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LOS ANGELES--(BUSINESS WIRE)--Puma Biot echnology, Inc. (Nasdaq: PBYI), a biopharmaceut ical company, announced t hat
result s from an ongoing Phase II clinical t rial of Puma's invest igat ional drug PB272 (nerat inib) were present ed at t he 2017
American Associat ion for Cancer Research Annual Meet ing (AACR) t hat is current ly t aking place in Washingt on, D.C. The
present at ion ent it led, “Nerat inib in HER2 or HER3 mut ant solid t umors: SUMMIT, a global, mult i-hist ology, open-label, phase 2
‘basket ’ st udy,” was present ed as a plenary session by David Hyman, M.D., Direct or of Development al Therapeut ics at
Memorial Sloan Ket t ering Cancer Cent er (MSK), and principal invest igat or of t he t rial.
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
PB272 administ ered daily t o pat ient s who have solid t umors wit h act ivat ing HER2 or HER3 mut at ions. All pat ient s received
loperamide (16 mg per day init ially) prophylact ically for t he first cycle of t reat ment in order t o reduce t he nerat inib-relat ed
diarrhea.
Included in t he present at ion were dat a on 141 pat ient s enrolled in t he nerat inib monot herapy arm of t he t rial, including 124
pat ient s wit h HER2 mut at ions and 17 pat ient s wit h HER3 mut at ions. This included pat ient s wit h 21 unique t umor t ypes, wit h
t he most common being breast , lung, bladder and colorect al cancer. There were also 30 dist inct HER2 and 12 dist inct HER3
mut at ions observed among t hese pat ient s, wit h t he most frequent HER2 variant s involving S310, L755, A755_G776insYVMA
and V777.
In t he HER2- mut ant cohort , clinical responses were observed in t umors wit h S310, L755, V777, P780_Y781insGSP and
A775_G776insYVMA mut at ions. When st rat ified by t umor t ype, responses were observed in pat ient s wit h breast , cervical,
biliary, salivary and non-small-cell lung cancers, which led t o cohort expansions in t hese t umor t ypes. No act ivit y was
observed in t he HER3- mut ant cohort . A more det ailed present at ion of t he dat a is present ed in Table 1 below and a copy of
t he full present at ion is available on t he Puma Biot echnology websit e.

T able 1: SUMMIT T rial Efficacy Summary
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The nerat inib safet y profile observed in t he SUMMIT st udy is consist ent wit h t hat observed previously in met ast at ic pat ient s
wit h HER2 amplified t umors. Wit h ant i-diarrheal prophylaxis and management , diarrhea was not a t reat ment -limit ing side
effect in SUMMIT. The int erim safet y result s of t he st udy showed t hat t he most frequent ly observed adverse event was
diarrhea. For t he 141 pat ient s enrolled in t he nerat inib monot herapy arm wit h safet y dat a available, 31 pat ient s (22%)
report ed grade 3 diarrhea. The median durat ion of grade 3 diarrhea for t hose pat ient s was 2 days. 4 pat ient s (2.8%)
permanent ly discont inued nerat inib due t o diarrhea and 21 pat ient s (14.9%) t emporarily discont inued nerat inib due t o
diarrhea and t hen rest art ed aft er t he diarrhea subsided.
Dr. David Hyman st at ed, "Nerat inib showed signs of clinical act ivit y in several of t he cohort s in t he SUMMIT t rial. The safet y
profile of t he drug was manageable and t he diarrhea was not t reat ment -limit ing wit h appropriat e prophylaxis and
management . We look forward t o complet ing enrollment in t he ongoing cohort s in t he st udy and cont inuing t o ut ilize t he
basket t rial design t o explore possible t reat ment opt ions for t hese select pat ient populat ions.”
"The basket -t rial design we are ut ilizing for SUMMIT is enabling us t o evaluat e t he clinical pot ent ial of nerat inib in pat ient s
wit h specific mut at ion-t ypes rat her t han limit ing explorat ion t o one t umor t ype at a t ime. It is an efficient approach t hat is
generat ing clinically meaningful informat ion t o guide t arget ed t herapy across a broad spect rum of t umor t ypes wit h HER
mut at ions, including in pat ient s wit h rare t umors who may not ot herwise have access t o invest igat ional t herapies,” said Alan
H. Auerbach, Chief Execut ive Officer and President of Puma Biot echnology. “We are very pleased wit h t he preliminary act ivit y
seen wit h nerat inib in t he SUMMIT t rial. We look forward t o advancing t his t arget ed compound int o furt her clinical
development in mult iple HER2 mut ant t umor t ypes, bot h as monot herapy and in novel combinat ions."
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. The Company 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 is a pot ent
irreversible t yrosine kinase inhibit or t hat blocks signal t ransduct ion t hrough t he epidermal growt h fact or recept ors, HER1,
HER2 and HER4. Current ly, t he Company is primarily focused on t he development of t he oral version of nerat inib, and it s most
advanced drug candidat es are direct ed at t he t reat ment of HER2-posit ive breast cancer. The Company believes t hat
nerat inib has clinical applicat ion in t he t reat ment of several ot her cancers as well, including non-small cell lung cancer and
ot her t umor t ypes t hat over-express or have a mut at ion in HER2. 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 development of t he Company’s
drug candidat es. 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 and current 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, 2016. 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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