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Program Overview:

« IMBRUVICA" overview, mechanism of action, and clinical trial data

+ Dosing, administration, safety information, and patient support services

PRESENTED BY: TO RSVP, GO TO:
Kara Saggiomo, MSN, RN, APOCNP, APN-C http://bit.ly/Steakhouse85

Cancer Institute of New Jersey

. PI :
New Brunswick, NJ ease note

Your e-mail address is required for registration. The information you

provide will only be used to facilitate your attendance at this program.
Wednesday, December 6, 2017

6:30 PM Registration YOU MAY ALSO RSVP TO:
7:00 PM Presentation
Maureen Crowley

mcrowl16@its.jnj.com | (908) 268-4084
Steakhouse 85

85 Church Street, Please provide event details when you RSVP

New Brunswick, NJ 08901 If you have any questions about this

program, please contact

Shelby Ramos
sramos@sphase.com | (678) 385-0316

WARNINGS AND PRECAUTIONS ADVERSE REACTIONS

Hemorrhage, infections, cytopenias, atrial The most common adverse reactions (220%) in patients with
fibrillation, hypertension, second primary B-cell mahignancies (MCL, CLL/SLL, WM and MZL) were

malignancies, tumor lysis syndrome, neutropenia (61%), thrombocytopenia (62%), diarrhea {(43%),

and embryo-fetal toxicity anemia (41%), musculoskeletal pain (30%), rash (30%), nausea (29%),

bruising (30%), fatigue {29%), hemorrhage (22%), and pyrexia (21%).

Please see the Important Safety Information on the back

and the accompanying full Prescribing Information im bruvié'st
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You are invited to attend an educational event with a focus on
CLL/SLL and MCL

DISCLOBURE
This promotional educational activiy Is not acoreciicd.

In adhercnos with FRAMA Guidalnes aswel os the
palicis of Janssen Elotoch, ino., and Pharmmacyclcs
LLC, an AbbVie carmpany, Spouses o other guosts are
not permitted to attend company-sponsored programs.

For ofl attendecs, please be advised that Infarmation
related 1o the evont, such @ your rame and tha vals
and purpose of any educational fem, maal, or other
Hems of vale you recoha, may ba publcly disclosed.

It you are lkensed In ary state or othsr [urisdiction, of
are an amployes of contractor of ary organkation or
governmantal Gty that limits or prohibks meals from
pharmaceutical companias, plkase ket fy yoursel
30 that you (and wij aro abka to comply with such
requirements. Thank you for your cooparation.

e content is dovsioped by Janssan
Biotech, Inc., and Pharmacycios LLC. Speakers
prasont on disease stats education on behalf

of tha company and are required to proscat
Information i complance with FDA requirements

about s madicines. The pemonal Infomation you
provide wil ba used to comiact you about your
rogquest to ettend the Janssen Elotech, Inc., and
Pharmacycios LLC aducational program using your
prefared mathod of communication s Indicated
by you

This Information wil ba sharad wih Janssan Blotech,
Inc., and Pharmacyclos LLC, thalr aMiates, and a third
party for tha purposs of compiating your rogistration
for this program and as requined by low.

INDICATIONS
IMBAUVICA® Is a Knasa hhibkor Indoatod for the
troatrment of pationts wiic

* Mantie csll ymphoma (MCL) who hava recsived at
loast one prior thempy.

Accelarated approval was granted for this iIndlcation

based on overal resporse rate. Continucd approval Tor

this Indication may be contihgent upon werfication and

dasaription of cinkcal bansft In a confimnatory trial.

* Chroric mphocytic kukemia (CLLYSmall
lymphocytic iymphoma (ELL).

« Chroric ymphocytic kukemia (CLLSmall
lymphooytio ymphoma (ELL) with 17p delstion.

* WaldenstrOm's macrogiobulinamin (AM)

« Marginalzons ymphoma (MZL) who require
o therapy and hava received at kast cne
prior antl-CO20-basad tharapy.

Acceioratod approval was granted for this iIndloation
based on oveml response rate. Contirucd approval for
this Indication may be contihgent upon werdfication and
dasaription of clinical bansft In a confimnataory trial.

MPORTANT BAFETY INFORMATION

WARNINGS AND PRECAUTIONS

Hemarrhage - Fatal bisading events have ocourred
In pations tréated with IMBRUVICA®. Grads 3 or
Higher bicading avents (ntracranial h

[inchxdng subdural hematoma], gestroirtestinal
bkeding, hermaburia, and post-procedural
hemorhage) have ocosrred In up to 0% of pationts.
Bloading events of any grada, nciluding brulsing and
pstachine, occured In approximatoly hat of patients
troated with IMBRUVICA®.

The mechanksm for the blesding evants Is not well
understood. IMBRUVICA® may Increasa tha risk

of hamerrhage In patiants recciving antiplatalct or
anticoagulant theraplas and paticnts should be
menitorad for signs of blkeding. Consider the boneft-
risk of withholding IMBRUVICAS for ot lkast 310 7
days pre- and postsurgery depending upon the type
of surgery and tha risk of bleading.

Inf ctions - Fatal and nonfatal Infections have
ocorred wih IMBRUVICA® th Groda 2 or groater
Imfactions oocumed In 14% 10 209 of paticnts. Casce of

progressive muttfocal kekoancephalopathy (PML) and

Freumocysds froveal pnaumconia (PJF) hava ccourad In
pationts trosted with MEAUVICA®. Evaluato patients for
fover and Infections and froat appropriztoly.

Cytopenias - Thaatment-emengent Grade 3 or 4
cytopanias holuding noutropenia (range, 135 1o 2094,
thrombocyto 6% 1o 1796), and anamia
frange, 0% to 13%) based on hboratory measuraments
occured In patients traatod wih single

IMBRUNVICA®. Monker complats biood counts monthly.

Alrial Fioriiiation - Adrlal fibdlation and atrial iutter
{range, 03 to 0%) have oocumed In troated
wih IMERUVICA®, particularly In patients with cardlac
risk factors, hypertension, aouta Infections, and
a presous history of airial ferlition. Pedodicaly
montior paticnts cinloally for atrial fibdiation. Patients
who devsiop atythmic symptoms (eg, pajplations,
lighth cadadnces) or new-onsat dyspnca shoukd have an
ECG performed. Afrial fioriiation shoulkd ba managed
iy and ¥ It persists, consider the risks and
benefts of IMBRUVICA® treaiment and folow dose
medification guideines.

Hypsrtension - Hypertension (range, 936 to 179%) has
occumed In patients traatod with IMERUVICA® with a
medan time to onsst of 4.0 months rangs, 0.03to 22
menths). Monkor patients for now -onsct hypertension
or hypertaraion that s not adequataly controled after
starting IMERUNICA®. Adjust adsting amiypertensive
medications and'or nitiato anthyperterava trostment
as appropriate.

Socond Primary Malignancies - Othar malignanciea
frangs, 3% 1o 10%) Including non-skin carcinomas
frangs, 136 1o 43%) hava occumed In paticnts roatod
wih IMBRUWVICA®. Tha most frequent second primary
malignancy was non-malkinoma skin cancer rangs,
2% to 13%).

Tumor Lysis -Tumer lysks syndrome has
bacn Infroquantly reported with IMBRUVICA® thampy.
Assass the basolins risk (Sg, Nigh fumor burdary and
tako approprinte procautions. Monkor patianis closcly
and freat as appropriate.

o-Fetal Toxiclty - Based on indngs h animals,
IMBRMCA® con cause folal hamm when administened
to a pregnant woman Advisa women to avold becoming
pregnant whik taking IMERUWVICA® and for 1 month
aftor ceesation of tharapy. If this drug Is used during
pregnancy or I tha patient becomes pregnant whik

Please see accompanying full Prescribing Information.
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taking this drug, the paticnt should be apprsed of tha
potentinl hazard to o fetus. Acvise men 1o aveld fatharing

2 chid during 1he sama tims pericd.

ADVERSE REACTIONS

Themost commen adversa reactions (22058 In patients
wih E-cel malignancies MCL, CLL/SLL, WM and M2L)
ware neutropenia® (01 %), frombocytopania® (02%),
diarhsa {#33¢6), anemi® (41 %), musosloskelotal

pain (309¢), msh (30%), naussa (20%), bruking (3056),
fatigus (20%), hamorhage 22%), and pyrada (21%).

* Based on advorse raactions andr iboratory
mesasunaments (noted as plateiets, nsutrophlls, of
hamoglobin decroas od).

Tha most commen Grade 3 or 4 non-hematologio
adverse reactions (253) In MCL patlents were

a (7%), abdominal pain 5%, atrial
fibefiation (5%), danhea (5%), fatigue (5%),
and skin Infections (G%).

Themost commen Grads 3 or 4 non-hematologio
acdverse reactions (20%;) In MZL pationts wero
prsumaonia (1056), fatigus P36), diamhea [33¢6),
rash (5%%), and hypertension (5%).

Approsimatoly 0% [CLLELL), 14% (MCL), 119% (AWM
and 10% (MZL) of patiorts had a dose reduction dua
to acverse reactiona. Approcimaialy 49:-10% (CLLS
SLL), 0% (MCL), and D % (WM 193¢] mMansnpm
patients discontinued due 1o advarse roactions. Most
common acverse reactions kadng fo discontinuation
ware pnoumonia, hemorhags, atrial fibdlation, rash,
and nautropenia (1% cadh) in CLL/ELL and
subdural hamatoma (1.8%) In MCL patiants. The most
common acverse reactions kadng 1o discontinuation
wars Intersitinl ung discaso, darrhoa, and rash (1.0

sach) NWM and MZL patients.
DRUG INTERACTIONS
CYP3A Inhibitors - A/cld coadministration wih strong

and moderata CYF2A Inhibkors. if a modarate CYP3A
Inhibtior must be used, reduce the IMBRUVICA® dose.

CYP3A Inducers - Avold coadmnistration with strong
CYP3AInducers.

SPECIFIC POPULATIONS
Hapatic Impakment - Avold use In patiants wih

mocknats or 5 ovars basaling hopatic mparmeant.
patiemis wih mid Inpaimant, reduce IMBRUVICA® dosa.
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