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Puma Biotechnology Announces Publication of PB272
in HER2 Non-Amplified Metastatic Breast Cancer with
a HER2 mutation
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LOS ANGELES--(BUSINESS WIRE)--Puma Biot echnology, Inc. (NYSE: PBYI), t oday announced a publicat ion in t he Sept ember
2015 issue of t he Journal of t he Nat ional Comprehensive Cancer Net work describes t hat a pat ient wit h HER2 non-amplified
(HER2-negat ive) met ast at ic breast cancer who also had a HER2 act ivat ing mut at ion was successfully t reat ed wit h PB272
(nerat inib).
The peer-reviewed publicat ion describes a female pat ient wit h advanced st age IV invasive duct al carcinoma of t he breast .
Aft er mult iple t reat ment s wit h chemot herapy and hormonal t herapy, a t umor specimen was submit t ed t o Foundat ion
Medicine for comprehensive genomic profiling. This t est ing ident ified a HER2 L755S mut at ion, an act ivat ing mut at ion locat ed
in t he t yrosine kinase inhibit or binding sit e of t he HER2 kinase domain. The L755S mut at ion produces resist ance t o t he HER2
t yrosine kinase inhibit or lapat inib, but in preclinical st udies has been shown t o be highly sensit ive t o nerat inib.
“Prior t o t reat ment , t he pat ient ’s ECOG performance st at us det eriorat ed and she was essent ially homebound wit h massive
ascit es and profound weakness,” said Dr. Noa Efrat Ben-Baruch, Head of t he Depart ment of Oncology, Kaplan Medical Cent er,
Rehovot , Israel and a co-aut hor of t he publicat ion. “The pat ient began t reat ment wit h nerat inib and wit hin t wo mont hs her
performance st at us improved, she was able t o resume normal daily act ivit ies and a CT scan performed showed a part ial
response t hat persist ed for 11 mont hs. Capecit abine was t hen added t o nerat inib and t he pat ient ’s t umor again responded.
This clinical response markedly improved t he pat ient ’s performance st at us and qualit y of life. The t reat ment of t his pat ient
is an excellent example of collaborat ion bet ween basic research, clinical applicat ion and biot echnology companies for t he
benefit of pat ient s. Wit h t he advent of molecular profiling of pat ient s wit h met ast at ic disease, such collaborat ions are of
ut most import ance for t he development of new drug candidat es out side of formal clinical t rials.”
Dr. Ron Bose, from t he Sit eman Cancer Cent er and Washingt on Universit y School of Medicine and a co-aut hor of t he
publicat ion, added, “This case is t he first published report of a pat ient wit h HER2-mut at ed breast cancer responding t o
t reat ment wit h a single-agent , HER2-t arget ed drug. This also validat es our previously published preclinical dat a wit h nerat inib
t hat showed pot ent ant it umor act ivit y in HER2 mut at ions. Addit ional st udy of nerat inib in pat ient s wit h HER2 mut at ions is
clearly warrant ed.”
“We are very pleased t o see t he act ivit y of nerat inib in t his case report ,” said Alan H. Auerbach, Chief Execut ive Officer and
President of Puma. “We cont inue t o be encouraged by t he result s of our ongoing st udies of nerat inib in pat ient s wit h HER2
mut at ions, including our ongoing t rials in breast cancer, lung cancer and t he basket st udy, and we look forward t o sharing
more informat ion about t hese t rials lat er t his year.”
Abo ut Puma Bio techno lo gy
Puma Biot echnology, Inc. is a development st age biopharmaceut ical company t hat acquires and develops innovat ive
product s for t he t reat ment of various forms of cancer. The Company focuses on in-licensing drug candidat es t hat are
undergoing or have already complet ed init ial clinical t est ing for t he t reat ment of cancer and t hen seeks t o furt her develop
t hose drug candidat es for commercial use. The Company is init ially focused on t he development of PB272 (oral nerat inib), a
pot ent irreversible t yrosine kinase inhibit or, for t he t reat ment of pat ient s wit h HER2-posit ive breast cancer and pat ient s
wit h non-small cell lung cancer, breast cancer and ot her solid t umors t hat have a HER2 mut at ion.
Furt her informat ion about Puma Biot echnology can be found at www.pumabiot echnology.com.
Fo rward-Lo o king Statements:
This press release cont ains forward-looking st at ement s, including st at ement s regarding t he announcement of dat a relat ive
t o t he Company’s clinical t rials. All forward-looking st at ement s included in t his press release involve risks and uncert aint ies
t hat could cause t he Company's act ual result s t o differ mat erially from t he ant icipat ed result s and expect at ions expressed
in t hese forward-looking st at ement s. These st at ement s are based on current expect at ions, forecast s and assumpt ions,
and act ual out comes and result s could differ mat erially from t hese st at ement s due t o a number of fact ors, which include,
but are not limit ed t o, t he fact t hat t he Company has no product revenue and no product s approved for market ing; t he
Company's dependence on PB272, which is st ill under development and may never receive regulat ory approval; t he
challenges associat ed wit h conduct ing and enrolling clinical t rials; t he risk t hat t he result s of clinical t rials may not support
t he Company's drug candidat e claims; even if approved, t he risk t hat physicians and pat ient s may not accept or use t he
Company's product s; t he Company's reliance on t hird part ies t o conduct it s clinical t rials and t o formulat e and manufact ure

it s drug candidat es; t he Company's dependence on licensed int ellect ual propert y; and t he ot her risk fact ors disclosed in t he
periodic report s filed by t he Company wit h t he Securit ies and Exchange Commission from t ime t o t ime, including t he
Company's Annual Report on Form 10-K for t he year ended December 31, 2014 and Quart erly Report on Form 10-Q for t he
quart er ended June 30, 2015. Readers are caut ioned not t o place undue reliance on t hese forward-looking st at ement s, which
speak only as of t he dat e hereof. The Company assumes no obligat ion t o updat e t hese forward-looking st at ement s, except
as required by law.
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