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BESPONSA is the first and only CD22-directed antibody-drug conjugate
indicated for the treatment of adults with relapsed or refractory B-cell
precursor acute lymphoblastic leukemia
NEW YORK--(BUSINESS WIRE)--Pfizer Inc. (NYSE:PFE) t oday announced t hat t he U.S. Food and Drug Administ rat ion (FDA) has
approved BESPONSA® (inot uzumab ozogamicin) for t he t reat ment of adult s wit h relapsed or refract ory B-cell precursor
acut e lymphoblast ic leukemia (ALL).1 BESPONSA was reviewed and approved under t he FDA’s Breakt hrough Therapy
designat ion and Priorit y Review programs.
“The approval of BESPONSA is an import ant st ep forward for adult pat ient s wit h relapsed or refract ory B-cell acut e
lymphoblast ic leukemia, a rare disease t hat can be fat al wit hin a mat t er of mont hs if left unt reat ed,” said Liz Barret t , global
president , Pfizer Oncology. “BESPONSA will help address a significant need for new t reat ment opt ions in B-cell acut e
lymphoblast ic leukemia, and may help more pat ient s reach st em cell t ransplant , which provides t he best chance for long
t erm remission. We’re proud t o build on our cont inued commit ment t o pat ient s wit h hemat ologic malignancies, and will
cont inue our work t o find new t reat ment s in acut e lymphoblast ic leukemia and ot her blood cancers.”
The approval was based on result s from t he Phase 3 INO-VATE ALL t rial, a randomized, open-label, int ernat ional, mult icent er
st udy evaluat ing t he safet y and efficacy of BESPONSA compared wit h Invest igat or’s choice of chemot herapy in 326 adult
pat ient s wit h relapsed or refract ory B-cell ALL.1
“Based on t he result s seen in t he INO-VATE ALL t rial, BESPONSA improved mult iple efficacy measures, including rat es of
hemat ologic remission, MRD-negat ivit y and st em cell t ransplant at ion,” said Hagop M. Kant arjian, M. D., INO-VATE ALL lead
st udy invest igat or and professor, The Universit y of Texas MD Anderson Cancer Cent er. “I look forward t o seeing t he impact
t his import ant new t herapy may have on my pat ient s.”
The complet e remission rat e (CR/CRi)* for pat ient s t reat ed wit h BESPONSA was 81 percent [95% CI: 72%-88%] compared t o
29 percent wit h chemot herapy [95% CI: 21%-39%]. Among pat ient s achieving CR/CRi, t hose t reat ed wit h BESPONSA also
demonst rat ed a higher rat e of minimal residual disease (MRD) negat ivit y (78% [95% CI: 68%-87%]) compared t o t hose
t reat ed wit h chemot herapy (28% [95% CI: 14%-47%]). Fort y-eight percent of pat ient s t reat ed wit h BESPONSA proceeded
t o hemat opoiet ic st em cell t ransplant at ion (HSCT) compared t o 22 percent t reat ed wit h chemot herapy. The median overall
survival (OS) for pat ient s t reat ed wit h BESPONSA was 7.7 mont hs [95% CI: 6.0, 9.2] and 6.2 mont hs [95% CI: 4.7, 8.3] for
pat ient s t reat ed wit h chemot herapy. The analysis of OS for pat ient s t reat ed wit h BESPONSA compared t o chemot herapy
did not meet t he pre-specified boundary for st at ist ical significance (HR: 0.75 [97.5% CI: 0.57-0.99]).1
The U.S. labeling for BESPONSA includes a boxed warning for hepat ot oxicit y, including hepat ic veno-occlusive disease (VOD),
also known as sinusoidal obst ruct ion syndrome (SOS), and increased risk of post -HSCT non-relapse mort alit y. Veno-occlusive
disease, including fat al and life-t hreat ing VOD, occurred in 14 percent of pat ient s t reat ed wit h BESPONSA. A higher post HSCT non-relapse mort alit y rat e occurred in pat ient s t reat ed wit h BESPONSA (39%) t han chemot herapy (23%).1 In pat ient s
t reat ed wit h BESPONSA, t he most common (≥20%) adverse react ions were t hrombocyt openia, neut ropenia, infect ion,
anemia, leukopenia, fat igue, hemorrhage, pyrexia, nausea, headache, febrile neut ropenia, t ransaminases increased, abdominal
pain, gamma-glut amylt ransferase increased, and hyperbilirubinemia.1
Pfizer is commit t ed t o helping pat ient s gain access t o Pfizer medicines, including BESPONSA, and relat ed educat ional t ools,
resources and services, regardless of t heir financial or healt h insurance st at us t hrough t he company’s pat ient assist ance
programs. Pat ient s can call 1-877-744-5675 t o learn more.
The full Prescribing Informat ion, including BOXED WARNING, for BESPONSA can be found at
ht t ps://www.accessdat a.fda.gov/drugsat fda_docs/label/2017/761040s000lbl.pdf.
IMPORT ANT BESPONSA ® (ino tuzumab o zo gamicin) SAFET Y INFORMAT ION FROM T HE U.S. PRESCRIBING
INFORMAT ION
WARNING: HEPAT OT OXICIT Y, INCLUDING HEPAT IC VENO-OCCLUSIVE DISEASE (VOD) (ALSO KNOWN AS
SINUSOIDAL OBST RUCT ION SYNDROME) and INCREASED RISK OF POST –HEMAT OPOIET IC ST EM CELL
T RANSPLANT (HSCT ) NON-RELAPSE MORT ALIT Y (NRM):

Hepato to xicity, including fatal and life-threatening VOD, o ccurred in patients who received
BESPONSA. T he risk o f VOD was greater in patients who underwent HSCT after BESPONSA
treatment. Co nsider identified risk facto rs. Mo nito r clo sely fo r signs and sympto ms o f VOD
T here was a higher po st-HSCT no n-relapse mo rtality rate in patients receiving BESPONSA, resulting
in a higher Day 100 po st-HSCT mo rtality rate
Hepato to xicity, Including VOD: Hepat ot oxicit y, including fat al and life-t hreat ening VOD, occurred in pat ient s who
received BESPONSA. The risk of VOD was great er in pat ient s who underwent HSCT aft er BESPONSA t reat ment . The use of
HSCT condit ioning regimens cont aining 2 alkylat ing agent s and last t ot al bilirubin ≥ t he upper limit of normal (ULN) before
HSCT were significant ly associat ed wit h an increased risk of VOD. Ot her risk fact ors for VOD in pat ient s t reat ed wit h
BESPONSA included ongoing or prior liver disease, prior HSCT, increased age, lat er salvage lines, and a great er number of
BESPONSA t reat ment cycles. Grade 3/4 increases in aspart at e aminot ransferase (AST), alanine aminot ransferase (ALT), and
t ot al bilirubin have occurred.
Monit or closely for signs and sympt oms of VOD; t hese may include elevat ions in t ot al bilirubin, hepat omegaly (which may be
painful), rapid weight gain, and ascit es. Elevat ion of liver t est s may require dosing int errupt ion, dose reduct ion, or permanent
discont inuat ion of BESPONSA. Permanent ly discont inue t reat ment if VOD occurs. If severe VOD occurs, t reat according t o
st andard medical pract ice.
Increased Risk o f Po st-HSCT No n-Relapse Mo rtality: There was a higher post -HSCT non-relapse mort alit y rat e in
pat ient s receiving BESPONSA, result ing in a higher Day 100 post -HSCT mort alit y rat e. In t he BESPONSA arm, t he most
common causes of post -HSCT non-relapse mort alit y included VOD and infect ions. Monit or closely for t oxicit ies post HSCT,
including signs and sympt oms of infect ion and VOD.
Myelo suppressio n: Myelosuppression, and severe, life-t hreat ening and fat al complicat ions of myelosuppression, including
hemorrhagic event s and infect ions, have occurred wit h BESPONSA. Thrombocyt openia, neut ropenia, and febrile neut ropenia
were report ed.
Monit or complet e blood count s prior t o each dose of BESPONSA and monit or for signs and sympt oms of infect ion,
bleeding/hemorrhage, or ot her effect s of myelosuppression during t reat ment and provide appropriat e management . As
appropriat e, administ er prophylact ic ant i-infect ives during and aft er t reat ment wit h BESPONSA. Dose int errupt ion, dose
reduct ion, or permanent discont inuat ion may be required.
Infusio n-Related Reactio ns: Infusion-relat ed react ions have occurred in pat ient s who received BESPONSA. Premedicat e
wit h a cort icost eroid, ant ipyret ic, and ant ihist amine prior t o dosing. Monit or pat ient s closely during and for at least 1 hour
aft er t he end of t he infusion for t he pot ent ial onset of infusion-relat ed react ions. Int errupt t he infusion and inst it ut e
appropriat e medical management if an infusion-relat ed react ion occurs. For severe or life-t hreat ening infusion react ions,
permanent ly discont inue BESPONSA.
QT Interval Pro lo ngatio n: Increases in QT int erval have occurred. Administ er BESPONSA wit h caut ion in pat ient s who
have a hist ory of or predisposit ion t o QTc prolongat ion, who are t aking medicinal product s t hat are known t o prolong QT
int erval, and in pat ient s wit h elect rolyt e dist urbances. Obt ain elect rocardiograms and elect rolyt es prior t o t reat ment and
aft er init iat ion of any drug known t o prolong QTc, and periodically monit or as clinically indicat ed during t reat ment .
Embryo -Fetal T o xicity and Nursing Mo thers: BESPONSA can cause embryo-fet al harm. Advise males and females of
reproduct ive pot ent ial t o use effect ive cont racept ion during BESPONSA t reat ment and for at least 5 and 8 mont hs aft er t he
last dose, respect ively. Advise women against breast feeding while receiving BESPONSA and for 2 mont hs aft er t he last
dose.
Adverse Reactio ns: The most common (≥20%) adverse react ions observed wit h BESPONSA were t hrombocyt openia,
neut ropenia, infect ion, anemia, leukopenia, fat igue, hemorrhage, pyrexia, nausea, headache, febrile neut ropenia,
t ransaminases increased, abdominal pain, gamma-glut amylt ransferase increased, and hyperbilirubinemia.
The most common (≥2%) serious adverse react ions were infect ion, febrile neut ropenia, hemorrhage, abdominal pain, pyrexia,
VOD, and fat igue.
Please see full Prescribing Informat ion, including BOXED WARNING here
ht t ps://www.accessdat a.fda.gov/drugsat fda_docs/label/2017/761040s000lbl.pdf.
Abo ut Acute Lympho blastic Leukemia
Acut e lymphoblast ic leukemia (ALL) is an aggressive t ype of leukemia wit h a poor prognosis in adult s.2 The current
foundat ional t reat ment is int ensive, long-t erm chemot herapy.3 In 2017, it is est imat ed t hat 5,970 cases of ALL will be
diagnosed in t he Unit ed St at es.4 About 4 in 10 cases occur in adult s.4 While about 80-90% of adult pat ient s will have a
complet e remission at some point during init ial t reat ment , t he remainder (approximat ely 10%-20%) will be refract ory,
meaning t hey no longer respond t o t reat ment .3 Addit ionally, about half of pat ient s who achieve remission will relapse.3 The
post relapse median survival is 4.5 t o 6 mont hs.5
Abo ut BESPONSA® (ino tuzumab o zo gamicin)
BESPONSA is an ant ibody-drug conjugat e (ADC) composed of a monoclonal ant ibody (mAb) t arget ing CD22, a cell surface
ant igen expressed on cancer cells in almost all B-ALL pat ient s, linked t o a cyt ot oxic agent .6 When BESPONSA binds t o t he
CD22 ant igen on B-cells, it is int ernalized int o t he cell, where t he cyt ot oxic agent calicheamicin is released causing cell
deat h.7 BESPONSA is administ ered as a one-hour int ravenous infusion t hat can be given in t he out pat ient set t ing of care for
appropriat e pat ient s.
BESPONSA originat es from a collaborat ion bet ween Pfizer and Cellt ech, now UCB. Under t he t erms of t his agreement , Pfizer
has sole responsibilit y for all commercializat ion, manufact uring and clinical development act ivit ies for t his molecule. Pfizer
also collaborat ed wit h SFJ Pharmaceut icals Group on t he regist rat ional program (INO-VATE ALL) for BESPONSA.
Abo ut Pfizer Onco lo gy

Pfizer Oncology is commit t ed t o pursuing innovat ive t reat ment s t hat have a meaningful impact on t hose living wit h cancer.
As a leader in oncology speeding cures and accessible breakt hrough medicines t o pat ient s, Pfizer Oncology is helping t o
redefine life wit h cancer. Our st rong pipeline of biologics, small molecules and immunot herapies, one of t he most robust in
t he indust ry, is st udied wit h precise focus on ident ifying and t ranslat ing t he best scient ific breakt hroughs int o clinical
applicat ion for pat ient s across a wide range of cancers. By working collaborat ively wit h academic inst it ut ions, individual
researchers, cooperat ive research groups, government s and licensing part ners, Pfizer Oncology st rives t o cure or cont rol
cancer wit h it s breakt hrough medicines. Because Pfizer Oncology knows t hat success in oncology is not measured solely by
t he medicines you manufact ure, but rat her by t he meaningful part nerships you make t o have a more posit ive impact on
people’s lives.
Pfizer Inc.: Wo rking to gether fo r a healthier wo rld T M
At Pfizer, we apply science and our global resources t o bring t herapies t o people t hat ext end and significant ly improve t heir
lives. We st rive t o set t he st andard for qualit y, safet y and value in t he discovery, development and manufact ure of healt h
care product s. Our global port folio includes medicines and vaccines as well as many of t he world's best -known consumer
healt h care product s. Every day, Pfizer colleagues work across developed and emerging market s t o advance wellness,
prevent ion, t reat ment s and cures t hat challenge t he most feared diseases of our t ime. Consist ent wit h our responsibilit y as
one of t he world's premier innovat ive biopharmaceut ical companies, we collaborat e wit h healt h care providers, government s
and local communit ies t o support and expand access t o reliable, affordable healt h care around t he world. For more t han 150
years, we have worked t o make a difference for all who rely on us. We rout inely post informat ion t hat may be import ant t o
invest ors on our websit e at www.pfizer.com. In addit ion, t o learn more, please visit us on www.pfizer.com and follow us on
Twit t er at @Pfizer and @Pfizer_News, LinkedIn, YouTube and like us on Facebook at Facebook.com/Pfizer.

DISCLOSURE NOTICE: The informat ion cont ained in t his release is as of August 17, 2017. Pfizer assumes no obligat ion t o
updat e forward-looking st at ement s cont ained in t his release as t he result of new informat ion or fut ure event s or
development s.
This release cont ains forward-looking informat ion about BESPONSA (inot uzumab ozogamicin), and an approval by t he FDA for
t he t reat ment of adult s wit h relapsed or refract ory B-cell precursor acut e lymphoblast ic leukemia, including it s pot ent ial
benefit s, t hat involves subst ant ial risks and uncert aint ies t hat could cause act ual result s t o differ mat erially from t hose
expressed or implied by such st at ement s. Risks and uncert aint ies include, among ot her t hings, uncert aint ies regarding t he
commercial success of BESPONSA; t he uncert aint ies inherent in research and development , including t he abilit y t o meet
ant icipat ed clinical t rial commencement and complet ion dat es and regulat ory submission dat es, as well as t he possibilit y of
unfavorable clinical t rial result s, including unfavorable new clinical dat a and addit ional analyses of exist ing clinical dat a;
whet her and when applicat ions for BESPONSA may be filed in any ot her jurisdict ions; whet her and when any such applicat ions
t hat may be pending or filed for BESPONSA may be approved by regulat ory aut horit ies, which will depend on t he assessment
by such regulat ory aut horit ies of t he benefit -risk profile suggest ed by t he t ot alit y of t he efficacy and safet y informat ion
submit t ed; decisions by regulat ory aut horit ies regarding labeling and ot her mat t ers t hat could affect t he availabilit y or
commercial pot ent ial of BESPONSA; and compet it ive development s.
A furt her descript ion of risks and uncert aint ies can be found in Pfizer’s Annual Report on Form 10-K for t he fiscal year ended
December 31, 2016 and in it s subsequent report s on Form 10-Q, including in t he sect ions t hereof capt ioned “Risk Fact ors”
and “Forward-Looking Informat ion and Fact ors That May Affect Fut ure Result s”, as well as in it s subsequent report s on Form
8-K, all of which are filed wit h t he U.S. Securit ies and Exchange Commission and available at www.sec.gov and www.pfizer.com
.
*CR/CRi includes complet e remission (<5% blast s in t he bone marrow and t he absence of peripheral blood leukemic blast s,
full recovery of peripheral blood count s and resolut ion of any ext ramedullary disease) and complet e remission wit h
incomplet e recovery of peripheral blood count s.
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