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Phase II SUMMIT Trial of Neratinib for HER2 (ERBB2)
Mutant, Metastatic Cervical Cancer at the Society of
Gynecologic Oncology (SGO) 2019 Annual Meeting
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Oral Plenary Presentation Receives SGO Presidential Award
LOS ANGELES--(BUSINESS WIRE)--Puma Biot echnology, Inc. (Nasdaq: PBYI), a biopharmaceut ical company, announced t oday
t hat updat ed result s from t he cervical cancer cohort of SUMMIT, an ongoing Phase II basket t rial examining t he efficacy of
nerat inib in HER2-mut at ed cancers, were report ed at t he Societ y of Gynecologic Oncology (SGO) 2019 Annual Meet ing in
Honolulu, Hawaii. “Nerat inib in pat ient s wit h HER2-mut ant , met ast at ic cervical cancer: findings from t he phase II SUMMIT
‘basket ’ t rial,” was present ed during t he Scient ific Plenary Session by Anishka D’Souza, M.D., Assist ant Professor of Clinical
Medicine, Keck School of Medicine of Universit y of Sout hern California (USC). SGO select ed t his abst ract as t he recipient of
t he 2019 SGO President ial Award. Slides from t he present at ion are available on t he Puma Biot echnology websit e.
The Phase II SUMMIT ‘basket ’ t rial is an open-label, mult icent er, mult inat ional st udy t o evaluat e t he safet y and efficacy of
nerat inib administ ered daily t o pat ient s who have solid t umors wit h act ivat ing, somat ic HER2 mut at ions. The cervical cancer
cohort was comprised of 11 pat ient s wit h advanced and/or met ast at ic disease t reat ed wit h nerat inib monot herapy. Pat ient s
received a median of 2 (range 1–4) prior regimens in t he recurrent or met ast at ic set t ing before ent ering t his t rial. Six
pat ient s (54.5%) had been previously t reat ed wit h bevacizumab prior t o ent ering t he st udy; 7 pat ient s (63.6%) had received
prior surgery; and 9 pat ient s (81.8%) received prior radiat ion t herapy. The object ive response rat e was 27.3% (95% CI:
6.0%–61.0%). The clinical benefit rat e was 54.5% (95% CI: 23.4%–83.3%) and included 3 pat ient s wit h confirmed part ial
responses and 3 pat ient s wit h st able disease t hat last ed great er t han 16 weeks. The median progression free survival was
7.0 mont hs (95% CI: 0.7–20.1 mont hs).
The safet y profile observed in nerat inib-t reat ed cervical cancer pat ient s in SUMMIT was consist ent wit h t hat report ed for
HER2-amplified met ast at ic breast cancer. The most frequent ly observed adverse event was diarrhea, any grade (n=9,
81.8%) including 1 (9%) grade 3 diarrhea event . The durat ion of grade 3 diarrhea was 1 day. None of t he diarrhea event s
result ed in dose reduct ion, dose discont inuat ion or hospit alizat ion.
“Somat ic HER2 mut at ions represent a dist inct class of oncogenic driver mut at ions t hat appear t o be clinically act ionable for
met ast at ic cervical cancers. Treat ment wit h nerat inib led t o durable responses and disease cont rol in met ast at ic pat ient s
wit h HER2-mut ant cervical cancer,” said Dr. D’Souza, who pract ices oncology at t he USC Norris Comprehensive Cancer
Cent er.
Alan H. Auerbach, CEO and President of Puma Biot echnology, added, “We are very pleased wit h t he act ivit y seen wit h
nerat inib in t his cohort of pat ient s wit h HER2-mut at ed cervical cancer. We look forward t o t he furt her development of
nerat inib in t his pat ient populat ion.”
Abo ut Puma Bio techno lo gy
Puma Biot echnology, Inc. is a biopharmaceut ical company wit h a focus on t he development and commercializat ion of
innovat ive product s t o enhance cancer care. Puma in-licenses t he global development and commercializat ion right s t o t hree
drug candidat es — PB272 (nerat inib, oral), PB272 (nerat inib, int ravenous) and PB357. Nerat inib, oral was approved by t he U.S.
Food and Drug Administ rat ion in July 2017 for t he ext ended adjuvant t reat ment of adult pat ient s wit h early st age HER2overexpressed/amplified breast cancer, following adjuvant t rast uzumab-based t herapy, and is market ed in t he Unit ed
St at es as NERLYNX® (nerat inib) t ablet s. NERLYNX was grant ed market ing aut horizat ion by t he European Commission for t he
ext ended adjuvant t reat ment of hormone recept or-posit ive HER2-posit ive early st age breast cancer in Sept ember 2018.
NERLYNX is a regist ered t rademark of Puma Biot echnology, Inc.
Furt her informat ion about Puma Biot echnology may 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 development of Puma’s
product candidat es. All forward-looking st at ement s involve risks and uncert aint ies t hat could cause Puma’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 risk fact ors
disclosed in t he periodic and current report s filed by Puma wit h t he Securit ies and Exchange Commission from t ime t o t ime,
including Puma’s Annual Report on Form 10-K for t he year ended December 31, 2018. 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. Puma 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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