• JNJ-7564 GPRC5DxCD3

• Undisclosed differentiation agents

• Undisclosed CAR-Ts

• Undisclosed anti-apoptotic

• Undisclosed multi-specific Abs
• VELCADE

1. Representative of select pipeline assets

Hematologic Malignancies
B-Cell Malignancies

IMBRUVICA: Pursuing a path to cure of chronic
lymphocytic leukemia
The most comprehensively studied first-in-class BTK inhibitor
• Approved in 10 indications
across 6 diseases

ibrutinib

• Robust development program positions
IMBRUVICA well for sustained growth
• Four front-line CLL trials showed superiority of
IMBRUVICA vs. 4 different standard regimens

336

total clinical
trials

106

completed
trials

194

ongoing
trials

36

planned
trials

Includes Janssen and PCYC company-sponsored and investigator-sponsored clinical trials worldwide

• Eight potential new filings ahead
• Novel combinations to drive toward cure

IMBRUVICA: A drumbeat of superior outcomes
with frontline use in CLL
IMBRUVICA

Control

160

Ibrutinib

Control

136*

Months of improvement (mPFS)

140

114*

120

110*

100

82

80

62*
60
40
20

43*

41
13

6

19

15

RESONATE

HELIOS
r/r CLL

mPFS, median Progression-Free Survival
* Estimated
RESONATE: 56-month follow-up; RESONATE-2: 48-month follow-up
† ALLIANCE is an investigator-sponsored study
† † ECOG1912 is a collaborative study

iLLUMINATE
Elderly/high risk

48*

RESONATE-2
Elderly

ALLIANCE
1L CLL

Elderly

†

ECOG1912
Young/fit

††

IMBRUVICA + rituximab regimen superior to FCR
in young/fit newly diagnosed CLL
ECOG-1912 Phase 3 study showed statistically significant reduction in
progression-free survival (PFS) and overall survival (OS)
OS (ITT)

1.0

1.0

0.8

0.8

Probability

Probability

PFS (ITT)

0.6

0.4
HR 0.35 (95% CI, 0.22–0.5)
One-sided P<0.00001

0.2

0

1

2

0.4
HR 0.17 (95% CI, 0.05–0.54)
One-sided P<0.0003

0.2

I+R (37 events/354 patients)
FCR (40 events/175 patients)

0.0

0.6

0.0
3

4

I+R (4 events/354 patients)
FCR (10 events/175 patients)
0

1

65%

FCR, fludarabine cyclophosphamide, and rituximab; I+R, ibrutinib plus rituximab
IMBRUVICA + rituximab safety results in ECOG-1912 were consistent with previous trials of IMBRUVICA-based therapy
Shanafelt T, et al. Presented at ASH 2018, December 1-4, 2018, San Diego, CA. Abstract LBA-4

3

Time (years)

Time (years)

Reduction in risk of progression
or death with IR vs. FCR

2

83%

Reduction in risk of death
for IR vs. FCR

4

Hematologic Malignancies
Multiple Myeloma

Pushing forward to eliminate multiple myeloma
Building on advances made with VELCADE and DARZALEX

Cure
13

P

12
Median survival (years)

11

JNJ-4528 BCMA CAR-T

10
10
9

P

8
7

JNJ-7957 BCMA x CD3

Novel
biologics

JNJ-7564 GPRC5D x CD3
Smoldering multiple myeloma
(SMM) Phase 3 ongoing

6
5
4
3
2

First
generation
novel
agents

1

2002

2006

2010

2014

2018

2022

2026

2030

DARZALEX: Focused on transforming the
treatment of multiple myeloma
Comprehensive development program across
multiple myeloma and beyond
Approved indication

ALCYONE (DVMP)
MAIA (DRd)
CEPHEUS (DVRd)

Transplant
ineligible

MGUS

Two
prior lines

Double
refractory

Transplant
eligible

AQUILA

AL
amyloidosis

• 5 DARZALEX regimens approved;
two breakthrough therapy designations

EQUUELUS (DPd)

One
prior line

SMM

CASSIOPEIA
(DVTd)
PERSEUS (DVRd)

CASTOR (DVd)
POLLUX (DRd)
CANDOR (DKd)
APOLLO (DPd)

SIRIUS (mono)

ANDROMEDA (CyBorD)

Premalignancy

RTOR, Real-Time Oncology Review

Front-line
treatment

• First and only anti-CD38 approved for
multiple myeloma

Relapse

–

Approval as single agent and in combination

–

Front-line indication approved in 2018

–

>60,000 patients treated worldwide

• Robust Phase 3 front-line development
program in multiple myeloma
–

ALCYONE: non-transplant population (approved)

–

MAIA: non-transplant population (filed via RTOR)

–

CASSIOPEIA: transplant-eligible population (filed)

DARZALEX: Striving to redefine multiple
myeloma treatment
DARZALEX + SoC

Months of improvement (mPFS)

RRMM (L4)
~14,000 patients

Comparator

RRMM (L2/3)
~60,000 patients

NDMM (L1 TIE)
~28,000 patients

58*

44.5
40*
31.9

18.4

16.7

3.7
SIRIUS

19.1

7.1

CASTOR

POLLUX

Relapse
mPFS, median Progression-Free Survival
RRMM, Relapsed and/or Refractory Multiple Myeloma; NDMM, Newly Diagnosed Multiple Myeloma; L1 TIE, First-Line Transplant-Ineligible
* Estimates
Decision Resources: Multiple Myeloma Landscape and Forecast, 2018 (G7 estimates)

ALCYONE

MAIA
Front-line

DARZALEX: Broad comprehensive program with a
drive toward eliminating myeloma
A foundational therapy redefining the treatment of multiple myeloma

• 86 total and 5 registration studies under way
– Two front-line studies in combo with VRd initiated

• Subcutaneous formulation: a significant advance
– Infusion time of ~5 minutes
– Filing 2H 2019

• Next frontier – earlier intervention
– Smoldering myeloma
– AL amyloidosis

Driving toward curative regimens with nextgeneration multiple myeloma therapies
Directed T cell therapy

CAR-T

T cell redirection

• JNJ-4528 BCMA
CAR-T

• JNJ-7564 GPRC5DxCD3

• Undisclosed CAR-Ts

Representative of select pipeline assets

• JNJ-7957 BCMAxCD3
• Undisclosed multispecific Abs

JNJ-4528: Potential best-in-class BCMA CAR-T
cell therapy
Binding domain(s)

• JNJ-4528 has two binding domains for BCMA
– Potential to be best-in-class

VH

VHH

VHH

• LEGEND-2 first-in-human Phase 1/2 study
completed enrollment in China with LCAR-B38M;
74 patients treated1,2
− Longer follow-up data expected this year

LH

• CARTITUDE-1 Phase 1b/2 study in R/R multiple
myeloma ongoing in US
− Initial data expected end of 2019 or 1H 2020

Typical CAR

JNJ-4528

1. Fan F, et al. J Clin Oncol 2017;35(suppl): abstract LBA3001
2. Zhao WH, et al. 2018. ASH Annual Meeting; abstract 955 (oral presentation)

• CARTIFAN-1 Phase 2 study in R/R multiple
myeloma ongoing in China

LEGEND-2 study with LCAR-B38M in R/R MM1
Cytokine release syndrome

Best overall response
ORR = 88%

Incidence

30

42 (74%)

27
(47%)
20
(35%)

20

39 (68%)
MRD-neg 2

10

6 (11%)

4 (7%)
0
Grade 1

Grade 2

Grade 3

Most common Grade ≥ 3 AEs (≥20%): leukopenia (30%),
thrombocytopenia (23%) and aspartate aminotransferase increased (21%)

2 (4%)
CR

VGPR

PR

4 (7%)
SD

1 (2%)

2 (4%)

PD

NE

Progression-free survival (PFS): Median PFS of 15 months for
all patients; 24 months for patients achieving MRD-negative CR
Overall survival (OS): Median OS not reached, with 75% alive at 12 months
for all patients; 94% alive at 12 months in patients achieving MRD-negative CR

ORR, Overall Response Rate
1. Data from the largest site of the LEGEND-2 study, comprising 57/74 patients1: Zhao WH, et al. 2018. ASH Annual Meeting; abstract 955
(oral presentation). Zhao WH et al. Journal of Hematology & Oncology (2018) 11:141
2. 8-color flow cytometry with cell count up to 500,000 cells

Creating next-generation T cell redirection
regimens in multiple myeloma
JNJ-7564: GPRC5DxCD3 DuoBody®; JNJ-7957: BCMAxCD3 DuoBody®

GPRC5D

CD3

Bispecific

or

• Highly selective targets for
multiple myeloma1
• First-in-human dose escalation
Phase 1 studies ongoing

BCMA

GPRC5D or BCMA

• Preliminary data anticipated at
ASH 2019

Myeloma cell

Activated T cell

GPRC5D, G Protein-Coupled Receptor Class C Group 5 Member D
1. Atmaniuk, J., et al., Eur J Clin Invest, 2012; 42(9): 953–60

• Active efforts to test synergistic
combinations

Hematologic Malignancies
Myeloid Malignancies

Myeloid malignancies are the next frontier
for breakthroughs1

Differentiation

Directed T cell

• Ion induction

• CD3 T cell activation

• Epigenetic modulation

• CAR-Ts

• Cusatuzumab

• JNJ-9178 CD123xCD3

• Undisclosed
differentiation agents

• JNJ-1244 CD33xCD3
• Undisclosed CAR-Ts

1. Also assessing other MoAs including anti-apoptotic pathways

Cusatuzumab: A potential foundational,
novel therapy for acute myeloid leukemia
Cusatuzumab induces LSC differentiation
Kill LSCs and
AML blasts

• Biologic with potential for combination therapy and
extended dosing2

2
Block proliferation
and survival signal
3
CD27

LSC/
blast

LSC/
blast
CD70

Induce myeloid
differentiation

• Novel target and mechanism of action1

1

Differentiated
cell

LSC, leukemic stem cells; sCD27, soluble CD27
1. Silence K, et al. MAbs. 2014;6:532232
2. Riether C, et al. J Exp Med. 2017;214:359–80
3. Hinterbrandner M, et al. ASH 2017; abstract 2652 (poster presentation)
4. argenx ASH 2018 investor meeting

• Inhibition of CD70 pathway leads to differentiation
and death of leukemia cells3
• Single-agent biologic activity in AML
• Phase 1/2 study: high Complete Response rate
(67%) in combination with azacitidine (AZA) in
newly diagnosed AML patients4
• Anticipate starting Phase 2 study in US, second
half 2019

Multiple T cell redirection programs for
myeloid malignancies
JNJ-9178: CD123xCD3 DuoBody®; JNJ-1244: CD33xCD3 DuoBody®
• Novel and potential first-in-class T cell redirection
programs
CD123

CD3

Bispecific

or

CD33

• Compelling preclinical data demonstrating potent
killing of CD123+ and CD33+ AML cells
• CD123xCD3 Phase 1 first-in-human dose
escalation study in R/R AML patients ongoing

CD123 or CD33

• CD33xCD3 Phase 1 first-in-human dose escalation
study in R/R AML and high-risk MDS initiated

AML cell

– Differentiated approach through optimized
epitope targeting
Activated T cell

Solid Tumor
Targeted Therapy

Solid tumor targeted therapy strategy and focus
Driver
pathway
targets

Synthetic
lethal targets

Solid tumor
antigens

Accelerate and expand
a portfolio of agents targeting
key solid tumor driver
pathways

Establish a best-in-class
portfolio of synthetic lethal
programs and capabilities

Advance next-generation
therapeutics directed at solid
tumor antigens

• BALVERSA (erdafitinib)

• Undisclosed synthetic
lethality programs

• Undisclosed biologics

• JNJ-6372 (EGFRxcMET)
• Lazertinib
• KRAS
• Undisclosed
differentiation agents

• Directed T cell
• Antibody-dependent
cellular cytotoxicity (ADCC)
• Vaccines

BALVERSA: First-in-class, selective FGFR inhibitor1
• Received FDA approval for BALVERSA in R/R
FGFR-positive metastatic urothelial cancer (mUC)
erdafitinib

• Critical role of data science in approval
• FDA breakthrough therapy designation in FGFRpositive mUC2
̶ Objective response rate 32.2% among L2+ mUC patients
with FGFR alterations [95% CI (22.4, 42.0)]

• Multiple ongoing BALVERSA studies:
̶ Phase 3 study (THOR) in mUC, single agent in L2 therapy
̶ Phase 1b/2 study (NORSE) in mUC alone and
in combination with anti-PD1 JNJ-3283

FGFR, fibroblast growth factor receptor; UC, urothelial cancer; L2, second line
1. Soria JC, et al. ESMO 2016; abstract 781PD (poster presentation)
2. Siefker-Radtke AO, et al. ASCO 2018; abstract 4503 (oral presentation)

BALVERSA: Expanded clinical development
FGFRs are frequently altered in a variety of malignancies

Frequency of FGFR mutations and fusions
GENIE (n=46K) & TCGA (n=12K)

• FGFR amplifications, mutations and fusions are
observed across many solid tumors
• Different tumor types with studies ongoing or
planned

Cancer type

Frequency

Urothelial*

~20%

Glioblastoma

~21%

– Tissue agnostic study

Cholangiocarcinoma*

~10%

– Lung cancer

Head and Neck

~9%

Soft Tissue Sarcoma

~8%

Endometrial

~7%

NSCLC

~4%

Cervical

~3%

Stomach

~3%

Breast

~2%

Ovarian

~2%

Hepatocellular Carcinoma

~2%

GENIE (hotspot mutations) and TCGA (fusions) databases accessed January 2019
* Frequency takes into account genomic database and clinical experience

– Cholangiocarcinoma
– Esophageal cancer
– Hepatocellular carcinoma

• Tissue agnostic basket trial
• Next-generation inhibitors and combinations

An integrated EGFR pathway strategy to change
the treatment paradigm
Triple blockade of EGFR and cMET
with JNJ-6372 and Lazertinib results
in superior activity in preclinical model

JNJ-6372
EGFRxcMET DuoBody®
A fully human, enhanced ADCC, bispecific
antibody that targets EGFR and c-MET via
novel MOA; currently being evaluated across
the spectrum of EGFR and cMET altered tumors

A potent 3rd-generation EGFR TKI with highly
favorable tolerability profile

Dosing phase

Mean tumor volume/mm3

Lazertinib
3rd-generation EGFR inhibitor

3000

Vehicle
2000

Lazertinib
JNJ-6372

1000

Lazertinib
+ JNJ-6372
0
0

20

40

Time (days from start of dosing)
In vivo preclinical activity: lung tumor xenograft driven by EGFR (T790M) and c-MET pathways;
JNJ-6372 in combination with Lazertinib prevents tumor growth more effectively than either agent alone
DD18058; Eln: DuoBody-EGFR x cMet-00570

60

JNJ-6372: Phase 1b study of efficacy and
safety in patients with EGFRmut NSCLC
Maximum reduction from baseline in SLD in
patients with EGFR mutations who received
JNJ-6372 doses ≥700 mg

Preliminary findings from an ongoing
first-in-human dose escalation Phase
1 study of JNJ-6372 in advanced
NSCLC showed:
• A manageable safety profile with toxicities
generally consistent with EGFR and
cMET inhibition
• At pharmacologic target doses, single agent
activity seen in patient with EGFR-mutant
lung cancer
• Early evidence of activity in osimertinib-resistant
tumors with EGFR or cMET genetic alterations
• Mechanism may have relevance in head and
neck cancer, colorectal cancer

Patient had best overall response of progressive disease and did not have evaluable target lesion measurement or a new lesion in the post-baseline disease assessment;
3G, prior 3rd-generation TKI; IRR, infusion-related reactions; mut, mutated; PK, pharmacokinetics; SLD, sum of target lesion diameters
Cho BC, et al. ESMO 2018; abstract 1497P (poster presentation)

Prostate Cancer

Prostate cancer core strategies
Transform prostate cancer to a curable or preventable disease

Androgen
blockade

DNA repair

• Niraparib

Directed T cell
therapies

• PSMAxCD3 bispecific
antibody
• Undisclosed targetCD3 bispecific
antibody

Expanding Janssen’s leadership in prostate cancer
treatment across the continuum of care
Comprehensive development program spanning the path of prostate cancer progression

Non-metastatic

metastatic
TITAN
Hormonesensitive
~35K pts

Localized disease
~600K pts

Biochemical
recurrence
~100K pts

KRONOS
PD1 combo

Phase 3 Studies
Castrationresistant
LINE 1
~75K pts

ACIS
ATLAS

PROTEUS

Castrationresistant
~70K pts

SPARTAN

Decision Resources: Prostate Cancer Landscape and Forecast, 2016 (G7 estimates)

Approved indication
Castrationresistant
LINE 2
~60K pts

Castrationresistant
LINE 2+
~45K pts

Phase 1 Study

ERLEADA: Redefining prostate cancer treatment

apalutamide

• First androgen receptor (AR) inhibitor approved for
non-metastatic castrate-resistant prostate cancer
– Now approved in US, EU, Japan

• Engineered as a next-generation AR inhibitor
• Exploring new innovative combinations
• Five ongoing Phase 3 trials with significant
potential in new populations

Months of improvement mPFS

Moving science forward to benefit patients
ERLEADA

ZYTIGA

Comparator arm

40.5M

40.5M

33.0M

16.5M

To be
presented
at ASCO1

8.3M

5.6M

16.2M

14.8M

3.6M

mCRPC (L2)

mCRPC (L1)

mCSPC (M1 HR)

mCSPC (M1)

nmCRPC (M0)

COU-AA-301

COU-AA-302

LATITUDE

TITAN

SPARTAN

mPFS, median Progression-Free Survival
1. Chi Kim, et al. ASCO 2019; First results from TITAN: A Phase 3 double-blind, randomized study of apalutamide versus placebo
in patients with metastatic castration-sensitive prostate cancer receiving androgen deprivation therapy. Abstract 5006 (oral presentation)

14.7M

Niraparib: Novel mechanism in prostate cancer
Overview of PARP Inhibitors1

• Oral active and potent PARP1/2 inhibitor
̶ Synthetic lethality for prostate cancer with DNA
repair defects

PARP

• Approved (Zejula®) for maintenance treatment of
ovarian, fallopian tube or primary peritoneal cancer

Single-strand break
PARP inhibitors

• Three studies are currently recruiting in mCRPC:
Double-strand breaks

Normal cell

̶ Phase 2 GALAHAD; niraparib monotherapy
̶ Phase 1b QUEST; niraparib combination platform study

BRCA-mutated cell

Repair by
homologous
recombination

No homologous
recombination
No repair

DNA repaired
Cell survival

Cell death

DNA repaired

PARP, poly (ADP-ribose) polymerase
1. Reprinted by permission by Macmillan Publishers Ltd: Sonnenblick A et al. Nat Rev Clin Oncol.
2015;12:27–41, copyright 2015. Sonnenblick A, et al. Nat Rev Clin Oncol. 2015;12:27–41
Zejula® is a registered trademark of TESARO, Inc.

̶ Phase 3 MAGNITUDE initiated; double-blind placebocontrolled ZYTIGA +/- niraparib

• Co-dx implemented to select eligible patients
for studies

GALAHAD Phase 2 study: niraparib monotherapy
shows clinical activity in L3+ mcrpc1
BRCA1/2
(n=29)
Objective
response
rate,
% (95% CI)

37.5 (n=6/16)
(15.2–64.6)

Non-BRCA
(n=21)

13.3 (n=2/15)
(1.7–40.5)

• In the Phase 2 GALAHAD study, patients with
pretreated, progressive DRDb prostate cancer
received niraparib (300 mg daily)
̶ Discontinuation rate due to AEs was 16%
̶ Most common Grade 3/4 AEs were primarily gastrointestinal
and hematologic: anemia (29%), thrombocytopenia (9%),
neutropenia (15%), nausea (11.7%)
• Non-hematologic AEs: asthenia (6%), hypertension (5%)

Composite
response
rate2,
% (95% CI)

62.1 (n=18/29)
(42.3–79.3)

23.8 (n=5/21)
(8.2–47.2)

1. Data as of November 5 2018 clinical cut-off. bPathogenic mutations (including homozygous deletions) of BRCA1/2, ATM, FANCA, PALB2, CHEK2, BRIP1 or HDAC2
2. Defined as an objective response by RECIST 1.1 for measurable disease, CTC conversion to <5/7.5 mL blood or PSA decline of ≥50% (PSA50). ARSI, androgen receptor
signaling inhibitor; CTC, circulating tumor cell; DRD, DNA repair gene deficiency
Smith MR, et al. J Clin Oncol 2019;37 (suppl 7S:abstract 202)

On the path to eliminating prostate cancer

Novel
approaches
and I-O
Early
intervention
Androgen
blockade

• Niraparib
• Anti-PSMA-CD3

• ATLAS and
PROTEUS Phase 3
trials
• Early intervention
toward cure

• Vaccine-based
approaches
• CAR-Ts

Key takeaways: Janssen continues to progress
innovative oncology treatment regimens
Focused on patient unmet medical need, the best science and
transformational medical innovation
Robust portfolio
continues to expand

Pipeline poised to deliver
near-term advances

• 8 new medicines approved
in 9 years
• 7 breakthrough therapy
designations; PRIME
designation
• DARZALEX front-line and SC;
IMBRUVICA 8 filings planned

Potential
Planned Filings
Potential
planned
2019 –
2023
filings/approvals
2019–2023

• ERLEADA and niraparib to
further strengthen prostate
cancer leadership

• Synergistic combination
regimens, earlier treatment,
diagnostics

• BCMA CAR-T in multiple
myeloma

• Next generation I-O
combinations, including
oncolytic viruses and vaccines

• Bispecifics in heme
malignancies, prostate and
lung cancers
•
•
•
•
•
•

Novel approaches driving
toward eliminating disease

10 DARZALEX (1 App., 4 Filed)
10 IMBRUVICA (1 App., 2 Filed)
5 ERLEADA (1 App., 1 Filed)
4 BALVERSA (1 Approved)
2 Niraparib
JNJ-4528 (BCMA CAR-T)

•
•
•
•
•

• Highly active engagement with
external innovation ecosystem

Cusatuzumab
JNJ-6372 (EGFRxcMET)
Lazertinib
JNJ-7957 (BCMA/CD3)
JNJ-7564 (GPRC5D/CD3)

