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Janssen Launches Janssen Compass™, a Personalized Support Program for People

with Cancer

Janssen Compass™ provides one-on-one support to help patients navigate access

options, along with offering treatment education and health and wellness resources

Janssen Compass™ is available to U.S. patients taking ERLEADA® (apalutamide),
DARZALEX® (daratumumab), or DARZALEX FASPRO® (daratumumab and hyaluronidase-
fihj)

HORSHAM, Pa., October 26, 2021 - The Janssen Pharmaceutical Companies of Johnson

& Johnson today announced the national availability of Janssen Compass™, a personalized

support program that connects patients with their own Care Navigator — a nurse with
oncology experience - to provide one-on-one guidance about medication access, medication
education, and general health and wellness resources. Janssen Compass™ is available to
U.S. patients taking cancer medicines ERLEADA® (apalutamide), DARZALEX®
(daratumumab), or DARZALEX FASPRO® (daratumumab and hyaluronidase-fihj).

“At Janssen Oncology, we are devoted to innovating beyond the medicine to provide holistic
solutions for those navigating cancer,” said Serge Messerlian, President, Oncology, Janssen
Biotech, Inc. "We're proud of the meaningful, personalized one-on-one guidance offered
through Janssen Compass to give patients easily accessible resources to accompany their

treatment plan during a time that can often feel isolating and overwhelming.”


https://www.janssencompass.com/

Janssen Compass™ provides resources aligned to three key patient needs:

e Cost and Access: Support around navigating medication savings options, including
assistance with sign-up for Janssen’s co-pay savings program and guidance for
patients using Medicare Part D.

¢ Janssen Treatment Education: Ongoing information for patients as they start or
continue treatment with their Janssen therapy.

e Support Resources: Guidance around aspects of emotional well-being and personal
wellness, including tips, strategies, and resources for self-care during treatment,
help setting goals for living with cancer, and connecting with advocacy groups and a

wider community of support.

“Undergoing cancer treatment can cause stress and anxiety as patients try to manage the
logistics and emotional effects of cancer care,” Messerlian added. “Every aspect of Janssen
Compass was co-created with patients, caregivers, and advocates to ensure we are uniquely
poised to provide a personalized support program to address the many key aspects of a

patient’s cancer journey.”

“"When starting cancer treatment, patients often have questions beyond their medicine -
such as ‘How will this affect my relationship with my loved ones?’ or ‘How do I manage
feelings of isolation during treatment?’” said Keith Crawford, M.D., Ph.D., Director of Clinical
Trials and Patient Education, Prostate Health Education Network. “Janssen Compass is a
welcome resource for cancer patients that provides them with a convenient single point of
contact for resources, questions about their medicine, and holistic health and wellness

support.”

Accessing Janssen Compass™

Eligible patients for Janssen Compass™ may sign up via a range of convenient ways tailored
to patient preference, including a referral by a healthcare provider, visiting
JanssenCompass.com, and calling or texting “"CALL” to 1-844-NAV-1234 (844-628-1234).
Janssen Compass™ is available to U.S. patients taking ERLEADA®, DARZALEX®, or
DARZALEX FASPRO®* with the goal to expand the program in the future to patients taking

other Janssen Oncology medicines.

Janssen Compass™ is limited to education for patients about their Janssen therapy, its

administration, and/or their disease. It is intended to supplement a patient’s understanding


https://www.janssencompass.com/

of their therapy and is not intended to provide medical advice, replace a treatment plan
from the patient’s doctor or nurse, provide case management services, or serve as a reason

to prescribe this medication.

*Patients prescribed DARZALEX FASPRO® for light chain (AL) amyloidosis are not eligible for

participation in Janssen Compass™.,

ERLEADA® IMPORTANT SAFETY INFORMATION
WARNINGS AND PRECAUTIONS

Cerebrovascular and Ischemic Cardiovascular Events — In a randomized study
(SPARTAN) of patients with nmCRPC, ischemic cardiovascular events occurred in 3.7% of
patients treated with ERLEADA® and 2% of patients treated with placebo. In a randomized
study (TITAN) in patients with mCSPC, ischemic cardiovascular events occurred in 4.4% of
patients treated with ERLEADA® and 1.5% of patients treated with placebo. Across the
SPARTAN and TITAN studies, 4 patients (0.3%) treated with ERLEADA® and 2 patients
(0.2%) treated with placebo died from an ischemic cardiovascular event. Patients with
history of unstable angina, myocardial infarction, congestive heart failure, stroke, or
transient ischemic attack within 6 months of randomization were excluded from the
SPARTAN and TITAN studies.

In the SPARTAN study, cerebrovascular events occurred in 2.5% of patients treated with
ERLEADA® and 1% of patients treated with placebo. In the TITAN study, cerebrovascular
events occurred in 1.9% of patients treated with ERLEADA® and 2.1% of patients treated
with placebo. Across the SPARTAN and TITAN studies, 3 patients (0.2%) treated with
ERLEADA®, and 2 patients (0.2%) treated with placebo died from a cerebrovascular event.
Cerebrovascular and ischemic cardiovascular events, including events leading to death,
occurred in patients receiving ERLEADA®. Monitor for signs and symptoms of ischemic heart
disease and cerebrovascular disorders. Optimize management of cardiovascular risk factors,
such as hypertension, diabetes, or dyslipidemia. Consider discontinuation of ERLEADA® for
Grade 3 and 4 events.

Fractures — In a randomized study (SPARTAN) of patients with nmCRPC, fractures
occurred in 12% of patients treated with ERLEADA® and in 7% of patients treated with
placebo. In a randomized study (TITAN) of patients with mCSPC, fractures occurred in 9%

of patients treated with ERLEADA® and in 6% of patients treated with placebo. Evaluate



patients for fracture risk. Monitor and manage patients at risk for fractures according to

established treatment guidelines and consider use of bone-targeted agents.

Falls — In a randomized study (SPARTAN), falls occurred in 16% of patients treated with
ERLEADA® compared with 9% of patients treated with placebo. Falls were not associated
with loss of consciousness or seizure. Falls occurred in patients receiving ERLEADA® with

increased frequency in the elderly. Evaluate patients for fall risk.

Seizure — In two randomized studies (SPARTAN and TITAN), 5 patients (0.4%) treated
with ERLEADA® and 1 patient treated with placebo (0.1%) experienced a seizure.
Permanently discontinue ERLEADA® in patients who develop a seizure during treatment. It
is unknown whether anti-epileptic medications will prevent seizures with ERLEADA®. Advise
patients of the risk of developing a seizure while receiving ERLEADA® and of engaging in

any activity where sudden loss of consciousness could cause harm to themselves or others.

Embryo-Fetal Toxicity — The safety and efficacy of ERLEADA® have not been established
in females. Based on findings from animals and its mechanism of action, ERLEADA® can
cause fetal harm and loss of pregnancy when administered to a pregnant female. Advise
males with female partners of reproductive potential to use effective contraception during
treatment and for 3 months after the last dose of ERLEADA® [see Use in Specific Populations
(8.1, 8.3)].

ADVERSE REACTIONS

The most common adverse reactions (210%) that occurred more frequently in the
ERLEADA®-treated patients (=2% over placebo) from the randomized placebo-controlled
clinical trials (TITAN and SPARTAN) were fatigue, arthralgia, rash, decreased appetite, fall,

weight decreased, hypertension, hot flush, diarrhea, and fracture.

Laboratory Abnormalities — All Grades (Grade 3-4)

e Hematology — In the TITAN study: white blood cell decreased ERLEADA® 27%
(0.4%), placebo 19% (0.6%). In the SPARTAN study: anemia ERLEADA® 70%
(0.4%), placebo 64% (0.5%); leukopenia ERLEADA® 47% (0.3%), placebo 29%
(0%); lymphopenia ERLEADA® 41% (1.8%), placebo 21% (1.6%)

e Chemistry — In the TITAN study: hypertriglyceridemia ERLEADA® 17% (2.5%),
placebo 12% (2.3%). In the SPARTAN study: hypercholesterolemia ERLEADA® 76%



(0.1%), placebo 46% (0%); hyperglycemia ERLEADA® 70% (2%), placebo 59%
(1.0%); hypertriglyceridemia ERLEADA® 67% (1.6%), placebo 49% (0.8%);
hyperkalemia ERLEADA® 32% (1.9%), placebo 22% (0.5%)

Rash — In 2 randomized studies (SPARTAN and TITAN), rash was most commonly
described as macular or maculopapular. Adverse reactions of rash were 26% with
ERLEADA® vs 8% with placebo. Grade 3 rashes (defined as covering >30% body surface
area [BSA]) were reported with ERLEADA® treatment (6%) vs placebo (0.5%).

The onset of rash occurred at a median of 83 days. Rash resolved in 78% of patients within
a median of 78 days from onset of rash. Rash was commonly managed with oral
antihistamines, topical corticosteroids, and 19% of patients received systemic
corticosteroids. Dose reduction or dose interruption occurred in 14% and 28% of patients,
respectively. Of the patients who had dose interruption, 59% experienced recurrence of
rash upon reintroduction of ERLEADA®,

Hypothyroidism — In 2 randomized studies (SPARTAN and TITAN), hypothyroidism was
reported for 8% of patients treated with ERLEADA® and 1.5% of patients treated with
placebo based on assessments of thyroid-stimulating hormone (TSH) every 4 months.
Elevated TSH occurred in 25% of patients treated with ERLEADA® and 7% of patients
treated with placebo. The median onset was at the first scheduled assessment. There were
no Grade 3 or 4 adverse reactions. Thyroid replacement therapy, when clinically indicated,

should be initiated or dose-adjusted.

DRUG INTERACTIONS

Effect of Other Drugs on ERLEADA® — Co-administration of a strong CYP2C8 or CYP3A4
inhibitor is predicted to increase the steady-state exposure of the active moieties. No initial
dose adjustment is necessary; however, reduce the ERLEADA® dose based on tolerability

[see Dosage and Administration (2.2)].

Effect of ERLEADA® on Other Drugs

CYP3A4, CYP2C9, CYP2C19, and UGT Substrates — ERLEADA® is a strong inducer of CYP3A4
and CYP2C19, and a weak inducer of CYP2C9 in humans. Concomitant use of ERLEADA®
with medications that are primarily metabolized by CYP3A4, CYP2C19, or CYP2C9 can result
in lower exposure to these medications. Substitution for these medications is recommended

when possible or evaluate for loss of activity if medication is continued. Concomitant



administration of ERLEADA® with medications that are substrates of UDP-glucuronosy!
transferase (UGT) can result in decreased exposure. Use caution if substrates of UGT must

be co-administered with ERLEADA® and evaluate for loss of activity.

P-gp, BCRP, or OATP1B1 Substrates — Apalutamide is a weak inducer of

P-glycoprotein (P-gp), breast cancer resistance protein (BCRP), and organic anion
transporting polypeptide 1B1 (OATP1B1) clinically. Concomitant use of ERLEADA® with
medications that are substrates of P-gp, BCRP, or OATP1B1 can result in lower exposure of
these medications. Use caution if substrates of P-gp, BCRP, or OATP1B1 must be co-

administered with ERLEADA® and evaluate for loss of activity if medication is continued.

Please see the full Prescribing Information for ERLEADA®.

DARZALEX® AND DARZALEX FASPRO® IMPORTANT SAFETY INFORMATION

DARZALEX® AND DARZALEX FASPRO®: CONTRAINDICATIONS
DARZALEX® and DARZALEX FASPRO® are contraindicated in patients with a history of
severe hypersensitivity to daratumumab, hyaluronidase (for DARZALEX FASPRO®), or any of

the components of the formulations.

DARZALEX®: Infusion-Related Reactions

DARZALEX® can cause severe and/or serious infusion-related reactions including
anaphylactic reactions. These reactions can be life-threatening, and fatal outcomes have
been reported. 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, tachycardia, headache, 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.


http://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/ERLEADA-pi.pdf

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.

DARZALEX FASPRO®: 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®. Fatal
reactions have been reported with daratumumab-containing products, including DARZALEX
FASPRO®.

Systemic Reactions

In a pooled safety population of 832 patients with multiple myeloma (N=639) or light chain
(AL) amyloidosis (N=193) who received DARZALEX FASPRO® as monotherapy or in
combination, 9% of patients experienced a systemic administration-related reaction (Grade
2: 3.5%, Grade 3: 0.8%). Systemic administration-related reactions occurred in 8% of

patients with the first injection, 0.4% with the second injection, and cumulatively 1% with



subsequent injections. The median time to onset was 3.2 hours (range: 9 minutes to 3.5
days). Of the 129 systemic administration-related reactions that occurred in 74 patients,
110 (85%) occurred on the day of DARZALEX FASPRO® administration. Delayed systemic

administration-related reactions have occurred in 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 occurring the day after administration) systemic
administration-related reactions.

Local Reactions

In this pooled safety population, injection-site reactions occurred in 8% of patients,
including Grade 2 reactions in 0.6%. The most frequent (>1%) injection-site reaction was
injection-site erythema. These local reactions occurred a median of 5.5 minutes (range: 0
minutes to 6.5 days) after starting administration of DARZALEX FASPRO®. Monitor for local

reactions and consider symptomatic management.

DARZALEX® and DARZALEX FASPRO®: Neutropenia and Thrombocytopenia
DARZALEX® and DARZALEX FASPRO® 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® or

DARZALEX FASPRO® until recovery of neutrophils or for recovery of platelets.

In lower body weight patients receiving DARZALEX FASPRO®, higher rates of Grade 3-4

neutropenia were observed.



DARZALEX® and DARZALEX FASPRO®: 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® and DARZALEX FASPRO®, Type and screen
patients prior to starting DARZALEX® and DARZALEX FASPRO®,

DARZALEX® and 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 patients with IgG

kappa myeloma protein.

DARZALEX® and DARZALEX FASPRO®: Embryo-Fetal Toxicity

Based on the mechanism of action, DARZALEX® and DARZALEX FASPRO® can cause fetal
harm when administered to a pregnant woman. DARZALEX® and 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® or DARZALEX FASPRO® and for 3 months

after the last dose.

The combination of DARZALEX® or DARZALEX FASPRO® 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.

DARZALEX®: 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 (=240%)
with DARZALEX® are: neutropenia, lymphopenia, thrombocytopenia, leukopenia, and

anemia.

DARZALEX FASPRO®: 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 hematologic laboratory abnormalities (=40%) with DARZALEX FASPRO® are
decreased leukocytes, decreased lymphocytes, decreased neutrophils, decreased platelets,

and decreased hemoglobin.

INDICATIONS
DARZALEX® (daratumumab) is indicated for the treatment of adult patients with multiple

myeloma:

In 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

e In combination with bortezomib, melphalan, and prednisone in newly diagnosed

patients who are ineligible for autologous stem cell transplant

e In combination with bortezomib, thalidomide, and dexamethasone in newly

diaghosed patients who are eligible for autologous stem cell transplant

e In combination with bortezomib and dexamethasone in patients who have

received at least one prior therapy

e In combination with carfilzomib and dexamethasone in patients with relapsed or

refractory multiple myeloma who have received one to three prior lines of therapy



e In combination with pomalidomide and dexamethasone in patients who have
received at least two prior therapies including lenalidomide and a proteasome
inhibitor (PI)

¢ As monotherapy in patients who have received at least three prior lines of
therapy including a PI and an immunomodulatory agent or who are double-

refractory to a PI and an immunomodulatory agent

DARZALEX FASPRO® (daratumumab and hyaluronidase-fihj) is indicated for the

treatment of adult patients with multiple myeloma:

e In combination with bortezomib, melphalan, and prednisone in newly diagnosed

patients who are ineligible for autologous stem cell transplant

e In 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

e In combination with bortezomib, thalidomide, and dexamethasone in newly

diaghosed patients who are eligible for autologous stem cell transplant

e In combination with pomalidomide and dexamethasone in patients who have
received at least one prior line of therapy including lenalidomide and a

proteasome inhibitor (PI)

e In 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 PI and an immunomodulatory agent or who are double-refractory to a

PI and an immunomodulatory agent

Please click here to see the full Prescribing Information for DARZALEX®.
Please click here to see the full Prescribing Information for DARZALEX FASPRO®.


https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX-pi.pdf
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX+Faspro-pi.pdf

About the Janssen Pharmaceutical Companies of Johnson & Johnson

At Janssen, we're creating a future where disease is a thing of the past. We're the
Pharmaceutical Companies of Johnson & Johnson, working tirelessly to make that future a
reality for patients everywhere by fighting sickness with science, improving access with
ingenuity, and healing hopelessness with heart. We focus on areas of medicine where we
can make the biggest difference: Cardiovascular & Metabolism, Immunology, Infectious

Diseases & Vaccines, Neuroscience, Oncology, and Pulmonary Hypertension.

Learn more at www.janssen.com. Follow us at @JanssenUS. Janssen Biotech, Inc. is part of

the Janssen Pharmaceutical Companies of Johnson & Johnson.
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