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DARZALEX  y DARZALEX Faspro®

(daratumumab) (daratumumab and hyaluronidase-fihj)

injection for intravenous infusion

100 mg/5mL, 400 mg/20mL Injection for subcutaneous use | 1,800ma/30,000units

You are cordially invited to attend a live educational program:

UPDATE ON THE TREATMENT OF
PATIENTS WITH MULTIPLE MYELOMA

PRESENTED BY
Rhon da H eWitt M s N To attend this program, | attest that:
y :

e | understand that coronavirus/COVID-19 is very contagious, that

VAVAN

Nurse Practitioner COVID-19 is believed to spread mainly from person-to-person contact,
Stanford Healthcare, Palo Alto, CA and that it is not possible to eliminate any and all risks related to the
potential spread of COVID-19
e | am participating in this event voluntarily and at my own risk
Tu ESd ay; OCtO be I" 2 6 /] 2 0 2 1 e | am not experiencing any symptom of illness such as cough, shortness
of breath or difficulty breathing, fever, chills, repeated shaking with
6 : 3 0 P M chills, muscle pain, headache, sore throat, or new loss of taste or smell
| acknowledge that Janssen cannot guarantee that | will not become
LOCATION infected with COVID-19 (coronavirus) by virtue of attendance at this event
. . and that Janssen has not made any representations or undertaken any
F Ie min g ! S Pr| me Stea khou se obligations with respect to the venue of this event or the health of any
. staff or other participants. The number of attendees and the use of face
180 El Camino Real, Palo Alto, CA 94304 coverings for this event will be determined based on local government
(650) 329-8457 guidance and a local assessment of risk.

Please register with MedForce online at http://www.medforcereg.net/SOMP/166300
or with your Janssen Sales Representative, Kelly Scherf at (831) 818-0872 by Tuesday, October 19, 2021

In adherence with PhARMA guidelines, spouses or other guests are not permitted to attend  This promotional educational activity is not accredited. The program content is developed

company-sponsored programs. by Janssen Biotech, Inc. Speakers present on behalf of the company and are required
For all attendees, please be advised that information such as your name and the value to present information in compliance with FDA requirements for communications about
and purpose of any educational item, meal, or other items of value you receive may be its medicines.

publicly disclosed. If you are licensed in any state or other jurisdiction, or are an The personal information you provide may be used to contact you about your request

employee or contractor of any organization or governmental entity, that limits or prohibits  tg attend the Janssen Biotech, Inc., educational program using your preferred

meals from pharmaceutical companies, please identify yourself so that you (and we) are method of communication as indicated by you. This information may be shared with
able to comply with such requirements. Janssen Biotech, Inc., its affiliates, and a third party for the sole purpose of completing
Please note that the company prohibits the offering of gifts, gratuities, or meals to federal ~ your registration for this program and as required by law.

government employees/officials. Thank you for your cooperation.

INDICATIONS

DARZALEX® (daratumumab) and DARZALEX FASPRO® (daratumumab and hyaluronidase-fihj) are indicated for the treatment of adult patients with multiple myeloma:

 [n combination with lenalidomide and dexamethasone in newly diagnosed patients who are ineligible for autologous stem cell transplant and in patients with relapsed or
refractory multiple myeloma who have received at least one prior therapy

 [n combination with bortezomib, melphalan, and prednisone in newly diagnosed patients who are ineligible for autologous stem cell transplant

 [n combination with bortezomib, thalidomide, and dexamethasone in newly diagnosed patients who are eligible for autologous stem cell transplant

 [n combination with bortezomib and dexamethasone in patients who have received at least one prior therapy

e As monotherapy in patients who have received at least three prior lines of therapy including a proteasome inhibitor (Pl) and an immunomodulatory agent or who are
double-refractory to a Pl and an immunomodulatory agent

DARZALEX® is also indicated for the treatment of adult patients with multiple myeloma:

 [n combination with carfilzomib and dexamethasone in patients with relapsed or refractory multiple myeloma who have received one to three prior lines of therapy

 [n combination with pomalidomide and dexamethasone in patients who have received at least two prior therapies including lenalidomide and a proteasome inhibitor

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS

DARZALEX® is contraindicated in patients with a history of severe hypersensitivity (eg, anaphylactic reactions) to daratumumab or any of the components of the formulation.
DARZALEX FASPRO® is contraindicated in patients with a history of severe hypersensitivity to daratumumab, hyaluronidase, or any of the components of the formulation.

Please see Important Safety Information continued on the next page, including Warnings and Precautions, Neutropenia, Thrombocytopenia, and
Interference with Serological Testing and Determination of Complete Response.

Please see the accompanying full Prescribing Information for DARZALEX® and DARZALEX FASPR(P.
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DARZALEX® (daratumumab) IMPORTANT SAFETY
INFORMATION (cont.)

WARNINGS AND PRECAUTIONS

Infusion-Related Reactions

DARZALEX® can cause severe and/or serious infusion-related reactions including anaphylactic
reactions. In clinical trials (monotherapy and combination: N=2066), infusion-related reactions
occurred in 37% of patients with the Week 1 (16 mg/kg) infusion, 2% with the Week 2
infusion, and cumulatively 6% with subsequent infusions. Less than 1% of patients had a
Grade 3/4 infusion-related reaction at Week 2 or subsequent infusions. The median time to
onset was 1.5 hours (range: 0 to 73 hours). Nearly all reactions occurred during infusion or
within 4 hours of completing DARZALEX®. Severe reactions have occurred, including
bronchospasm, hypoxia, dyspnea, hypertension, laryngeal edema, and pulmonary edema.
Signs and symptoms may include respiratory symptoms, such as nasal congestion, cough,
throat irritation, as well as chills, vomiting, and nausea. Less common symptoms were
wheezing, allergic rhinitis, pyrexia, chest discomfort, pruritus, and hypotension.

When DARZALEX® dosing was interrupted in the setting of ASCT (CASSIOPEIA) for a median

of 3.75 months (range: 2.4 to 6.9 months), upon re-initiation of DARZALEX®, the incidence of
infusion-related reactions was 11% for the first infusion following ASCT. Infusion-related
reactions occurring at re-initiation of DARZALEX® following ASCT were consistent in terms of
symptoms and severity (Grade 3 or 4: <1%) with those reported in previous studies at Week 2
or subsequent infusions. In EQUULEUS, patients receiving combination treatment (n=97) were
administered the first 16 mg/kg dose at Week 1 split over two days, ie, 8 mg/kg on Day 1 and
Day 2, respectively. The incidence of any grade infusion-related reactions was 42%, with 36%
of patients experiencing infusion-related reactions on Day 1 of Week 1, 4% on Day 2 of Week 1,
and 8% with subsequent infusions.

Pre-medicate patients with antihistamines, antipyretics, and corticosteroids. Frequently
monitor patients during the entire infusion. Interrupt DARZALEX® infusion for reactions of any
severity and institute medical management as needed. Permanently discontinue DARZALEX®
therapy if an anaphylactic reaction or life-threatening (Grade 4) reaction occurs and institute
appropriate emergency care. For patients with Grade 1, 2, or 3 reactions, reduce the infusion
rate when re-starting the infusion.

To reduce the risk of delayed infusion-related reactions, administer oral corticosteroids to all
patients following DARZALEX® infusions. Patients with a history of chronic obstructive
pulmonary disease may require additional post-infusion medications to manage respiratory
complications. Consider prescribing short- and long-acting bronchodilators and inhaled
corticosteroids for patients with chronic obstructive pulmonary disease.

Interference With Serological Testing

Daratumumab binds to CD38 on red blood cells (RBCs) and results in a positive Indirect
Antiglobulin Test (Indirect Coombs test). Daratumumab-mediated positive Indirect Antiglobulin
Test may persist for up to 6 months after the last daratumumab infusion. Daratumumab
bound to RBCs masks detection of antibodies to minor antigens in the patient’s serum. The
determination of a patient’s ABO and Rh blood type is not impacted. Notify blood transfusion
centers of this interference with serological testing and inform blood banks that a patient has
received DARZALEX®. Type and screen patients prior to starting DARZALEX®.

Neutropenia and Thrombocytopenia

DARZALEX® may increase neutropenia and thrombocytopenia induced by background
therapy. Monitor complete blood cell counts periodically during treatment according to
manufacturer’s prescribing information for background therapies. Monitor patients with
neutropenia for signs of infection. Consider withholding DARZALEX® until recovery of
neutrophils or for recovery of platelets.

Interference With Determination of Complete Response

Daratumumab is a human IgG kappa monoclonal antibody that can be detected on both the
serum protein electrophoresis (SPE) and immunofixation (IFE) assays used for the clinical
monitoring of endogenous M-protein. This interference can impact the determination of complete
response and of disease progression in some patients with IgG kappa myeloma protein.

Embryo-Fetal Toxicity

Based on the mechanism of action, DARZALEX® can cause fetal harm when administered to
a pregnant woman. DARZALEX® may cause depletion of fetal immune cells and decreased
bone density. Advise pregnant women of the potential risk to a fetus. Advise females with
reproductive potential to use effective contraception during treatment with DARZALEX® and
for 3 months after the last dose.

The combination of DARZALEX® with lenalidomide, pomalidomide, or thalidomide is
contraindicated in pregnant women, because lenalidomide, pomalidomide, and thalidomide
may cause birth defects and death of the unborn child. Refer to the lenalidomide,
pomalidomide, or thalidomide prescribing information on use during pregnancy.

ADVERSE REACTIONS

The most frequently reported adverse reactions (incidence =20%) were: upper respiratory
infection, neutropenia, infusion related reactions, thrombocytopenia, diarrhea, constipation,
anemia, peripheral sensory neuropathy, fatigue, peripheral edema, nausea, cough, pyrexia,
dyspnea, and asthenia. The most common hematologic laboratory abnormalities (=40%) with
DARZALEX® are: neutropenia, lymphopenia, thrombocytopenia, leukopenia, and anemia.

Please see the accompanying full Prescribing Information for DARZALEX®.

cp-60862v6

DARZALEX FASPROP (daratumumab and hyaluronidase-fihj)
IMPORTANT SAFETY INFORMATION (cont.)

WARNINGS AND PRECAUTIONS

Hypersensitivity and Other Administration Reactions
Both systemic administration-related reactions, including severe or life-threatening reactions,
and local injection-site reactions can occur with DARZALEX FASPRO®.

Systemic Reactions

In a pooled safety population of 683 patients with multiple myeloma (N=490) or light chain (AL)
amyloidosis (N=193) who received DARZALEX FASPRO® as monotherapy or in combination,
10% of patients experienced a systemic administration-related reaction (Grade 2: 3.5%,

Grade 3: 1%). Systemic administration-related reactions occurred in 9% of patients with the
first injection, 0.4% with the second injection, and cumulatively 0.8% with subsequent
injections. The median time to onset was 3.2 hours (range: 9 minutes to 3.5 days). Of the

117 systemic administration-related reactions that occurred in 66 patients, 100 (85%) occurred
on the day of DARZALEX FASPRO® administration. Delayed systemic administration-related
reactions have occurred in less than 1% of the patients.

Severe reactions included hypoxia, dyspnea, hypertension, and tachycardia. Other signs and
symptoms of systemic administration-related reactions may include respiratory symptoms,
such as bronchospasm, nasal congestion, cough, throat irritation, allergic rhinitis, and
wheezing, as well as anaphylactic reaction, pyrexia, chest pain, pruritus, chills, vomiting,
nausea, and hypotension.

Pre-medicate patients with histamine-1 receptor antagonist, acetaminophen, and corticosteroids.
Monitor patients for systemic administration-related reactions, especially following the first and
second injections. For anaphylactic reaction or life-threatening (Grade 4) administration-related
reactions, immediately and permanently discontinue DARZALEX FASPRO®. Consider administering
corticosteroids and other medications after the administration of DARZALEX FASPRO® depending
on dosing regimen and medical history to minimize the risk of delayed (defined as occurting the
day after administration) systemic administration-related reactions.

Local Reactions

In this pooled safety population, injection-site reactions occurred in 9% of patients, including
Grade 2 reactions in 0.7%. The most frequent (>1%) injection-site reaction was injection-site
erythema. These local reactions occurred a median of 5 minutes (range: 0 minutes to 4.7 days)
after starting administration of DARZALEX FASPRO®. Monitor for local reactions and consider
symptomatic management.

Neutropenia

Daratumumab may increase neutropenia induced by background therapy. Monitor complete
blood cell counts periodically during treatment according to manufacturer’s prescribing
information for background therapies. Monitor patients with neutropenia for signs of infection.
Consider withholding DARZALEX FASPRO® until recovery of neutrophils. In lower body weight
patients receiving DARZALEX FASPRO®, higher rates of Grade 3-4 neutropenia were observed.

Thrombocytopenia

Daratumumab may increase thrombocytopenia induced by background therapy. Monitor complete
blood cell counts periodically during treatment according to manufacturer’s prescribing information
for background therapies. Consider withholding DARZALEX FASPRO® until recovery of platelets.

Embryo-Fetal Toxicity

Based on the mechanism of action, DARZALEX FASPRO® can cause fetal harm when
administered to a pregnant woman. DARZALEX FASPRO® may cause depletion of fetal immune
cells and decreased bone density. Advise pregnant women of the potential risk to a fetus.
Advise females with reproductive potential to use effective contraception during treatment
with DARZALEX FASPRO® and for 3 months after the last dose.

The combination of DARZALEX FASPRO® with lenalidomide or thalidomide is contraindicated
in pregnant women because lenalidomide and thalidomide may cause birth defects and
death of the unborn child. Refer to the lenalidomide or thalidomide prescribing information
on use during pregnancy.

Interference With Serological Testing

Daratumumab binds to CD38 on red blood cells (RBCs) and results in a positive indirect
antiglobulin test (indirect Coombs test). Daratumumab-mediated positive indirect antiglobulin
test may persist for up to 6 months after the last daratumumab administration. Daratumumab
bound to RBCs masks detection of antibodies to minor antigens in the patient’s serum. The
determination of a patient’s ABO and Rh blood type are not impacted.

Notify blood transfusion centers of this interference with serological testing and inform blood
banks that a patient has received DARZALEX FASPROP. Type and screen patients prior to
starting DARZALEX FASPRO®.

Interference With Determination of Complete Response

Daratumumab is a human immunoglobulin G (IgG) kappa monoclonal antibody that can be
detected on both the serum protein electrophoresis (SPE) and immunofixation (IFE) assays
used for the clinical monitoring of endogenous M-protein. This interference can impact the
determination of complete response and of disease progression in some DARZALEX FASPRO®-
treated patients with 1gG kappa myeloma protein.

ADVERSE REACTIONS

In multiple myeloma, the most common adverse reaction (=20%) with DARZALEX FASPRO®
monotherapy is upper respiratory tract infection. The most common adverse reactions with
combination therapy (=20% for any combination) include fatigue, nausea, diarrhea, dyspnea,
insomnia, pyrexia, cough, muscle spasms, back pain, vomiting, upper respiratory tract
infection, peripheral sensory neuropathy, constipation, and pneumonia.

The most common hematology laboratory abnormalities (=40%) with DARZALEX FASPRO®
are decreased leukocytes, decreased lymphocytes, decreased neutrophils, decreased
platelets, and decreased hemoglobin.

Please see accompanying full Prescribing Information for DARZALEX FASPRO®.
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