
FOCUSED
on Development

Driven by SCIENCE 

2017 President and CEO Letter



“The biggest discovery for Spectrum in 2017 
was that poziotinib can target exon 20 

insertion mutations in EGFR and HER2.”

“As I look at 2018 and beyond, I am excited 
about transforming the Company to prepare 

for its promising future.” 
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PRESIDENT and CHIEF 

EXECUTIVE OFFICER

To Our Stockholders,
2017 was a landmark year for Spectrum with significant advancements in our pipeline. In just the past six 
months, key clinical data have emerged from our poziotinib and ROLONTIS programs which affirm the potential 
of these drugs to provide important options for patients suffering with cancer. 

Precision medicine is becoming more prominent in managing cancer. As more is discovered about the genetic 
structure of cancer, medicines that have targeted use are becoming recognized for having the best outcomes. 
The biggest discovery for Spectrum in 2017 was that poziotinib can target exon 20 insertion mutations in EGFR 
and HER2.

The most exciting part of 2018 will be to see additional results, and explore the possible areas where this 
targeted agent can be used to satisfy unmet needs. In addition, these results will provide an opportunity for the 
Company to be transformed. I am excited about this opportunity and am focused on accelerating the success 
of Spectrum. 

Poziotinib
Poziotinib is a novel, irreversible, tyrosine kinase inhibitor (TKI) that brings Spectrum to the frontier of precision 
medicine in oncology. We are studying poziotinib in lung cancer patients with exon 20 insertion mutations. 
The prognosis for these patients is poor with median progression free survival (PFS) of about two months. For 
these patients, current therapies are unsatisfactory. Life expectancy is very short, and there continues to be a 
significant unmet need.

Based on pioneering research done at the University of Texas MD Anderson Cancer Center, it is currently 
hypothesized that these exon 20 insertion mutations in EGFR and HER2 lead to structural changes resulting in 
steric hindrance in the drug binding pocket of these kinases. Due to poziotinib’s unique structural features, such 
as its smaller size and flexible nature, research indicates that it is able to overcome this steric hindrance and 
inactivate kinase activity. In preclinical models, poziotinib showed excellent anti-tumor activity.

In April 2018, updated preliminary data from an 80-patient investigator-sponsored Phase 2 trial at MD Anderson 
Cancer Center was announced. Confirmed objective response rate were seen in 64% of the first 11 lung cancer 
patients enrolled in this trail. Also, in the 11 patients, the median PFS had not been reached after a median 
follow up of 6.5 months. For the medical community, this was very exciting because historical data had shown 
a less than 10% objective response rate to currently available EGFR TKIs in this population. The trial at MD 
Anderson continues to enroll patients and is expected to yield important data in 2018.



Working closely both with MD Anderson as well as the Food and Drug Administration (FDA), we designed a 
Company-sponsored Phase 2 trial that is now enrolling patients in leading cancer centers in the U.S. This trial will 
enroll up to 87 non-small cell lung cancer (NSCLC) patients with EGFR exon 20 insertion mutations and up to 87 
patients with HER2 exon 20 insertion mutations. 

In addition, poziotinib is also being studied as a single agent in a Phase 2 trial in the third-line setting with breast 
cancer patients who have failed other HER2-directed therapies. To discover more of the drug’s potential, we 
are initiating sites for a new second-line trial of poziotinib in combination with the antibody-drug conjugate 
ado-trastuzumab emtansine (T-DM1) in women with advanced or metastatic HER2-Positive breast cancer.  We 
anticipate that 2018 will present multiple opportunities for additional data that will provide greater insight into this 
promising asset.  

ROLONTIS®  
ROLONTIS is a novel biologic developed using a proprietary technology for the treatment of chemotherapy-
induced neutropenia. Chemotherapy can cause myelosuppression, leading to low levels of white blood cells, 
making patients prone to infections, hospitalizations, and interruption of chemotherapy. ROLONTIS has the 
potential to be a new option in this multibillion dollar market.

The Company plans to file a Biologics License Application (BLA) for ROLONTIS with the FDA in the fourth quarter 
of 2018. Two key Phase 3 trials with a similar design will form the basis of this regulatory submission: ADVANCE 
and RECOVER.  Enrollment in the ADVANCE trial, which is under a Special Protocol Assessment (SPA) from the 
FDA, was completed in August 2017. The ADVANCE trial met the primary 
efficacy endpoint of non-inferiority in Duration of Severe Neutropenia between 
ROLONTIS and pegfilgrastim. The adverse event profile in this trial was similar 
between the two treatment arms. In 2018, the Company expects presentation 
of data from the ADVANCE trial at a scientific meeting, topline data from the 
RECOVER trial, as well as the filing of the BLA.

Changes in Corporate Governance
I also want to highlight an important step we took to improve our governance 
practices. In response to stockholder votes at our 2016 Annual Meeting of 
Stockholders and 2017 Annual Meeting of Stockholders, on March 23, 2018, 
the Board approved amendments to our bylaws to establish proxy access 
rights and implement a majority voting standard. In addition, the Board 
approved an amendment to rescind the stockholder rights plan, commonly 
referred to as a ‘poison pill’. These changes bring us more in-line with the 
governance practices of our peers and we look forward to a continued dialogue 
with our stockholders on our governance practices.

2018 and Beyond
We have made several strides in the development of important cancer 
therapies. Our achievements in 2017 would not be possible without the 
dedication of our team at Spectrum. As I look at 2018 and beyond, I am excited 
about transforming the Company to prepare for its promising future. I want to 
thank the patients and physicians who participate in our clinical trials for giving 
their time and effort to help advance our pipeline. I also want to thank our 
stockholders for believing in us and for your support of our progress.

 

Joe Turgeon 
President and Chief Executive Officer 
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Due to its small size and flexibility, 
poziotinib’s potential for the treatment 
of non-small cell lung cancer with exon 
20 insertion mutation was recognized, 
leading to the first clinical use of 
poziotinib in this setting.
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CORPORATE INFORMATION

This report contains forward-looking statements regarding future 
events and the future performance of Spectrum Pharmaceuticals, 
Inc. that involve risks and uncertainties that could cause actual 
results to differ materially from the results contemplated by the 
forward-looking statements. Risks that could cause results to 
differ include risks described in the enclosed Annual Report 
on Form 10-K and other risks described in further detail in the 
Company’s other reports filed with the Securities and Exchange 
Commission.
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