You are cordially invited to attend an ERBITUX® (cetuximab)
presentation

EGFR-Inhibitor-Related Dermatologic Toxicity Management:
Considerations in Clinical Practice

Program Information: Meeting ID:
1254466 1254466
Thursday, September 10, 2015 at 6:00 PM

Frog and the Peach

29 Dennis Street

New Brunswick, NJ

(732) 846-3216

Program Faculiy: To RSVP:

Kathleen Lynch, RN !
Director of Nursing; Hematology Oncolagy To make a reservation, please call

Assaciation of Northern NJ 1-888-451-RSVP (7787).
RCCA - Morristown Division, Please refer to Meeting 1D when making your reservation.
Morristown, New Jersey In accordance vith the PhAMA Code on Intesactions with Haalthcare Profassionals, attendance at this
educational program i limited to healthcare prefessionals. As such, altendance by guesls or spouses is not permitled.

You have heen cordially invited by: Federal and some state empioyees are resiricted or prohibited from accapling food and beverages from pharmaceutical

. . companies. Phamaceutical companies are aiso required m[z?n expenditures for food and beverages consumed by
John Finnegan, Earl Sirak & US licensed physicians and certain US healthcare professt By aocephng any food or beverages offered at this

. ogram of engagement, | acknowdedge that | am not prohibited from accepling these items and that Bristol-Myers

Marva Fearon-Pierce Squibhy wif report the expense associaled vith these flems as required by apphcable federal and stale law.

This invitation is non-transferable.

INDIGATIONS

Head and Hesk Eancer
ERBITUX® (celuximab), in combination with radiation therapy, is indicated for the initial treatment of locally or regionally advanced squamous cell
carcinoma of the head and neck (SCGHN).
ERBITUX Is indicated in combination with platinum-based therapy with 5-FU for the first-line treatment of palients with recurrent locoregional disease
or metastatic squamous cefl carcinoma of the hiead and neck.
ERBITUX, as & single agent, is indicated for the treatment of patients with recurrent or metastatic squamous cefl carcinoma of the head and neck for
whom prior platinum-based therapy has falled.
Golorectal Gancer
ERBITUX is Indicated for the treatment of KRAS wild-type, epldermal growth factor receptor (EGFR)-expressing, metastatic cotorectal cancer (mCRG)
as determined by FDA-approved iests for this use: _

= in combination with FOLFIR! {irinotecan, 5-flucreuracil, leucovorin) for first-line treatment

= In combination with irinotecan in patients who are refractory to Irinotecan-based chemotherapy

= 3¢ a single agent in patients who have failed oxalipiatin- and irinotecan-based chemotherapy or who are intolerant to irinotecan
Limitation of Use: ERBITUX is not indicated for treatment of RAS-mutant colorectal cancer or when the resuits of the RAS mutation tests are unknown.

Boxed WARNINGS

infugion Heaclions: Serious infusion reactions occurred with the adminislration of ERBITUX in
approximately 3% of patients in clinieal trials, with fatal oulcome reported in less than 1 in 1000,
Immediately interrupt and permanently discontinue ERBITUX infusion for serious infusion reactions

Gazééepzziﬁwn”aw frrest: Ga;dtiitlapuhlmc:inarydarre;t'and{ugl §udde?_ d_eaEh| gclcur_rl%dEiEBZIﬁ&f pat}ien:is_ \;:_ilh
stiuamous cell carcinoma of the head and neck freated in a clinical trial wi and radialion

therapy and in 3% of patients with squamous cell carcinoma of the head and neck freated in a clinical EREE E E BX
trial wilh European Union (EU)-approved celuximab in combination with platinum-based therapy wilh CETLXIMAR

5-fluorouraeil (5-FU). Glnselgmnnitor serum electrolytes, including serum magnesium, potassium, and
calcium, during and after ERBITUX administration

INJEGTION FOR INTRAVENGUE INFUSION
OO0 Mo/S0 ML & 200 Me/180 ML viaLs

Please see Important Safety Information, including Boxed WARNINGS on
pages 2 and 3 and Full Prescribing Information included in the envelope.

Please understand that you can request your name and other information he removed from fulure Bristol-Myers Squibb
contacls at any lime by calling 1-877-920-0485. You can also mail requests to: PO Box 2899, Palatine, IL 60078-2899,




ERBITUX® (cetuximab) IMPORTANT SAFETY INFORMATION INCLUDING BOXED WARNINGS

infusion Haeaclions
= Grade 3/4 infusion reactions occurred in approximately 3% of
patients receiving ERBITUX® (celuximab) in clinical trials, with
fatal outcome reported in less than 1 in 1000
— Serious infusion reactions, requiring medical
intervention and immediate, permanent discontinuation
of ERBITUX, ineluded rapid onset of alrway obstruction
{bronchespasm, stridor, hoarseness), hypotension, shock,
loss of consciousness, myocardial infarction, and/or
cardiac arrest
— Immediately interrupt and permanently discontinue
ERBITUX infusion for serious infusion reactions
= Approximalely 90% of the severe infusion reactions were
associated with the first infusion of ERBITUX despite
premedication with antihistamines
— CGaution must be exercised with every ERBITUX infusion,
as there were patients who experienced their first severe
infuston reaction during later infusions
~ Maonitor patients for 1 hour following ERBITUX
infusions In a setting with resuscitation equipment
and other agents necessary to treat anaphylaxis (eg,
epinephrine, corticosteroids, intravenous antihistamines,
hronchadilators, and oxygen). Longer ohservation periods
may be required in patients who require treatment for
infuston reactions
Cardicpulmonary Arrost
= Gardiopulmonary arrest and/or sudden death occurred in 4
(2%} of 208 patients with squamous eell carcinoma of the
head and neck treated with radiation therapy and ERBITUX,
as comparad fo none of 212 patients treated with radiation
therapy alone. In 3 palients with prior history of coronary
artery disease, death occurred 27, 32, and 43 days after
the last dese of ERBITUX. One patient with no prior history
of coranary artery disease died one day after the last dose
of ERBITUX, Fatal cardiac disorders and/or sudden death
oceurred in 7 (3%) of the 219 palients with squamous cell
carcinoma of the head and neck treated with platinum-based
therapy with S-fluorouracil (5-FU} and European Union (EU)-
approved cetuximab as compared to 4 (2%) of the 215 patients
treated with chemotherapy alone. Five of these 7 patients in
the chemotherapy plus cetuximab arm received concomitant
cisplatin and 2 patienls received concomitant carboplatin. All 4
patients In the chemotherapy-alone arm received cisplatin
— Garefully consider the use of ERBITUX in combination
with radiation therapy or platinum-based therapy with
5-FU in head and neck cancer patients with a history
of coronary artery disease, congestive heart failure or
arthythmias in light of these risks
~ Glosely monitor serum elecirolytes, ineluding serum
magnesijum, potassium, and caleium during and after
ERBITUX therapy

Pulmanary Toxicily
= Interstitlal lung disease (ILD), which was fatal in one case,
occurred in 4 of 1570 (<0.5%) patients receiving ERBITUX in
Studies 1, 3, and 6, as well as other studles, in colorectal cancer
and head and neck cancer. Interrupt ERBITUX for acute onset or
worsening of pulmonary symptoms. Permanently discontinue
ERBITUX for confirmed ILD

Please see accompanying Full Prescribing Information included in the envelope.

Dermatologic Toxicities
= In clinical studles of ERBITUX, dermatologic toxteities, including
acneiform rash, skin drying and fissurlng, paronychial Inflammation,
infectious sequelae (eg, S. atreus sepsis, abscess formation, cellulitis,
blapharilis, conjunctivitis, keratitls/ulcerative keratitis with decreased
visuad acuity, chellitis), and hypertichasis, occurred in patients receiving
ERBITUX therapy.

— Acneiform rash occurred in 76-88% of 1373 patients receiving
ERBITUX in Studies 1, 3, 6, and 6. Severe acneiform rash occurred
in 1-17% of patients. Acneiform rash usually developed within the
first 2 weeks of therapy and resolved in a majerity of the patients
after cessation of treatment, although in nearly half, the event
continued beyond 28 days

— Life-threatening and fatal bullous mucocutanaous disease with
blisters, erostons, and skir sloughing has also been observed in
patients treated with ERBITUX. It could not be determined whether
these mucocutaneous adverse reactions were directly related to
EGFR inhibition or to idiosyncratic immune-related effects (eq,
Stevens-Johnson syndrome or toxic epidermal necrolysis)

— Monitor patients receiving ERBITUX for dermatologic toxicities and
Infectious sequelae

— Sun exposure may exacerbate these effects

ERBITUX Plus Fadintion Therapy and Clspkatin

= In a controlled study, 940 patients with [ocally advanced SCCHN were
randomized 1:1 to receive either ERBITUX In combination with radiation
therapy and cisplatin or radiation therapy and cigplatin alone. The
addition of ERBITUX resufted in an increase in the incidence of Grade
3-4 mucosttis, radiation recall syndrome, acneiform rash, cardiac
events, and electrolyte disturbances compared to radiation and
clsplatin alons

=« Adverse reactions with fatal outcome were reparted in 20 patients
{4.4%) in the ERBITUX combination arm and 14 patients (3.0%) in the
confrol arm

= Nine patients In the ERBITUX arm (2.0%} experienced myocardial
ischemia compared to 4 pafients (0.9%} in the control arm

=« The addition of ERBITUX fo radiation and cisplatin did not improve
pragressfon-free survival (the primary endpoin®)

Eiectrolyle Bepletion

s Hypomagnesemia occurred in 55% of 365 patients receiving ERBITUX
in Study 5 and two other clinical trials in colorectal cancer and head and
neck cancer, respectively, and was severe (NCI GTC grades 3 & 4} In
6-17%. in Study 2 the addition of EU-approved cetuximab to cisplatin
and 5-FU resulted In an Increased Incidence of hypemagnesemia
{14% vs 6%) and of grade 3-4 hypomagnesemla (7% vs 2%)
compared to cisplalin and 5-FU alone. In contrast, the incldences of
hypomagnesemia were similar for those who received cetuximab,
carboplatin, and 5-FU compared to carboplatin and 5-FU (4% vs
4%). No patient experlenced grade 3-4 hypomagnesemia in either
arm in the carboplatin subgroup. The onset of hypomagnesemia and
accompanying electrolyte abnormalittes occurred days to months after
initiation of ERBITUX therapy

— Monitor patients periodically for hypomagnesemia, hypocalcemia,
and hypokalemia, during, and for at least 8 weeks following the
completion of, ERBITUX therapy

— Replets slectrolytes as necessary

increasad Tomor Progression, ncreased Moriallty, or Lack of Benellf
in Patients with RAS-Mutant mCRO
= ERBITUX is not indicated for the treatment of patients with colorectal
cancer that harbor somatic mutations in exon 2 {codons 12 and 13},
exon 3 (codons 59 and 61}, and exon 4 (codons 117 and 146) of either
KRAS or NRAS

conlinued on next page
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