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IMFINZI® (durvalumab) in Combination with Chemotherapy
for the Treatment of ES-SCLC

This national broadcast program includes a 45-minute presentation followed by
a question-and-answer session.

We invite you to join us on April 21, 2020, at
TUESDAY 7:30pm ET (6:30pm CT, 5:30pm MT, 4:30pm PT) or
APRIL21 9:30pm ET (8:30pm CT, 7:30pm MT, 6:30pm PT)

2650 REGISTER NOW: www.IMFINZINationalBroadcast.com
Preregistration is required. Please register by April 17, 2020

Note that while the program is virtual and viewable from a computer, tablet, or smartphone, for the
optimum viewing experience, we recommend using a computer or tablet. For more information,
please contact anb@teamenova.com.

Mark Socinski, MD
AdventHealth Cancer Institute
Orlando, FL

INDICATION
IMFINZI, in combination with etoposide and either carboplatin or cisplatin, is indicated for the first-line treatment of adult patients with extensive-stage
small cell lung cancer (ES-SCLC).

IMPORTANT SAFETY INFORMATION

There are no contraindications for IMFINZI® (durvalumab).

IMFINZI can cause serious, potentially fatal adverse reactions including immune-mediated pneumonitis, hepatitis, caolitis. endocrinopathies, nephritis,
dermatologic reactions, other immune-mediated adverse reactions, infection, and infusion-related reactions. Please refer to the full Prescribing
Information for important dosage modification and management information specific to adverse reactions.

Immune-Mediated Pneumonitis

IMFINZI can cause immune-mediated pneumonitis, defined as requiring use of corticosteroids. Fatal cases have been reported. Monitor patients for signs
and symptoms of pneumeonitis and evaluate with radiographic imaging when suspected. Administer corticosteroids for Grade 2 or greater pneumenitis.
Withhold IMFINZI for Grade 2 pneumonitis; permanently discontinue for Grade 3 or 4 pneumonitis.

In clinical studies enrolling 1889 patients with various cancers who received IMFINZI|, pneumonitis occurred in 5% of patients, including Grade 3 (0.8%),
Grade 4 (<0.1%). and Grade 5 (0.3%) pneumonitis. Pneumonitis led to discontinuation of IMFINZI in 1.5% of the 1888 patients. The incidence of
pneumonitis (including radiation pneumonitis) was higher in patients in the PACIFIC study who completed treatment with definitive chemoradiation within
42 days prior to initiation of IMFINZI (34%) compared to patients in other clinical studies (2.3%) in which radiation therapy was generally not administered
immediately prior to initiation of IMFINZI. In the PACIFIC study, the incidence of Grade 3 pneumonitis was 3.4% and of Grade 5 pneumonitis was 1.1%

in the IMFINZI arm. In the PACIFIC study, pneumonitis led fo discontinuation of IMFINZI in 8% of patients.

The frequency and severity of immune-mediated pneumonitis were similar whether IMFINZI was given as a single agent in patients with various cancers
or in combination with chemotherapy in patients with ES-SCLC.

Immune-Mediated Hepatitis

IMFINZI can cause immune-mediated hepatifis, defined as requiring use of corticosteroids. Fatal cases have been reported. Monitor patients for signs and
symptoms of hepatitis during and after discontinuation of IMFINZI, including clinical chemistry monitoring. Administer corticosteroids for Grade 2 or higher
elevations of ALT, AST, and/or total bilirubin. Withhold IMFINZI for ALT or AST greater than 3 but less than or equal to 8 times the ULN or total bilirubin
greater than 1.5 but less than or equal to 5 fimes the ULN; permanently discontinue IMFINZI for ALT or AST greater than 8 times the ULN or total bilirubin
greater than 5 times the ULN or concument ALT or AST greater than 3 times the ULN and total bilirubin greater than 2 times the ULN with no other cause.
In clinical studies enrolling 1888 patients with various cancers who received IMFINZI, hepatitis occurred in 12% of patients, including Grade 3 (4.4%),
Grade 4 {0.4%), and Grade 5 (0.2%) hepatitis. Hepatitis led to discontinuation of IMFINZI in 0.7% of the 1888 patients.

Please see additional Important Safety Information on back. Please see accompanying complete

rescribing Information, including Medication Guide.




IMPORTANT SAFETY INFORMATION (continued)

Immune-Mediated Colitis

IMFINZI can cause immune-mediated colitis, defined as requiring use of
corticosteroids. Administer corticosteroids for Grade 2 or greater colitis or
diarrhea. Withhold IMFINZI for Grade 2 colitis or diarrhea; permanentiy
discontinue for Grade 3 or 4 colitis or diarrhea.

In clinical studies enrolling 1889 patients with various cancers who received
IMFINZI, colitis or diarrhea occurred in 18% of patients, including Grade 3
(1.0%) and Grade 4 (0.1%) immune-mediated colitis. Diarrhea or colitis led
to discontinuation of IMFINZI in 0.4% of the 1889 patients.
Immune-Mediated Endocrinopathies
IMFINZI can cause immune-mediated endocrinopathies, including thyroid
disorders, adrenal insufficiency, type 1 diabetes mellitus, and hypophysitis/
hypopituitarism. Monitor patients for clinical signs and symptoms of
endocrinopathies.
* Thyroid disorders—Monitor thyroid function prior to and periodically during
treatment. Initiate hormone replacement therapy or medical management

of hyperthyroidism as clinically indicated. Withhold IMFINZI for Grades 24
hyperthyroidism, until clinically stable. Continue IMFINZI for hypothyroidism.

In clinical studies enrolling 1889 patients with various cancers who received
IMFINZI, hypothyroidism occurred in 11% of patients, while hyperthyroidism
occurred in 7% of patients. Thyroiditis occurred in 0.9% of patients, including
Grade 3 (<0.1%) thyroiditis. Hypothyroidism was preceded by thyroiditis or
hyperthyroidism in 25% of patients.

= Adrenal insufficiency—Administer corticosteroids as clinically indicated
and withhold IMFINZI until clinically stable for Grade 2 or higher adrenal
insufficiency. In clinical studies enrolling 1889 patients with various cancers
who received IMFINZI, adrenal insufficiency occurred in 0.7% of patients,
including Grade 3 (<0.1%) adrenal insufficiency.

= Type 1 diabetes mellitus—Initiate treatment with insulin as clinically
indicated. Withhold IMFINZI for Grades 2—4 type 1 diabetes mellitus,
until clinically stable. In clinical studies enrolling 1889 patients with various
cancers who received IMFINZI, type 1 diabetes meliitus occurred in <0.1%
of patients.

» Hypophysitis—Administer corticosteroids and hormone replacement as
clinically indicated and withhold IMFINZI until clinically stable for Grade 2
or higher hypophysitis. Hypopituitarism leading to adrenal insufficiency and
diabetes insipidus occurred in <0.1% of 1889 patients with various cancers
who received IMFINZI.

Immune-Mediated Nephritis

IMFINZI can cause immune-mediated nephritis, defined as evidence of
renal dysfunction requiring use of corticosteroids. Fatal cases have occurred.
Monitor patients for abnormal renal function tests prior to and periodically
during treatment with IMFINZI. Administer corticosteroids as clinically
indicated. Withhold IMFINZI for creatinine greater than 1.5 to 3 times the
ULN; permanently discontinue IMFINZI and administer corticosteroids in
patients with creatinine greater than 3 times the ULN.

In clinical studies enrolling 1889 patients with various cancers who received
IMFINZI, nephritis (reported as any of the following: increased creatinine or
urea, acute kidney injury, renal failure, decreased glomerular filtration rate,
tubulointerstitial nephritis, decreased creatinine clearance, glomerulonephriti
and nephritis) occurred in 6.3% of the patients including Grade 3 (1.1%),
Grade 4 (0.2%), and Grade 5 (0.1%) nephritis. IMFINZI was discontinued

in 0.3% of the 1889 patients.

Immune-Mediated Dermatologic Reactions

IMFINZI can cause immune-mediated rash. Stevens Johnson Syndrome
(SJS)toxic epidermal necrolysis (TEN) has occurred with other products

in this class. Administer corticosteroids for Grade 2 rash or dermatitis lasting
for more than 1 week or for Grade 3 or 4 rash or dermatitis. Withhold IMFINZI
for Grade 2 rash or dermatitis lasting longer than 1 week or Grade 3 rash

or dermatitis; permanently discontinue IMFINZI in patients with Grade 4 rash
or dermatitis.

In clinical studies enrolling 1889 patients with various cancers who received
IMFINZI, 26% of patients developed rash or dermatitis and 0.4% of the
patients developed vitiligo. Rash or dermatitis led to discontinuation of
IMFINZI in 0.1% of the 1889 patients.

Other Immune-Mediated Adverse Reactions

IMFINZI can cause severe and fatal inmune-mediated adverse
reactions. These immune-mediated reactions may involve any
organ system. While immune-mediated reactions usually manifest
during treatment with IMFINZI, immune-mediated adverse reactions
can also manifest after discontinuation of IMFINZI. For suspected immune-
mediated adverse reactions, exclude other causes and initiate corticosteroids
as clinically indicated. Withhold IMFINZI for Grade 3 immune-mediated
adverse reactions, unless dinical judgment indicates discontinuation;
permanently discontinue IMFINZI for Grade 4 adverse reactions.

The following clinically significant, immune-mediated adverse reactions
occurred at an incidence of less than 1% each in 1889 patients who received
IMFINZI: aseptic meningitis, hemolytic anemia, immune thrombocytopenic
purpura, myocarditis, myositis, and ocular inflammatory toxicity, including
uveitis and keratitis. Additional clinically significant immune-mediated adverse
reactions have been seen with other products in this class (see Warnings and
Precautions Section 5.7 of IMFINZI full Prescribing Information).

Infection

IMFINZI can cause serious infections, including fatal cases. Monitor patients
for signs and symptoms of infection and treat as clinically indicated. Withhold
IMFINZI for Grade 3 or 4 infection, until clinically stable.

In clinical studies enrolling 1889 patients with various cancers who received
IMFINZI, infections occurred in 43% of patients, including Grade 3 (8%),
Grade 4 (1.9%), and Grade 5 (1.0%). The overall incidence of infections in
IMFINZI-treated patients in the PACIFIC study (56%) was higher compared
to patients in other clinical studies (38%) in which radiation therapy was
generally not administered immediately prior to initiation of IMFINZI. In
patients with UC in Study 1108 (n=182), the most common Grade 3 or higher
infection was urinary tract infections, which occurred in 4% of patients. In
patients with Stage Ill NSCLC in the PACIFIC study, the most common
Grade 3 or higher infection was pneumonia, which occurred in 5% of patients.
Infusion-Related Reactions

IMFINZI can cause severe or life-threatening infusion-related reactions.
Monitor patients for signs and symptoms of an infusion-related reaction.
Interrupt or slow the rate of infusion for Grades 1-2 infusion-related reactions;
permanently discontinue for Grades 3—4 infusion-related reactions.

In clinical studies enrolling 1889 patients with various cancers who received
IMFINZI, infusion-related reactions occurred in 2.2% of patients, including
Grade 3 (0.3%).

Embryo-Fetal Toxicity

Based on its mechanism of action and data from animal studies, IMFINZI can
cause fetal harm when administered to a pregnant woman. There are no data
on the use of IMFINZI in pregnant women. Advise pregnant women of the
potential risk to a fetus and advise women of reproductive potential to use

effective contraception during freatment and for at least 3 months after the
last dose of IMFINZI.

Lactation

There is no information regarding the presence of IMFINZI in human milk;
however, because of the potential for adverse reactions in breastfed infants
from IMFINZI, advise women not to breastfeed during treatment and for at
least 3 months after the last dose.

Most Common Adverse Reactions

« In patients with extensive-stage SCLC in the CASPIAN study (n=265), the
most common adverse reactions (220%) were nausea, fatigue/asthenia,
and alopecia. The most common Grade 3 or 4 adverse reaction (=3%)
was fatigue/asthenia (3.4%)

« In patients with extensive-stage SCLC in the CASPIAN study (n=265),
IMFINZI was discontinued due to adverse reactions in 7% of the patients
receiving IMFINZI plus chemotherapy. Serious adverse reactions occurred
in 31% of patients receiving IMFINZI plus chemotherapy. The most frequent
serious adverse reactions reported in at least 1% of patients were febrile
neutropenia (4.5%), pneumonia (2.3%), anemia (1.9%), pancytopenia
(1.5%), pneumonitis (1.1%), and COPD (1.1%). Fatal adverse reactions
occurred in 4.9% of patients receiving IMFINZI plus chemotherapy

The safety and effectiveness of IMFINZI have not been established in
pediatric patients.
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Please see accompanying complete Prescribing Information, including Medication Guide.
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