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This presentation contains forward-looking statements, including statements regarding commercialization of NERLYNX® and the potential indications 

and development of our drug candidates. All forward-looking statements involve risks and uncertainties that could cause our actual results to differ 

materially from the anticipated results and expectations expressed in these forward-looking statements. These statements are based on our current 

expectations, forecasts and assumptions, and actual outcomes and results could differ materially from these statements due to a number of factors, 

which include, but are not limited to, any adverse impact on our business or the global economy and financial markets, generally, from the global 

COVID-19 pandemic, and the risk factors disclosed in our periodic and current reports filed with the Securities and Exchange Commission from time to 

time, including our Annual Report on Form 10-K for the year ended December 31, 2022, and subsequent filings. Readers are cautioned not to place 

undue reliance on these forward-looking statements, which speak only as of the date hereof. We assume no obligation to update these forward-looking 

statements except as required by law.

Forward-Looking Safe-Harbor Statement
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Product Pipeline

Phase I Phase II Phase III Registration Approval

Neratinib: Tyrosine kinase inhibitor

HER2+ Breast Cancer

Extended adjuvant
Neratinib monotherapy

Metastatic
Monotherapy or combo therapy

Metastatic w/ brain mets
Monotherapy or combo therapy

Alisertib: Aurora kinase A inhibitor

HRc+*** HER2-negative MBC

Triple-negative MBC

Small cell lung cancer

N

8

NSABP FB-7

NALA (Phase III 3rd Line HER2+ MBC**)

ExteNET (Phase III HER2+ EBC*) 

TBCRC-022 (T-DM1 + neratinib)  

     

NCT02038647 (paclitaxel + alisertib)

TBCRC-041 (fulvestrant + alisertib)

*

CONTROL

NCT02187991 (paclitaxel + alisertib)  

* ECB:  Early breast cancer       ** MBC:  Metastatic breast cancer       *** HRc+:  Hormone receptor positive

NCT02187991 (paclitaxel + alisertib) 

PUMA-ALI-4201 (alisertib) Initiation in Q4ô23
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Pumaôs Pharmacy and Distributor Network

Patients

Sites of Care

Academic Hospitals

Community Hospitals

Physician Practices

Others (VA, DOD)

Hub Services

Specialty Pharmacy Network (SP)

Specialty Distributor Network (SD)

Acaria Health Accredo

CVS ONCO 360

Optum / 

Diplomat
Biologics

Cardinal Health

McKesson

ASD/Oncology Supply

DMS Pharmaceutical Group 

Inc.
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$51.6 Million net NERLYNX revenue in Q2ô23

51.3 51.6

Q2'2022 Q2'2023

Net Revenue (in $MM)

46.8
51.6

Q1'2023 Q2'2023

Net Revenue (in $MM)

~0.6% growth compared to Q2ô22 ~10% growth compared to Q1ô23

Q1ô23 Q2ô23

- $3.8 mil - $1.5 mil

Inventory Change ($) Inventory Change ($)

Q2ô22 Q2ô23

+ $2.7 mil - $1.5 mil
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3,022 Ex-factory bottles were sold in Q2ô23

3,200
3,022

Q2'2022 Q2'2023

Bottles

2,849
3,022

Q1'2023 Q2'2023

Bottles

~6% decline compared to Q2ô22 ~6% growth compared to Q1ô23

Includes commercial SP & SD bottles

Change in inventory declined ~100 bottles in Q2ô23 vs Q2ô22.

Q2ô22 Q2ô23

179 -89

Q1ô23 Q2ô23

-236 -89

Inventory Change Bottles Inventory Change Bottles
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~70% of patients in Q2ô23 started at a reduced dose*

*Reduced dose defined as fewer than 6 pills per day

2.0% 2.0% 3.0% 4.0%
6.0% 7.0%

12.0% 11.0%

19.0%

28.0%
30.0% 31.0%

32.8%

42.4%

37.7% 38.7%

54.9%

59.4%
61.5%

65.4%
67.9%

64.0% 64.0%

69.5%

% of Patients starting at reduced dose
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Rest of World Partnerships ï Timelines

Region Partner Regulatory Approvals Commercial Launches

Australia / SE Asia

Å2019 ï Ext. Adj. in Australia, Singapore

Å2020 ï Ext. Adj. in Brunei, Malaysia, New Zealand

ÅQ2 2022 ï Ext. Adj. in the Philippines 

ÅQ3 2022 ï mBC in Singapore

Å 2020 ï Singapore

Å Q2 2021 ï Malaysia

Å Q3 / Q4 2021 ï Brunei, New Zealand

Israel Å2020 ï  Approved in Ext. Adj. and mBC Å 2020 ï Launched

Canada
Å  2019 ï Ext. Adj. approved

Å Q2 2021 ï mBC approved
Å 2020 ï Launched 

Latin America

Å2019 ï  Ext Adj in Argentina 

Å2020 ï  Ext. Adj in Chile, Ecuador; mBC in Argentina

Å 2021 ï Ext Adj and mBC in Peru; mBC in Chile; Ext.      

Adj. in Brazil

ÅQ1 2022 ï Ext. Adj. in Mexico

ÅQ3 2022 ï mBC in Ecuador

ÅQ1 2023 ï mBC in Colombia

Å 2020 ï Argentina

ÅQ2 2021 ï Chile

ÅQ4 2021 ï Peru

ÅQ3 2022 ï Brazil

Å Q1 2023 ï Mexico

Europe

Greater China

Middle East

North and West Africa

South Africa

Turkey

Å2019 ï EMA approval

Å 2019 ï Ext. Adj. in Hong Kong

Å 2020 ï Ext. Adj. in China, Taiwan 

ÅQ4 2021 ï mBC in Taiwan

ÅQ1 2023 ï Ext Adj. in Morocco, South Africa

Å2019 ï Germany, UK, Austria 

Å2020 ï Sweden, Finland, Scotland, Switzerland, Denmark

Å 2020 ï Hong Kong

ÅQ1 2021  ï China (added to 2021 NRDL), Taiwan

ÅQ1 2021  ï Greece, Czech Republic

ÅQ1 2022  ï Ireland

ÅQ3 2022 ï Spain

ÅQ2 2023  ï Slovakia

South Korea ÅQ4 2021 ï Ext. Adj. in S. Korea ÅQ1 2022 ï Launched 
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NERLYNX® Extended Adjuvant HER2+ Breast Cancer Market Size

Approximately 28,300 patients (US) with early stage HER2+ breast cancer treated with 

adjuvant treatment1

Approximately 6,000 patients (US) with HR positive early stage HER2+ breast cancer 

and no pathological complete response to neoadjuvant treatment (high risk disease)

Approximately 37,000 patients (EU) with early stage HER2+ breast cancer treated with 

adjuvant treatment1

ïApproximately 65ï70% of patients have HR positive disease

1Roche epidemiology slides 09/18



ALISERTIB

Breast Cancer and Small-Cell Lung Cancer 
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Alisertib (MLN 8237)

Å Single-agent and combinational clinical activity in solid tumors including hormone receptor-positive 

breast cancer (HR+ MBC), triple negative breast cancer (TNBC), small cell lung cancer (SCLC), and 

head and neck cancer 

Å Single-agent clinical activity in hematologic malignancies including peripheral T-cell lymphoma 

(PTCL) and aggressive non-Hodgkinôs lympohoma (NHL) 

ÅWell-characterized safety profile: ~1,300 patients treated across 22 company-sponsored trials

Orally Bioavailable

Drug Class: BenzazepineAurora Kinase A 

(AURKA) inhibitor 



121Dick F Cancer Discovery Feb 2019, Gong X Cancer Discov 2019

Synthetic Lethality of AURKA and Rb1

Å Loss of function of Rb1 is a common event in cancer and 

can emerge as a mechanism of resistance to EGFR, 

CDK4, and ER-targeted therapies in breast and lung 

cancers

Å Rb1 controls entry into S phase of mitosis, and loss of 

Rb1 function leads to a hyperactivated, primed, SAC

Å Cancers with a hyperactivated SAC depend on AURKA in 

order to overcome SAC priming, which leads to stalled 

mitosis

Cancers with a hypersensitive spindle assembly checkpoint (SAC) depend on AURKA for mitotic exit and 

survival1
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AURKA and c-Myc Co-regulate Each Other 

Å AURKA and c-Myc transcriptionally upregulate each other, 

suggesting the existence of a positive feedback loop

Å c-Myc upregulates Cyclin D2, CDK4, and cyclin-E, 

contributing to complex formation and subsequent 

phosphorylation of p27Kip1, which leads to cell proliferation

Nuclear AURKA exerts kinase-independent functions by acting as a transcription factor

AURKA

E2F1

cdk4

cyclin-D2

Cell proliferation

c-Myc Genomic instability & 

tumor development

p27klp1

cdk2

cyclin-E

P

Naso FD Oncogene 2021, Tang A Oncotarget 2017



Clinical Development in Small-Cell Lung Cancer
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Phase 2 Study of Alisertib Monotherapy in Solid Tumors 

- SCLC Cohorts

Melichar B Lancet Oncol 2015

Study design:

Å Pts had to have undergone Ò 2 previous cytotoxic 

regimens, not including adjuvant or neoadjuvant 

treatments

Å Alisertib administration: orally in 21-day cycles at 50 

mg twice daily for 7 days followed by a break of 14 

days

Å 1° Endpoint: Objective Response Rate (RECIST 1.1)

Table adapted from Melichar B Lancet Oncol 2015. Data are either number of patients (%) (95% CI), or median 

(95% CI), unless otherwise stated. NE=not estimable. *Safety population. ÀAll were partial responses. All 

responses were based on investigator tumor assessments (RECIST v1.1).


