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Introducing DARZALEX FASPRO™ (daratumumab and hyaluronidase-fihj):
subcutaneous administration in ~3 to 5 minutes1

Approved across 5 indications spanning a wide range 
of multiple myeloma patients1

SAME POWERFUL EFFICACY.
FASTER ADMINISTRATION.1,2*

Introducing DARZALEX FASPRO™ (daratumumab and hyaluronidase-fihj):
subcutaneous administration in ~3 to 5 minutes1

SAME POWERFUL EFFICACY.

INDICATIONS
DARZALEX FASPRO™ is indicated for the treatment of adult patients 
with multiple myeloma:
•  in combination with bortezomib, melphalan and prednisone in 

newly diagnosed patients who are ineligible for autologous stem 
cell transplant

•  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

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

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

IMPORTANT SAFETY INFORMATION 
CONTRAINDICATIONS 
DARZALEX FASPRO™ (daratumumab and hyaluronidase-fihj) is 
contraindicated in patients with a history of severe hypersensitivity 
to daratumumab, hyaluronidase or any of the components of 
the formulation. 

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 490 patients who received 
DARZALEX FASPRO™ as monotherapy or in combination, 
11% of patients experienced a systemic administration-related 

reaction (Grade 2: 3.9%, Grade 3: 1.4%). Systemic administration-related 
reactions occurred in 10% of patients with the first injection, 0.2% 
with the second injection, and cumulatively 0.8% with subsequent 
injections. The median time to onset was 3.7 hours (range: 
9 minutes to 3.5 days). Of the 84 systemic administration-related 
reactions that occurred in 52 patients, 73 (87%) 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, pruritis, 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 7 minutes 
(range: 0 minutes to 4.7 days) after starting administration of 
DARZALEX FASPRO™. Monitor for local reactions and consider 
symptomatic management. 
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~3 to 5 minute administration
•   Subcutaneous injection is substantially 

faster than intravenous daratumumab1,2

The recommended dose of DARZALEX FASPRO™

is 1,800 mg daratumumab and 30,000 units 
hyaluronidase administered subcutaneously 
over ~3 to 5 minutes. DARZALEX FASPRO™

is for subcutaneous use only. Do not 
administer intravenously.1

See the Dosage and Administration section 
of the Prescribing Information for dosing 
considerations and dosing schedules for 
approved regimens.

See Important Safety Information below for  
hypersensitivity and administration reactions, 
pre-medication and post-medication 
requirements, and other important 
considerations for use of DARZALEX FASPRO™.

Efficacy consistent with 
intravenous daratumumab
•  DARZALEX FASPRO™ demonstrated a 

non-inferior overall response rate (ORR)
vs intravenous daratumumab in 
an open-label, randomized study 
assessing monotherapy in 522 patients1

 –  ORR was 41% (95% CI: 35%, 47%) for 
DARZALEX FASPRO™ (n=263) and 37% 
(95% CI: 31%, 43%) for intravenous 
daratumumab (n=259)1

 –  Eligible patients were required to have 
relapsed or refractory multiple myeloma 
who had received ≥3 prior lines of therapy 
including a proteasome inhibitor (PI) and 
an immunomodulatory agent or who 
were double-refractory to a PI and an 
immunomodulatory agent1

•  In a single arm of a multicohort, open-label 
trial, DARZALEX FASPRO™ with lenalidomide 
and dexamethasone (DRd) was evaluated 
in 65 patients with multiple myeloma who 
had received ≥1 prior multiple myeloma 
therapy. The ORR was 91% (95% CI: 81%, 97%)1

•  In a single arm of a multicohort, open-label 
trial, DARZALEX FASPRO™ with bortezomib, 
melphalan, and prednisone (DVMP) 
was evaluated in 67 patients with newly 
diagnosed multiple myeloma who were 
ineligible for a transplant. The ORR was 88%
(95% CI: 78%, 95%)1

Fewer systemic ARRs vs 
intravenous daratumumab
•  Nearly 3x reduction in systemic 

administration-related reactions† (ARRs) 
with DARZALEX FASPRO™ vs intravenous 
daratumumab observed in the COLUMBA 
trial (13% of patients on DARZALEX FASPRO™

had a systemic ARR of any grade vs 34% 
with intravenous daratumumab)1,3

•  Both systemic ARRs, including severe 
or life-threatening reactions, and local 
injection-site reactions can occur with 
DARZALEX FASPRO™. See Important Safety 
Information for more details1

~3 to 5 minute administration
•   Subcutaneous injection is substantially 

Efficacy consistent with 
intravenous daratumumab

Fewer systemic ARRs vs 
intravenous daratumumab

DARZALEX FASPRO™: For a strong start to their treatment journey

 Contact your Oncology 
Specialist to learn more 
about DARZALEX FASPRO™

Get the latest data 
and information at 
darzalexhcp.com/faspro

 *For intravenous daratumumab, median durations 
of 16 mg/kg infusions for the fi rst, second, and 
subsequent infusions were approximately 7, 4, 
and 3 hours, respectively.2

 †In clinical trials of DARZALEX FASPRO™, 
DARZALEX® (daratumumab), and the 
Prescribing Information for DARZALEX®, 
the term “infusion reactions” was used instead 
of “systemic administration-related reactions.”

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 is 
contraindicated in pregnant women, because lenalidomide may 
cause birth defects and death of the unborn child. Refer to the 
lenalidomide 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 FASPRO™. Type and screen patients prior to starting 
DARZALEX FASPRO™. 

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 DARZALEX FASPRO™-treated patients with IgG kappa 
myeloma protein.

ADVERSE REACTIONS 
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 Brief Summary on adjacent pages.

cp-143279v1
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DARZALEX FASPRO™ (daratumumab and hyaluronidase-fihj) injection, for 
subcutaneous use
Brief Summary of Full Prescribing Information
INDICATIONS AND USAGE
DARZALEX FASPRO is indicated for the treatment of adult patients with 
multiple myeloma:
• in combination with bortezomib, melphalan and prednisone in newly 

diagnosed patients who are ineligible for autologous stem cell transplant.
• 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.

• in combination with bortezomib and dexamethasone in patients who have 
received at least one prior therapy.

• as monotherapy, in patients who have received at least three prior lines of 
therapy including a proteasome inhibitor (PI) and an immunomodulatory 
agent or who are double-refractory to a PI and an immunomodulatory agent.

CONTRAINDICATIONS
DARZALEX FASPRO is contraindicated in patients with a history of severe 
hypersensitivity to daratumumab, hyaluronidase or any of the components of 
the formulation [see Warnings and Precautions and Adverse Reactions].
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 490 patients who received DARZALEX 
FASPRO as monotherapy or in combination, 11% of patients experienced 
a systemic administration-related reaction (Grade 2: 3.9%, Grade 3: 1.4%). 
Systemic administration-related reactions occurred in 10% of patients with 
the first injection, 0.2% with the second injection, and cumulatively 0.8% 
with subsequent injections. The median time to onset was 3.7 hours (range:  
9 minutes to 3.5 days). Of the 84 systemic administration-related reactions 
that occurred in 52 patients, 73 (87%) 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, pruritis, chills, vomiting, nausea, and hypotension.
Pre-medicate patients with histamine-1 receptor antagonist, acetaminophen 
and corticosteroids [see Dosage and Administration (2.3) in Full Prescribing 
Information]. 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 [see Dosage and Administration (2.3) in Full 
Prescribing Information].
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 7 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 [see 
Adverse Reactions].
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 [see Adverse Reactions].
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 [see Use in Specific Populations].
The combination of DARZALEX FASPRO with lenalidomide is contraindicated 
in pregnant women, because lenalidomide may cause birth defects and death 
of the unborn child. Refer to the lenalidomide 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 [see References]. The 
determination of a patient’s ABO and Rh blood type are not impacted [see 
Drug Interactions].
Notify blood transfusion centers of this interference with serological testing 
and inform blood banks that a patient has received DARZALEX FASPRO. Type 
and screen patients prior to starting DARZALEX FASPRO [see Dosage and 
Administration (2.1) in Full Prescribing Information].
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 [see Drug 
Interactions]. This interference can impact the determination of complete 
response and of disease progression in some DARZALEX FASPRO-treated 
patients with IgG kappa myeloma protein.
ADVERSE REACTIONS
The following clinically significant adverse reactions are described elsewhere 
in the labeling:
• Hypersensitivity and Other Administration Reactions [see Warning and 

Precautions].
• Neutropenia [see Warning and Precautions].
• Thrombocytopenia [see Warning and Precautions].
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, 
adverse reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and may not 
reflect the rates observed in practice.
Newly Diagnosed Multiple Myeloma
In Combination with Bortezomib, Melphalan and Prednisone
The safety of DARZALEX FASPRO with bortezomib, melphalan and prednisone 
(D-VMP) was evaluated in a single-arm cohort of PLEIADES [see Clinical Studies 
(14.1) in Full Prescribing Information]. Patients received DARZALEX FASPRO 
1,800 mg/30,000 units administered subcutaneously once weekly from weeks 1 
to 6, once every 3 weeks from weeks 7 to 54 and once every 4 weeks starting 
with week 55 until disease progression or unacceptable toxicity (N=67) in 
combination with bortezomib, melphalan and prednisone. Among these patients, 
93% were exposed for 6 months or longer and 19% were exposed for greater 
than one year.
Serious adverse reactions occurred in 39% of patients who received 
DARZALEX FASPRO. Serious adverse reactions in >5% of patients included 
pneumonia and pyrexia. Fatal adverse reactions occurred in 3.0% of patients.
Permanent discontinuation of DARZALEX FASPRO due to an adverse 
reaction occurred in 4.5% of patients. The adverse reaction resulting in 
permanent discontinuation of DARZALEX FASPRO in more than 1 patient was  
neutropenic sepsis.
Dosage interruptions (defined as dose delays or skipped doses) due to an 
adverse reaction occurred in 51% of patients who received DARZALEX 
FASPRO. Adverse reactions requiring dosage interruptions in >5% of patients 
included thrombocytopenia, neutropenia, anemia, and pneumonia.
The most common adverse reactions (≥20%) were upper respiratory 
tract infection, constipation, nausea, fatigue, pyrexia, peripheral sensory 
neuropathy, diarrhea, cough, insomnia, vomiting, and back pain.
Table 1 summarizes the adverse reactions in patients who received DARZALEX 
FASPRO with bortezomib, melphalan and prednisone (D-VMP) in PLEIADES.

Table 1:  Adverse Reactions (≥10%) in Patients Who Received DARZALEX 
FASPRO with Bortezomib, Melphalan and Prednisone (D-VMP)  
in PLEIADES

Adverse Reaction

DARZALEX FASPRO  
with Bortezomib, Melphalan  

and Prednisone 
(N=67)

All Grades (%) Grades ≥3 (%)
Infections

Upper respiratory tract infectiona 39 0
Bronchitis 16 0
Pneumoniab 15 7#

Gastrointestinal disorders
Constipation 37 0
Nausea 36 0
Diarrhea 33 3#

Vomiting 21 0
Abdominal painc 13 0

DARZALEX FASPRO™ (daratumumab and hyaluronidase-fihj) injection



Table 1:  Adverse Reactions (≥10%) in Patients Who Received DARZALEX 
FASPRO with Bortezomib, Melphalan and Prednisone (D-VMP)  
in PLEIADES (continued)

Adverse Reaction

DARZALEX FASPRO  
with Bortezomib, Melphalan  

and Prednisone 
(N=67)

All Grades (%) Grades ≥3 (%)
General disorders and administration site conditions

Fatigued 36 3
Pyrexia 34 0
Edema peripherale 13 1#

Nervous system disorders
Peripheral sensory neuropathy 34 1#
Dizziness 10 0

Respiratory, thoracic and mediastinal disorders
Coughf 24 0

Psychiatric disorders
Insomnia 22 3#

Musculoskeletal and connective tissue disorders
Back pain 21 3#

Musculoskeletal chest pain 12 0
Metabolism and nutrition disorders

Decreased appetite 15 1#

Skin and subcutaneous tissue disorders
Rash 13 0
Pruritus 12 0

Vascular disorders
Hypertension 13 6#

Hypotension 10 3#

a  Upper respiratory tract infection includes nasopharyngitis, respiratory 
syncytial virus infection, respiratory tract infection, rhinitis, tonsillitis, upper 
respiratory tract infection, and viral pharyngitis.

b  Pneumonia includes lower respiratory tract infection, lung infection, 
pneumocystis jirovecii pneumonia, pneumonia, and pneumonia bacterial.

c  Abdominal pain includes abdominal pain, and abdominal pain upper.
d  Fatigue includes asthenia, and fatigue.
e  Edema peripheral includes edema, edema peripheral, and peripheral swelling.
f  Cough includes cough, and productive cough.
#  Only grade 3 adverse reactions occurred.

Clinically relevant adverse reactions in <10% of patients who received DARZALEX 
FASPRO with bortezomib, melphalan and prednisone (D-VMP) include:
• General disorders and administration site conditions: infusion reaction, 

injection site reaction, chills
• Infections: herpes zoster, urinary tract infection, influenza, sepsis
• Musculoskeletal and connective tissue disorders: arthralgia, muscle spasms
• Nervous system disorders: headache, paresthesia
• Metabolism and nutrition disorders: hypocalcemia, hyperglycemia
• Respiratory, thoracic and mediastinal disorders: dyspnea, pulmonary edema
• Cardiac disorders: atrial fibrillation

Table 2 summarizes the laboratory abnormalities in patients who received 
DARZALEX FASPRO with bortezomib, melphalan and prednisone (D-VMP)  
in PLEIADES.

Table 2:  Select Hematology Laboratory Abnormalities Worsening from 
Baseline in Patients Who Received DARZALEX FASPRO with 
Bortezomib, Melphalan and Prednisone (D-VMP) in PLEIADES

Laboratory Abnormality

DARZALEX FASPRO with Bortezomib, 
Melphalan and Prednisonea

All Grades (%) Grades 3-4 (%)
Decreased leukocytes 96 52
Decreased lymphocytes 93 84
Decreased platelets 93 42
Decreased neutrophils 88 49
Decreased hemoglobin 48 19

a  Denominator is based on the safety population treated with D-VMP (N=67).

Relapsed/Refractory Multiple Myeloma
In Combination with Lenalidomide and Dexamethasone
The safety of DARZALEX FASPRO with lenalidomide and dexamethasone (D-
Rd) was evaluated in a single-arm cohort of PLEIADES [see Clinical Studies 
(14.2) in Full Prescribing Information]. Patients received DARZALEX FASPRO 

1,800 mg/30,000 units administered subcutaneously once weekly from weeks 
1 to 8, once every 2 weeks from weeks 9 to 24 and once every 4 weeks starting 
with week 25 until disease progression or unacceptable toxicity (N=65) in 
combination with lenalidomide and dexamethasone. Among these patients, 
92% were exposed for 6 months or longer and 20% were exposed for greater 
than one year.
Serious adverse reactions occurred in 48% of patients who received DARZALEX 
FASPRO. Serious adverse reactions in >5% of patients included pneumonia, 
influenza and diarrhea. Fatal adverse reactions occurred in 3.1% of patients.
Permanent discontinuation of DARZALEX FASPRO due to an adverse reaction 
occurred in 11% of patients who received DARZALEX FASPRO. Adverse 
reactions resulting in permanent discontinuation of DARZALEX FASPRO in 
more than 1 patient were pneumonia and anemia.
Dosage interruptions due to an adverse reaction occurred in 63% of patients 
who received DARZALEX FASPRO. Adverse reactions requiring dosage 
interruptions in >5% of patients included neutropenia, pneumonia, upper 
respiratory tract infection, influenza, dyspnea, and blood creatinine increased.
The most common adverse reactions (≥20%) were fatigue, diarrhea, upper 
respiratory tract infection, muscle spasms, constipation, pyrexia, pneumonia, 
and dyspnea.
Table 3 summarizes the adverse reactions in patients who received DARZALEX 
FASPRO with lenalidomide and dexamethasone (D-Rd) in PLEIADES.

Table 3:  Adverse Reactions (≥10%) in Patients Who Received DARZALEX 
FASPRO with Lenalidomide and Dexamethasone (D-Rd) in PLEIADES

Adverse Reaction

DARZALEX FASPRO with 
Lenalidomide and Dexamethasone

(N=65)
All Grades (%) Grades ≥3 (%)

General disorders and administration site conditions
Fatiguea 52 5#

Pyrexia 23 2#

Edema peripheral 18 3#

Gastrointestinal disorders
Diarrhea 45 5#

Constipation 26 2#

Nausea 12 0
Vomiting 11 0

Infections
Upper respiratory tract infectionb 43 3#

Pneumoniac 23 17
Bronchitisd 14 2#

Urinary tract infection 11 0
Musculoskeletal and connective tissue disorders

Muscle spasms 31 2#

Back pain 14 0
Respiratory, thoracic and mediastinal disorders

Dyspneae 22 3
Coughf 14 0

Nervous system disorders
Peripheral sensory neuropathy 17 2#

Psychiatric disorders
Insomnia 17 5#

Metabolism and nutrition disorders
Hyperglycemia 12 9#

Hypocalcemia 11 0
a  Fatigue includes asthenia, and fatigue.
b  Upper respiratory tract infection includes nasopharyngitis, pharyngitis, 

respiratory tract infection viral, rhinitis, sinusitis, upper respiratory tract 
infection, and upper respiratory tract infection bacterial.

c  Pneumonia includes lower respiratory tract infection, lung infection, and 
pneumonia.

d  Bronchitis includes bronchitis, and bronchitis viral.
e  Dyspnea includes dyspnea, and dyspnea exertional.
f  Cough includes cough, and productive cough.
#  Only grade 3 adverse reactions occurred.

Clinically relevant adverse reactions in <10% of patients who received 
DARZALEX FASPRO with lenalidomide and dexamethasone (D-Rd) include:
• Musculoskeletal and connective tissue disorders: arthralgia, 

musculoskeletal chest pain
• Nervous system disorders: dizziness, headache, paresthesia
• Skin and subcutaneous tissue disorders: rash, pruritus

DARZALEX FASPRO™ (daratumumab and hyaluronidase-fihj) injection DARZALEX FASPRO™ (daratumumab and hyaluronidase-fihj) injection



• Gastrointestinal disorders: abdominal pain
• Infections: influenza, sepsis, herpes zoster
• Metabolism and nutrition disorders: decreased appetite
• Cardiac disorders: atrial fibrillation
• General disorders and administration site conditions: chills, infusion 

reaction, injection site reaction
• Vascular disorders: hypotension, hypertension

Table 4 summarizes the laboratory abnormalities in patients who received 
DARZALEX FASPRO with lenalidomide and dexamethasone (D-Rd) in PLEIADES.

Table 4:  Select Hematology Laboratory Abnormalities Worsening from 
Baseline in Patients Who Received DARZALEX FASPRO with 
Lenalidomide and Dexamethasone (D-Rd) in PLEIADES

Laboratory Abnormality

DARZALEX FASPRO with Lenalidomide 
and Dexamethasonea

All Grades (%) Grades 3-4 (%)
Decreased leukocytes 94 34
Decreased lymphocytes 82 58
Decreased platelets 86 9
Decreased neutrophils 89 52
Decreased hemoglobin 45 8

a  Denominator is based on the safety population treated with D-Rd (N=65).

Monotherapy
The safety of DARZALEX FASPRO as monotherapy was evaluated in COLUMBA 
[see Clinical Trials (14.2) in Full Prescribing Information]. Patients received 
DARZALEX FASPRO 1,800 mg/30,000 units administered subcutaneously or 
daratumumab 16 mg/kg administered intravenously; each administered once 
weekly from weeks 1 to 8, once every 2 weeks from weeks 9 to 24 and once 
every 4 weeks starting with week 25 until disease progression or unacceptable 
toxicity. Among patients receiving DARZALEX FASPRO, 37% were exposed for 
6 months or longer and 1% were exposed for greater than one year.
Serious adverse reactions occurred in 26% of patients who received 
DARZALEX FASPRO. Fatal adverse reactions occurred in 5% of patients. Fatal 
adverse reactions occurring in more than 1 patient were general physical 
health deterioration, septic shock, and respiratory failure.
Permanent discontinuation due to an adverse reaction occurred in 10% of 
patients who received DARZALEX FASPRO. Adverse reactions resulting in 
permanent discontinuation of DARZALEX FASPRO in more than 2 patients 
were thrombocytopenia and hypercalcemia.
Dosage interruptions due to an adverse reaction occurred in 26% of patients 
who received DARZALEX FASPRO. Adverse reactions requiring dosage 
interruption in >5% of patients included thrombocytopenia.
The most common adverse reaction (≥20%) was upper respiratory tract infection.
Table 5 summarizes the adverse reactions in COLUMBA.

Table 5:  Adverse Reactions (≥10%) in Patients Who Received DARZALEX 
FASPRO or Intravenous Daratumumab in COLUMBA

Adverse Reaction

DARZALEX FASPRO  
(N=260)

Intravenous Daratumumab  
(N=258)

All Grades 
(%) 

Grade ≥3 
(%) 

All Grades 
(%) 

Grade ≥3 
(%) 

Infections
Upper respiratory 
tract infectiona

24 1# 22 1#

Pneumoniab 8 5 10 6@

Gastrointestinal disorders
Diarrhea 15 1# 11 0.4#

Nausea 8 0.4# 11 0.4#

General disorders and administration site conditions
Fatiguec 15 1# 16 2#

Infusion reactionsd 13 2# 34 5#

Pyrexia 13 0 13 1#

Chills 6 0.4# 12 1#

Musculoskeletal and connective tissue disorders
Back pain 10 2# 12 3#

Respiratory, thoracic and mediastinal disorders
Coughe 9 1# 14 0
Dyspneaf 6 1# 11 1#

a  Upper respiratory tract infection includes acute sinusitis, nasopharyngitis, 
pharyngitis, respiratory syncytial virus infection, respiratory tract infection, 
rhinitis, rhinovirus infection, sinusitis, and upper respiratory tract infection.

b  Pneumonia includes lower respiratory tract infection, lung infection, 
pneumocystis jirovecii pneumonia, and pneumonia.

c  Fatigue includes asthenia, and fatigue.
d  Infusion reactions includes terms determined by investigators to be related 

to infusion.
e  Cough includes cough, and productive cough.
f  Dyspnea includes dyspnea, and dyspnea exertional.
#  Only grade 3 adverse reactions occurred.
@  Grade 5 adverse reactions occurred.

Clinically relevant adverse reactions in <10% of patients who received 
DARZALEX FASPRO include:
• General disorders and administration site conditions: injection site 

reaction, peripheral edema
• Musculoskeletal and connective tissue disorders: arthralgia, 

musculoskeletal chest pain, muscle spasms
• Gastrointestinal disorders: constipation, vomiting, abdominal pain,
• Metabolism and nutrition disorders: decreased appetite, hyperglycemia, 

hypocalcemia, dehydration
• Psychiatric disorders: insomnia
• Vascular disorders: hypertension, hypotension
• Nervous system disorders: dizziness, peripheral sensory neuropathy, 

paresthesia
• Infections: bronchitis, influenza, urinary tract infection, herpes zoster, 

sepsis, hepatitis B reactivation
• Skin and subcutaneous tissue disorders: pruritus, rash
• Cardiac disorders: atrial fibrillation
• Respiratory, thoracic and mediastinal disorders: pulmonary edema

Table 6 summarizes the laboratory abnormalities in COLUMBA.

Table 6:  Select Hematology Laboratory Abnormalities Worsening 
from Baseline in Patients Receiving DARZALEX FASPRO or 
Intravenous Daratumumab in COLUMBA

Laboratory Abnormality

DARZALEX  
FASPROa

Intravenous 
Daratumumaba

All 
Grades 

(%) 

Grades 
3-4  
(%) 

All 
Grades 

(%) 

Grades 
3-4  
(%)

Decreased leukocytes 65 19 57 14
Decreased lymphocytes 59 36 56 36
Decreased neutrophils 55 19 43 11
Decreased platelets 43 16 45 14
Decreased hemoglobin 42 14 39 16

a  Denominator is based on the safety population treated with DARZALEX 
FASPRO (N=260) and Intravenous Daratumumab (N=258). 

Immunogenicity
As with all therapeutic proteins, there is the potential for immunogenicity. 
The detection of antibody formation is highly dependent on the sensitivity 
and specificity of the assay. Additionally, the observed incidence of antibody 
(including neutralizing antibody) positivity in an assay may be influenced 
by several factors including assay methodology, sample handling, timing 
of sample collection, concomitant medications, and underlying disease. 
For these reasons, comparison of the incidence of antibodies in the studies 
described below with the incidence of antibodies in other studies or to other 
daratumumab products or other hyaluronidase products may be misleading.
Treatment-emergent anti-daratumumab antibodies were tested in 451 patients 
treated with DARZALEX FASPRO as monotherapy or as part of a combination 
therapy. One patient (0.2%) who received DARZALEX FASPRO as monotherapy 
tested positive for anti-daratumumab antibodies and transient neutralizing 
antibodies. However, the incidence of antibody development might not 
have been reliably determined because the assays that were used have 
limitations in detecting anti-daratumumab antibodies in the presence of high 
concentrations of daratumumab.
Treatment-emergent anti-rHuPH20 antibodies developed in 8% (19/255) of 
patients who received DARZALEX FASPRO as monotherapy and in 8% (16/192) 
of patients who received DARZALEX FASPRO as part of a combination therapy. 
The anti-rHuPH20 antibodies did not appear to affect daratumumab exposures. 
None of the patients who tested positive for anti-rHuPH20 antibodies tested 
positive for neutralizing antibodies.
Postmarketing Experience
The following adverse reactions have been identified with use of intravenous 
daratumumab. Because these reactions are reported voluntarily from a 
population of uncertain size, it is not always possible to reliably estimate their 
frequency or establish a causal relationship to drug exposure.
Immune System: Anaphylactic reaction
Gastrointestinal: Pancreatitis
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DRUG INTERACTIONS
Effects of Daratumumab on Laboratory Tests
Interference with Indirect Antiglobulin Tests (Indirect Coombs Test)
Daratumumab binds to CD38 on RBCs and interferes with compatibility testing, 
including antibody screening and cross matching. Daratumumab interference 
mitigation methods include treating reagent RBCs with dithiothreitol (DTT) to 
disrupt daratumumab binding [see References] or genotyping. Since the Kell 
blood group system is also sensitive to DTT treatment, supply K-negative units 
after ruling out or identifying alloantibodies using DTT-treated RBCs.
If an emergency transfusion is required, administer non-cross-matched ABO/
RhD-compatible RBCs per local blood bank practices.
Interference with Serum Protein Electrophoresis and Immunofixation Tests
Daratumumab may be detected on serum protein electrophoresis (SPE) 
and immunofixation (IFE) assays used for monitoring disease monoclonal 
immunoglobulins (M protein). False positive SPE and IFE assay results 
may occur for patients with IgG kappa myeloma protein impacting initial 
assessment of complete responses by International Myeloma Working 
Group (IMWG) criteria. In DARZALEX FASPRO-treated patients with 
persistent very good partial response, where daratumumab interference is 
suspected, consider using a FDA-approved daratumumab-specific IFE assay 
to distinguish daratumumab from any remaining endogenous M protein in the 
patient’s serum, to facilitate determination of a complete response.
USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
DARZALEX FASPRO can cause fetal harm when administered to a pregnant 
woman. The assessment of associated risks with daratumumab products 
is based on the mechanism of action and data from target antigen CD38 
knockout animal models (see Data). There are no available data on the use 
of DARZALEX FASPRO in pregnant women to evaluate drug-associated risk 
of major birth defects, miscarriage or adverse maternal or fetal outcomes. 
Animal reproduction studies have not been conducted.
The estimated background risk of major birth defects and miscarriage for the 
indicated population is unknown. All pregnancies have a background risk of 
birth defect, loss, or other adverse outcomes. In the U.S. general population, 
the estimated background risk of major birth defects and miscarriage in 
clinically recognized pregnancies is 2% to 4% and 15% to 20%, respectively.
The combination of DARZALEX FASPRO and lenalidomide is contraindicated 
in pregnant women, because lenalidomide may cause birth defects and death 
of the unborn child. Lenalidomide is only available through a REMS program. 
Refer to the lenalidomide prescribing information on use during pregnancy.
Clinical Considerations
Fetal/Neonatal Adverse Reactions
Immunoglobulin G1 (IgG1) monoclonal antibodies are transferred across 
the placenta. Based on its mechanism of action, DARZALEX FASPRO may 
cause depletion of fetal CD38 positive immune cells and decreased bone 
density. Defer administering live vaccines to neonates and infants exposed 
to daratumumab in utero until a hematology evaluation is completed.
Data
Animal Data
DARZALEX FASPRO for subcutaneous injection contains daratumumab and 
hyaluronidase. Mice that were genetically modified to eliminate all CD38 
expression (CD38 knockout mice) had reduced bone density at birth that 
recovered by 5 months of age. Data from studies using CD38 knockout animal 
models also suggest the involvement of CD38 in the regulation of humoral 
immune responses (mice), feto-maternal immune tolerance (mice), and early 
embryonic development (frogs).
No systemic exposure of hyaluronidase was detected in monkeys given 22,000 
U/kg subcutaneously (12 times higher than the human dose) and there were 
no effects on embryo-fetal development in pregnant mice given 330,000 U/kg 
hyaluronidase subcutaneously daily during organogenesis, which is 45 times 
higher than the human dose.
There were no effects on pre- and post-natal development through sexual 
maturity in offspring of mice treated daily from implantation through lactation 
with 990,000 U/kg hyaluronidase subcutaneously, which is 134 times higher 
than the human doses.
Lactation
Risk Summary
There is no data on the presence of daratumumab and hyaluronidase in human 
milk, the effects on the breastfed child, or the effects on milk production. 
Maternal immunoglobulin G is known to be present in human milk. Published 
data suggest that antibodies in breast milk do not enter the neonatal and 
infant circulations in substantial amounts. Because of the potential for 
serious adverse reactions in the breastfed child when DARZALEX FASPRO 
is administered with lenalidomide and dexamethasone, advise women not to 
breastfeed during treatment with DARZALEX FASPRO. Refer to lenalidomide 
prescribing information for additional information.
Data
Animal Data
No systemic exposure of hyaluronidase was detected in monkeys given  
22,000 U/kg subcutaneously (12 times higher than the human dose) and 

there were no effects on post-natal development through sexual maturity in 
offspring of mice treated daily during lactation with 990,000 U/kg hyaluronidase 
subcutaneously, which is 134 times higher than the human doses.
Females and Males of Reproductive Potential
DARZALEX FASPRO can cause fetal harm when administered to a pregnant 
woman [see Use in Specific Populations].
Pregnancy Testing
With the combination of DARZALEX FASPRO with lenalidomide, refer to the 
lenalidomide labeling for pregnancy testing requirements prior to initiating 
treatment in females of reproductive potential.
Contraception
Advise females of reproductive potential to use effective contraception during 
treatment with DARZALEX FASPRO and for 3 months after the last dose. 
Additionally, refer to the lenalidomide labeling for additional recommendations 
for contraception.
Pediatric Use
Safety and effectiveness of DARZALEX FASPRO in pediatric patients have 
not been established.
Geriatric Use
Of the 291 patients who received DARZALEX FASPRO as monotherapy for 
relapsed and refractory multiple myeloma, 37% were 65 to <75 years of age, 
and 19% were 75 years of age or older. No overall differences in effectiveness 
were observed based on age. Adverse reactions occurring at a higher 
frequency (≥5% difference) in patients ≥65 years of age included upper 
respiratory tract infection, urinary tract infection, dizziness, cough, dyspnea, 
diarrhea, nausea, fatigue, and peripheral edema. Serious adverse reactions 
occurring at a higher frequency (≥2% difference) in patients ≥65 years of age 
included pneumonia.
Clinical studies of DARZALEX FASPRO as part of a combination therapy did not 
include sufficient numbers of patients aged 65 and older to determine whether 
they respond differently from younger patients.
REFERENCES
1. Chapuy, CI, RT Nicholson, MD Aguad, et al., 2015, Resolving the daratumumab 

interference with blood compatibility testing, Transfusion, 55:1545-1554 
(accessible at http://onlinelibrary.wiley.com/doi/10.1111/trf.13069/epdf).

PATIENT COUNSELING INFORMATION
Advise the patient to read the FDA-approved patient labeling (Patient 
Information).
Hypersensitivity and Other Administration Reactions
Advise patients to seek immediate medical attention for any of the following 
signs and symptoms of systemic administration-related reactions: itchy, runny 
or blocked nose; chills, nausea, throat irritation, cough, headache, shortness 
of breath or difficulty breathing [see Warnings and Precautions].
Neutropenia
Advise patients to contact their healthcare provider if they have a fever [see 
Warnings and Precautions].
Thrombocytopenia
Advise patients to contact their healthcare provider if they have bruising or 
bleeding [see Warnings and Precautions].
Embryo-Fetal Toxicity
Advise pregnant women of the potential hazard to a fetus. Advise females of 
reproductive potential to inform their healthcare provider of a known or suspected 
pregnancy [see Warnings and Precautions, Use in Specific Populations].
Advise females of reproductive potential to avoid becoming pregnant during 
treatment with DARZALEX FASPRO and for at least 3 months after the last 
dose [see Use in Specific Populations].
Advise patients that lenalidomide has the potential to cause fetal harm and 
has specific requirements regarding contraception, pregnancy testing, blood 
and sperm donation, and transmission in sperm. Lenalidomide is only available 
through a REMS program [see Use in Specific Populations].
Interference with Laboratory Tests
Advise patients to inform their healthcare provider, including personnel at 
blood transfusion centers, that they are taking DARZALEX FASPRO, in the 
event of a planned transfusion [see Warnings and Precautions].
Advise patients that DARZALEX FASPRO can affect the results of some tests 
used to determine complete response in some patients and additional tests 
may be needed to evaluate response [see Warnings and Precautions].
Hepatitis B Virus (HBV) Reactivation
Advise patients to inform healthcare providers if they have ever had or might 
have a hepatitis B infection and that DARZALEX FASPRO could cause hepatitis 
B virus to become active again [see Adverse Reactions].

Product of Switzerland

Manufactured by: 
Janssen Biotech, Inc. 
Horsham, PA 19044 
U.S. License Number 1864

© 2020 Janssen Pharmaceutical Companies cp-144555v1
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Information

MULTIPLE MYELOMA (MM) is a relatively uncommon 
cancer in the United States; the likelihood of being diagnosed 
is about 1 in 132.1 This type of cancer occurs when plasma 
cells uncontrollably accumulate in the bone marrow, overtak-
ing healthy plasma cells, red cells, white cells and platelets. 
A prominent characteristic of MM is the production of the M 
protein, which compromises kidney health, bone stability and 
immunity, and increases chances of tumor development.2,3

MM is more frequently diagnosed in men than in  
women. About 32,270 new cases are projected to be diag-
nosed in 2020 in the United States    — 17,530 in men and 
14,740 in women.1 The approximate age at diagnosis ranges 
from 65 to 74.4,5 Additional risk factors that may affect a 
person’s chances of getting MM, include the following5:

How Is Multiple Myeloma Diagnosed?
Patients may be asymptomatic in early stages of the disease, 
with symptoms not appearing until more advanced stages. 

Some early symptoms of MM may include6:

Information About Multiple Myeloma
• Bone pain, commonly in the back or ribs
• Spinal bone fractures that are inexplicable
• Fatigue
• Recurring infections or fevers
• Shortness of breath
• Unexplained weight loss
• Nausea
• Constipation
• Enhanced amount of thirst and urination

Patients with MM may also have other conditions. MM 
patients sometimes develop low blood counts, as cancerous 
cells take over blood-forming cells in the bone marrow. Anemia 
can result in patients feeling weak or tired, and they may have 
trouble breathing; leukopenia can escalate chances of infection; 
and thrombocytopenia can increase bruising and bleeding. 
Hypercalcemia is another condition associated with MM, 
causing high calcium levels within the blood. A patient with 
hypercalcemia may experience increased thirst and urination, 
nausea, confusion, dizziness or a coma (in extreme cases). 
Kidney problems may develop from the excessive amount of 
abnormal antibody proteins and calcium. As MM may cause 
bone weakness, spinal cord compression can occur.6,7

If patients present with any symptoms of MM that may 
suggest a diagnosis, a series of lab tests, biopsies and imaging 
tests are completed. From the presentation of symptoms, tests 
and physical examination from a doctor, a diagnosis of MM 
requires the presence of a plasma cell tumor, established by a 
biopsy, or 10% or more of plasma cells in the bone marrow. Pa-
tients must also have at least one of the following: high blood 
calcium level, poor kidney function, anemia, holes in bones 
from the tumor located on imaging tests, an increase in a type 
of light chain in the blood, or 60% or more plasma cells in the 
bone marrow.8

Staging 
MM is typically staged using the Revised International 
Staging System (RISS). The RISS features levels of albumin, 
beta-2-microglobulin and lactate dehydrogenase in the blood, 
as well as particular cytogenetics demonstrated. The stages 
associated with different characteristics of MM are outlined 
in Table 19. Kidney function, age and overall health status af-
fect chances of survival aside from the stage of the cancer.9

What Are the Treatment Options for 
Multiple Myeloma?
The treatment landscape for MM is continuing to evolve. 
Treatment selection is discussed by the patient’s health care 

q�RACE – While there is no definitive reason, 
MM is more than twice as common in 
African Americans than white Americans.

q  FAMILY HISTORY – MM is more likely 
to occur in patients who have a sibling 
or parent with myeloma; however, most 
patients with MM do not have affected 
family members. 

q�OBESITY – Staying at a healthy weight 
lowers a person’s risk of being diagnosed 
with MM.

q  OTHER PLASMA CELL DISEASES – People 
diagnosed with monoclonal gammopathy 
of undetermined significance or solitary 
plasmacytoma are at an increased risk. 

4 ADDITIONAL 
RISK FACTORS5
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team, weighing risks and benefits on an individualized basis. 
Localized treatment, such as radiation or surgery, and sys-
temic options, such as drug therapy or stem cell transplant, 
are the current possibilities in treating MM. Table 2 shows 
the available drug therapies.10,11 

Current Standard of Care for Myeloma
While there are many ways to treat MM, there are estab-
lished, preferred-combination regimens. Based on a patient’s 
disease profile, a treatment course can be determined and 
guided through available treatment options12:

Transplant candidates
• Bortezomib, lenalidomide and dexamethasone 

(category 1)
• Bortezomib, cyclophosphamide and dexamethasone 

(category 2A)
Maintenance therapy

• Lenalidomide
Nontransplant candidates

• Bortezomib, lenalidomide and dexamethasone 
(category 1)

• Daratumumab, lenalidomide and dexamethasone 
(category 1)

• Lenalidomide and low-dose dexamethasone 
(category 1)

• Bortezomib, cyclophosphamide and dexamethasone 
(category 2A) 

Preferred regimens for previously treated MM 
• Daratumumab, lenalidomide and dexamethasone 

(category 1)

• Twice-weekly carfilzomib plus dexamethasone 
(category 1)

• Elotuzumab, lenalidomide and dexamethasone 
(category 1)

• Carfilzomib, lenalidomide and dexamethasone 
(category 1)

• Daratumumab, bortezomib and dexamethasone 
(category 1)

• Ixazomib, lenalidomide and dexamethasone 
(category 1)

• Weekly carfilzomib plus dexamethasone (category 2A)
• Bortezomib, lenalidomide and dexamethasone 

(category 2A)

The treatment paradigm for MM is continuing to evolve. 
New and investigative therapies are aiming to lessen patient 
burden and improve quality of life, in addition to optimally 
treating MM. The next section of this resource guide will 
focus on clinical updates and emerging treatments within 
this spectrum. 

TA B L E  1 .  R ev i s e d  I n t e r n a t i o n a l  S t a g i n g  S y s t e m 

o f  M u l t i p l e  M ye l o m a 9

Stage I

• Serum beta-2-microglobulin less than 
3.5 mg/L

• Albumin level is 3.5 g/dL or more
• Cytogenetics are not high risk
• Levels of LDH are normal

Stage II
• Does not meet criteria for stage I  

or III disease

Stage III

• Serum beta-2-microglobulin is  
5.5 mg/L or more

• Cytogenetics are high risk and/or may 
have high LDH levels

LDH, lactate dehydrogenase.
Adapted from: Multiple myeloma stages. American Cancer Society. Updated February 28, 2018. Accessed March 
25, 2020. https://www.cancer.org/cancer/multiple-myeloma/detection-diagnosis-staging/staging.html

TA B L E  2 . Drug Therapies Used to Treat Multiple Myeloma10,11

Treatment type Drug therapy

Chemotherapy

• Melphalan
• Vincristine
• Cyclophosphamide
• Etoposide
• Doxorubicin
• Liposomal doxorubicin
• Bendamustine

Monoclonal antibodies
• Daratumumab
• Isatuximab
• Elotuzumab

Immunomodulating agents

• Thalidomide
• Lenalidomide
• Pomalidomide

Histone deacetylase  
inhibitor

• Panobinostat

Corticosteroids
• Prednisone
• Dexamethasone

Proteasome inhibitors
• Bortezomib
• Carfilzomib
• Ixazomib

Nuclear export inhibitor • Selinexor

Adapted from: Drug therapy for multiple myeloma. American Cancer Society. Accessed March 
25, 2020. https://www.cancer.org/cancer/multiple-myeloma/treating/chemotherapy.html
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Caring for Patients With Intravenous 
Versus Subcutaneous Therapies 
A Q&A With Daniel Verina, D.N.P., ACNP-BCNP; 
Mount Sinai Medical Center, New York

CURE®: What are some important factors and 
considerations in treating patients with multiple 
myeloma (MM), e.g., patient comfort, efficiency of care? 
DANIEL VERINA: There are multiple factors and consider-
ations when deciding on the most appropriate treatment  
for patients with MM, such as disease burden, cytogenet-
ics, age, comorbidities, and the goals of the patient/care 
given and health care providers (physician and/or advanced 
practice provider). Patient treatment is no longer “doctor 
knows best” but a shared decision between both parties. 
The treatment journey of a myeloma patient is filled with 
peaks (relapse) and valleys (remission). Each peak is a time 
to decide on new treatment options but also reassess the 
goals of the patients and caregivers. It’s being transparent 
with patients about the effectiveness and side effects of 
each treatment regimen.

MM is a disease of the older adult; the median age is 
69 years, but it can affect younger adults, whose goals may 
be different, such as fertilization preservation. As health 
care providers, we need to understand the lifestyle of our 
patients. Are they still working? Do they enjoy traveling? How 
far do they live from the cancer center? Do they want to be 
coming into a cancer center all the time? Do they want to 
have the freedom of coming in for a little treatment but still 
be able to continue their activities? So I think it’s multifac-
torial, and it’s definitely joint decision-making across the 
board.

CURE®: What would be a positive outcome of a transition 
to subcutaneous (SC) injections from IV injections for 
patients with MM?
DANIEL VERINA: One of the only SC treatments available for H
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MM was bortezomib. Bortezomib was initially given as an IV 
injection but was found to have the same efficacy with less 
toxicity if given subcutaneously. On May 1, 2020, Darzalex 
Faspro (daratumumab and hyaluronidase-fihj) obtained ap-
proval from the Food and Drug Administration (FDA) for SC 
administration for adults with newly diagnosed or relapsed 
or refractory MM. The greatest advantage is time. Originally, 
daratumumab infusion could be from seven hours to as short 
as four hours. In the SC formulation, it can be administered 
over three to five minutes. Patients will spend less time in 
the cancer center and more time with friends and family. 

CURE®: To transition patients from IV to SC injection 
(for the drug equivalent), how would you approach new 
patients naive to treatment? How about patients who 
are already on IV treatment? 
DANIEL VERINA: MM therapies have evolved over time to in-
clude multiple modalities and routes of chemotherapy, which 
include oral, IV and SC formulations. Which route or modality 
may depend on the patient’s presentation, comorbidities 
and organ function (for example  kidney). When approaching 
patients new to chemotherapy, education is the key to suc-
cess. It’s important to explain the difference between IV and 
SC (for example, bortezomib) and the side effects that each 
presents, even though they are the same drug.

So what are the strategies and benefits in transitioning 
patients from IV to SC treatment? The benefit is time. Origi-
nally, daratumumab IV was given over seven to eight hours 
on the first dose, and then with each subsequent dose, the 
infusion time decreased to approximately three and a half to 
four hours. Recently approved, daratumumab SC (Darzalex 
Faspro) offers patients another choice. Daratumumab SC 
can be given over three to five minutes. It’s important to edu-
cate the patient that they may experience some administra-
tion reaction converting from IV to SC, such as mild swelling 
or redness at the injection site (similar to bortezomib), but it 
will slowly resolve.  

CURE®: How will monitoring patients post-injection 
using the subcutaneous injection route be different 
from that of your IV patients? SC
DANIEL VERINA: [Monitoring] patients post-injection using 
the SC injection route raises a few questions on how 
we, health care providers, will monitor our patients after 
administration. We have experience with daratumumab IV 
and have seen reactions occur around 90 minutes during 
infusion, but that could be up to 72 hours after the infusion. 
These reactions are immediate and occur while the patient 

is in the cancer center chair. With the SC route, side effects 
may occur a few days later, much milder than with IV 
treatment, as I stated before. What most clinicians may see 
upfront is mild erythema at the injection site or swelling, but 
in my experience, it resolves very quickly. 

The FDA and the prescribing insert information did not 
recommend a set time for post-monitoring.  In my opinion, 
if your patient is naive to (SC) daratumumab, you could 
consider monitoring the patient in the clinic chair for four 
to six hours. If there are no side effects, for the next injec-
tion, you could consider hours and eventually no monitor-
ing post-administration. Institutions could also develop a 
follow-up call 24 hours after administration to reinforce the 
side effect profile.   

CURE®: What was your training with drug administration, 
specifically SC injections? What is different from how 
you were trained to administer an IV injection? 
DANIEL VERINA: Safe drug administration is part of all nurs-
ing students, education, such as knowing the five rights: 
right patient, right drug, right time, right dose and right 
route. The route includes SC and IV. SC injections were 
taught by pinching up the SC tissue to prevent injecting into 
the muscle. Hold the syringe like a dart and insert the needle 
at 45- to 90-degree angle. The skill was demonstrated in 
class, and each student practiced on manikins and during 
patient care.  

IV administration therapies present with a different skill 
level. It is important to confirm the correct placement of 
the IV catheter because the IV medication (IV push or infu-
sion) may irritate or damage the lining of the blood vessel 
and surrounding tissue. One of the greatest challenges is 
learning how to place IV catheters. Besides knowing how to 
administer SC or IV medications, it’s imperative for nurses to 
understand the mechanism of action, peak time pharmacoki-
netics, and side effects of each medication.

CURE®: What is your experience in transitioning from 
products that have gone from IV to SC injection? 
What is unique about SC injection administration? 
Is the SC administration easy to use? Based on your 
understanding of the COLUMBA trial, what clinical 
benefits will daratumumab SC injections have over IV?
DANIEL VERINA: In my experience, bortezomib, which was 
initially IV and then changed to SC, was an easy transition. 
Now, the new kid on the block is recently FDA-approved 
Darzalex Faspro. When considering transitioning from one 
drug administrative route to another, we have to consider the 
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adverse events. Will they occur early (minutes to hours) or 
late (days)?

What makes Darzalex Faspro unique is the formulation. 
Darzalex Faspro contains daratumumab and hyaluronidase to 
allow 15 milliliters to be dispersed in three to five minutes. It 
truly can improve the quality of life in patients, with less time 
sitting in the treatment chair. 

The COLUMBA trial was a noninferiority trial, comparing 
daratumumab SC monotherapy versus daratumumab IV. The 
results showed overall response rates (ORRs) were compa-
rable whether administered subcutaneously or intravenously 
(ORR, 41% for the SC arm and 37% for the IV arm). In my 
opinion, there are two benefits: decrease in administrative-
related reactions (ARR’s; 13% of patients in the daratu-
mumab SC treatment arm reported ARRs versus 34% in 
the daratumumab IV treatment arm with the first dose) and 
administration time. Daratumumab SC is given over three to 
five minutes compared with seven hours (first infusion).    

CURE®: For SC injection, how would you approach pre-
medication differently than for IV injection? 
DANIEL VERINA: I think one of the considerations when 
approaching pre-medication for SC injections versus IV 
injections is whether the patient was previously exposed to 
the medication. Patients who are naive to new chemotherapy 
may benefit from IV pre-medication for the first one to two 
doses to help minimize adverse or administration reaction. If 
the patient has no adverse reaction, the pre-medication may 
be converted to oral or pill form. We also need to consider 
the backbone therapy and how the medication was given 
during the clinical trial. For example, in the clinical trial for 
daratumumab IV versus SC as a single agent, pre-medication 
was the same, which included acetaminophen, corticosteroid 
and Benadryl. 

CURE®: What challenge(s), from a nurse’s perspective, 
would SC injection pose for you?
DANIEL VERINA: One of the challenges from my perspective 
is two-fold. I can remember during my nursing education, 

the maximum volume for SC injection was 1.5 to 2 milliliters. 
If the volume was greater, than that would be associated 
with injection pain. Darzalex Faspro is administered in 15 
milliliters, so it is re-educating nurses, but also patients, that 
it is safe, and is very important.

In speaking to the registered nurses, they felt very  
comfortable giving the injection. There are no complaints  
of hand cramping or fatigue. 

CURE®: How do you think this new treatment  
method will affect the treatment spectrum for  
MM moving forward? 
DANIEL VERINA: The new method will revolutionize the 
treatment spectrum in myeloma by increasing accessibility 
to patients at academic centers and community centers 
that may not have offered treatment to patients because 
of the long IV infusion time for the first infusion or lack of 
chair time. Patients appreciate the convenience of treat-
ment with the same benefit.  

CURE®: What additional education has been 
offered to you to learn about daratumumab SC 
injection? What type of training or education would 
help you and fellow nurses to best grasp the SC 
administration method for MM?
DANIEL VERINA: Registered nurses have been administer-
ing SC medication for many years, but I think it’s always 
important to reinforce education with each new drug or a 
new formulation, such as Darzalex Faspro. Darzalex Faspro 
is a combination of daratumumab and hyaluronidase given 
in 15 milliliters over three to five minutes. Education has 
been provided by Janssen webinars on the new formulation 
and by the research team (advanced practice providers and 
registered nurses).

Continuing education should be ongoing, even if it involves a 
refresher course on medication administered for many years.  
Supportive education could include short videos describing 
the new formulation and administration, but pocket pamphlets 
are also a great idea.  

Originally, a daratumumab [IV] infusion could 
be from seven hours to as short as four hours. 
In the SC formulation, it can be administered 
over three to five minutes. Patients will spend 
less time in the cancer center and more time 
with friends and family.”
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THIS ARTICLE HIGHLIGHTS clinical updates and emerg-
ing treatments for multiple myeloma (MM) and practical 
considerations for nurses managing patients with the condi-
tion. It explains goals of treatment for patients with MM and 
suggests how nurses can facilitate those goals. The article 
describes protocols for IV and subcutaneous (SC) admin-
istration of medication, including a comparison of the two 
methods. Differences between the two forms of administra-
tion are explained, providing nurses with knowledge that will 
allow them to be better prepared to serve their patients. The 
article also provides information on Darzalex (daratumumab) 
and the interchangeability between the IV and SC formula-
tions of the medication.1 Daratumumab SC is therapeutically 
equivalent to the IV formulation, but the SC formulation has 
a shorter administration time and has been shown to have a 
reduced incidence of infusion site reactions.1

Symptom Management and Patient Care
To provide optimal care to patients with MM, nurses can help 
manage symptoms and follow other patient care protocols.2 

Because nurses spend time with patients at bedside and 
at other times during care, they are well suited to aid and 
provide treatment for patients on a holistic basis, both in de-
livering medication and tending to patients’ personal needs, 
whether physical or psychological.2

In regard to delivering medication for MM, evidence has 
shown SC administration to be preferable to IV administra-
tion for many patients; therefore, nurses should be proficient 
in SC injection techniques.1,3 For SC injection, nurses can use 
the lifted skinfold technique (Figure4). Nurses must take care 
to pull up the skin and fat only, not muscle.4 

In caring for patients with MM, nurses must consider 
patients’ both physical and psychosocial needs.2 Talking 
with patients to discover their concerns and detect possible 
problems is crucial.2 Organ and bone health are among the 
most important physical factors to consider for patients 
with MM, along with cardiovascular and functional con-
cerns that nurses monitor, prevent and address in shared 
responsibility with physicians and advanced providers.2,5 
During all phases of the MM disease course, symptoms 
involving renal function, gastrointestinal function and 
peripheral nerve damage should be assessed and treated 
as quickly as possible.5 Nurses must be prepared for 
oncologic emergencies and understand appropriate nurs-
ing interventions.2 To help prevent poor outcomes, nurses 
can stress the importance of diet and exercise, along with 

other factors that may apply to certain patients, such as 
smoking cessation and adherence to any individual medica-
tion regimens for other conditions; screenings should be 
conducted for hypertension, diabetes, weight control and 
health concerns related to smoking.5 

Managing patient pain is a vital consideration.6 Approxi-
mately 85% of patients with MM develop bone disease, 
causing pain and decreasing quality of life.6 To manage 
such pain and additional concerns that patients with MM 
may encounter, nurses should conduct assessments of pain 
and other factors each time they interact with patients, 
help prevent symptoms from developing, manage side 
effects of medications, and deliver care plans that include 
safety and appropriate mobility, with a goal of maintaining 
and improving quality of life.6

An important component of care for patients with MM is 
maintenance therapy, which involves monitoring patients 
during medication administration and throughout the 
follow-up period, including managing treatment-related 
symptoms.2 Side effects that may occur from treatment 
include myelosuppression, fatigue, diarrhea, infection and 
peripheral neuropathy, along with psychological effects that 
can worsen a patient’s quality of life.2 The recommended 
protocol for monitoring patients for disease burden and po-
tential renal insufficiency includes ensuring that complete 
blood counts, blood chemistries and monoclonal protein 

Considerations for Nurses Regarding New Innovations 
in Multiple Myeloma Infusion Protocols

F I G U R E . Lifted Skinfold Technique4

Reprinted with permission from: Shepherd E. Injection technique 2: 
administering drugs via the subcutaneous route. Nurs Times. 2018;114(9):55-
57. https://www.nursingtimes.net/clinical-archive/assessment-skills/
injection-technique-2-administering-drugs-via-the-subcutaneous-route-28-08-2018/

a. Lift the skin between thumb 
and two fingers with one hand,  
pulling the skin and fat away from 
the underlying muscle.

b. Incorrect technique
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levels are measured; patients who are stable should receive 
these protocols monthly or according to routine institutional 
schedules.5

Clinical Study of Daratumumab IV Versus 
SC Injection
COLUMBA (MMY3012) is a randomized, open-label, parallel 
assignment phase three study (NCT03277105) investigating 
the impact of SC and IV administration of daratumumab on 
response rates in patients with relapsed or refractory MM.1,7 
Eligible patients were 18 years or older and received three or 
more previous therapies, including a protease inhibitor and 
an immunomodulatory drug.1

Patients (N = 522) were randomized to either SC daratu-
mumab 1,800 milligrams with recombinant human hyaluroni-
dase PH20 (rHuPH20) 2000 units per milliliter (n = 263) or 
IV daratumumab 16 milligrams per kilogram (n = 259).1 Both 
were administered once weekly for 28-day cycles in cycles 
one and two, every two weeks in cycles three through six, 
and every four weeks in cycle seven.1 Treatment was contin-
ued until disease progression or unacceptable toxicity.1

Coprimary end points were overall response rate and 
maximum trough concentration of daratumumab with dara-
tumumab serum pre-dose concentration on day one of cycle 
three after eight weekly doses.1 The overall response rate for 
SC daratumumab was 41%; for IV daratumumab, 37%.1 Mean 
maximum trough concentration for SC daratumumab was 
593 micrograms per milliliter (n = 149) and, for IV daratu-
mumab, 522 micrograms per milliliter (n = 146) in patients 
who were able to be evaluated for pharmacokinetics.1

The most common grade 3 and 4 treatment-emergent side 
effects were anemia, neutropenia and thrombocytopenia in 
both groups.1 The only serious side effect that occurred in 
more than 2% of patients was pneumonia.1 One patient in the 
SC group and four in the IV group died from treatment-related 
side effects.1 The incidence of infusion-related reactions 
was significantly lower for the SC group (13%, or 33 of 260 
patients) than for the IV group (34%, or 89 of 258 patients).1

SC administration was noninferior to IV daratumumab 
from an efficacy and pharmacokinetic standpoint, and there 
was an improved safety profile in the SC patient group in 
regard to infusion reactions.1 Study findings showed that SC 
administration of daratumumab, coformulated with rHuPH20, 
is noninferior to IV administration.1 Both coprimary end 
points were met.1,8

Daratumumab
Approved in 20159 for the treatment of adults with MM, 
daratumumab now has several indications, including in 
combination with lenalidomide and dexamethasone in 

newly diagnosed patients who are ineligible for autologous 
stem cell transplant (ASCT) and in patients with relapsed 
or refractory MM who have received at least one prior 
therapy; in combination with bortezomib, melphalan and 
prednisone in newly diagnosed patients who are ineligible 
for ASCT; in combination with bortezomib, thalidomide and 
dexamethasone in patients with new diagnoses who are 
eligible for ASCT; in combination with bortezomib and dexa-
methasone in patients who have received at least one prior 
therapy; in combination with pomalidomide and dexametha-
sone in patients who have had at least two prior therapies, 
including lenalidomide and a protease inhibitor; and as a 
monotherapy in patients who have received at least three 
prior lines of therapy, including a protease inhibitor and an 
immunomodulatory drug or who are double refractory to a 
protease inhibitor and an immunomodulatory drug.9

Options for the IV administration of daratumumab in week 
one are as a single-dose infusion on the first day or a split-
dose infusion on days one and two.9 There are different dos-
ing schedules depending on the other combination drug(s) 
used for treatment: lenalidomide or pomalidomide; bortezo-
mib, melphalan and prednisone; bortezomib, thalidomide and 
dexamethasone; or bortezomib and dexamethasone.9

Isatuximab
Another option for treatment of MM was approved in March 
2020; the medication Sarclisa (isatuximab) is indicated in 
combination with pomalidomide and dexamethasone in 
adult patients with MM who have received a minimum of 
two prior treatments including lenalidomide and a protea-
some inhibitor.10 Approval was based on the phase three 
ICARIA-MM (NCT02990338) trial of patients with relapsed 
or refractory MM who were given at least two previous 
lines of treatment, including lenalidomide and a protease 
inhibitor. Participants were randomly assigned 1-to-1 to 
isatuximab plus pomalidomide and dexamethasone or 
pomalidomide plus dexamethasone.10,11 Results showed that 
the addition of isatuximab considerably improved progres-
sion-free survival in this patient population.11

The most frequent side effects were infusion site reac-
tions (38% of patients), upper respiratory tract infections 
(57%), pneumonia (31%) and diarrhea (26%).12 Fatal side 
effects were reported in 8% of patients in the isatuximab 
plus pomalidomide and dexamethasone group and 9% of 
patients in the pomalidomide plus dexamethasone group.11

IV Versus SC Injection
The approval of SC daratumumab provides a treatment 
option that may be preferable for many patients, as shown 
in a comparison of the differences and similarities between 
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the IV and SC formulations of the medication 
(Table).1,9 Main differences include time of admin-
istration, which is much shorter with SC injection, 
and infusion reactions, which are greatly reduced 
with SC administration. Among the similarities: 
Dosing schedule and rate of the most frequent 
side effects other than infusion site reactions are 
comparable.1,9

Potential Benefits of SC Protocol With 
Daratumumab SC
As stated, a main clinical benefit of the SC form 
of daratumumab is reduced infusion reactions.1 

Additionally, the administration time is shorter 
(three to five minutes).1 Therefore, daratumumab 
SC has an improved safety profile over IV 
administration in relation to the potential for fewer 
infusion-related side effects.1 In addition to shorter 
administration time, benefits for the patient in-
clude increased convenience and greater satisfac-
tion.1,3 Thus, the burden on the patient is limited.1,3

With daratumumab SC, there are also benefits 
for the clinical practice.1,3 One benefit is that 
daratumumab SC requires less staffing per admin-
istration.1,3 There is potential for reduction in drug 
waste associated with aborted infusions (because 
of side effects).1,13 Additionally, drug preparation 
and administration are simplified.1,3  
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TA B L E . Differences and Similarities Between Intravenous and Subcutaneous  
Formulations of Daratumumab1,9

Treatment type
Drug therapy

Intravenous Subcutaneous

Administration 
time

7 hr for first infusion to 3 or 4 hr 
for subsequent infusions9

3-5 min1

Dosing  
schedule

Once weekly (cycles 1 and 2), every 2 weeks 
(cycles 3-6), and then every 4 weeks (28-day cycles) 
until progressive disease or toxicity; dose delays 
acceptable for daratumumab-related toxicities1

Premedications Corticosteroids, antipyretics, 
antihistamines9

Most frequent 
adverse events 

Infusion-related1

Grade 3 or 4 
treatment 
emergent1

   Anemia
   Neutropenia
   Thrombocytopenia

n = 258

89 (34%)

36 (14%)
20 (8%)
35 (14%) 

n = 260

33 (13%)

34 (13%) 
34 (13%)
36 (14%)
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AS THE SITUATION WITH coronavirus disease 2019 
(COVID-19) continues to rapidly evolve, the oncology com-
munity must actively adapt how they approach the treat-
ment of their patients based on the information available, 
according to Balazs Halmos, M.D., M.S..

“We’ve implemented a lot of changes [with regard to 
how we’re caring for patients]. Institutions that may need 
to make similar changes later on really need to understand 
that the changes that they make one day, may change the 
next day,” said Halmos. “This is a rapidly evolving [pandem-
ic], and we all need to be highly flexible. We need to adapt 
to address day-to-day needs in terms of staffing, resource 
utilization, and [treatment].”

In an interview with Oncology Nursing News©’ sister 
publication, OncologyLive©, Halmos — director of the Mul-
tidisciplinary Thoracic Oncology Program, director of the 

Section of Thoracic Medical Oncology for Montefiore Health 
System, first director of Clinical Cancer Genetics, and 
professor of Clinical Medicine at Albert Einstein College of 
Medicine — provided insight on preventive measures put in 
place at his institutions to reduce the risk of exposure to 
the virus, day-to-day challenges faced in practice, how he is 
approaching treatment modifications for his patients, and 
how he is staying connected with the broader community to 
share information and experiences.

OncologyLive®: What is known about COVID-19 thus far?
BALAZS HALMOS: We certainly know a lot more about 
COVID-19 than we expected to know; this is a coronavirus 
that appears to have jumped species and started a 
[pandemic] of significant proportions in China. The virus 
has since spread throughout the world. Currently, it is at its 
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height in Europe, as well as in the United States. Especially 
in certain parts of the country, such as where I work in New 
York City, the numbers are staggering.

This pandemic rushed us to reconsider our practices 
— especially with regard to how to care for patients with 
COVID-19 who come to our hospitals in very large numbers, 
but also our patients with cancer who continue to need our 
attention and still require treatment for their disease. 
COVID-19 is a respiratory pathogen that seems to be incred-
ibly contagious. As such, it provokes a very specific concern, 
and not just with regard to overwhelming the healthcare 
system, but also [the fear] of potential contamination of our 
patients who come into the clinic for care. Multiple elements 
make it very complicated for our patients to receive the ap-
propriate care, but we all need to come to work and figure 
out ways to be able provide that care to our patients.

OncologyLive®: How has your institution responded to the 
pandemic?
BALAZS HALMOS: The Montefiore Health System is a fairly 
large healthcare system, where we see patients with cancer 
at multiple performance sites. One of the first things that we 
decided to do was move all our patients with cancer into 1 
freestanding facility. We can provide very safe access to the 
facility by screening every individual who enters the building, 
providing masks to each and every patient as they come in, 
and ensuring that our providers have appropriate personal 
protective equipment throughout the patient care experi-
ence. We made that decision really early on, and we’re very 
happy that we did so we can minimize the potential for infec-
tion in our patients with cancer who are very vulnerable.

OncologyLive®: It has been reported that infection with 
the virus is leading to severe respiratory complications 
in some patients. Working in the lung cancer space, do 
you find it difficult to differentiate between symptoms 
associated with treatment in this space versus those 
associated with the virus?
BALAZS HALMOS: Indeed, it can be a major challenge. We 
know that pulmonary complications can be an issue with many 
of the agents [in this space]; for example, checkpoint inhibitors 
and pneumonitis. However, targeted agents can also lead to 
lung complications. On top of that, many of our patients receive 
radiation, which leads to a number of changes on a their CT scan 
and can also lead to pneumonitis. All those things can mimic the 
changes we can see with a COVID-19 infection.

If we had rapid testing for COVID-19, this challenge 
would be greatly diminished because we could very quickly 
screen patients and know whether they are positive or neg-

ative. We are making major advances in this regard, how-
ever. When the [pandemic] first arrived in New York City, 
the testing took three to five days [to yield results]. Now we 
have in-house testing; this is a polymerase chain reaction–
based test, so in a way, it is not a very complicated test for 
a molecular lab to run. Our molecular pathologists recruited 
very eager, smart medical students who work 24 hours a 
day. As such, for our in-house patients where rapid testing 
is needed, we can turn [the results] around in a couple of 
hours — that is key. Without the availability of rapid testing, 
how do we make those [treatment] decisions? I am happy 
to be able to offer that to our patients and providers. Nev-
ertheless, yes, it does continue to be a challenge, and one 
that we need to be able to overcome in order to offer the 
right treatment to our patients.

OncologyLive®: In the shift to telemedicine, are you 
experiencing any challenges?
BALAZS HALMOS: We had to implement so many different 
practices [in response to this pandemic]. Ultimately, we 
want to prevent patients from becoming infected, protect 
them throughout their care, and enable them to receive 
the right care. Starting with the prevention, if we can avoid 
having patients come into the clinic and, instead, they can 
receive visits through their home environment or the visits 
can just be deferred, that is probably the safest way to 
manage them. For example, with regard to patients who are 
supposed to come in every six months, those visits can be 
delayed. If patients just had a CT scan and the results are 
negative, we can discuss this very well over the phone.

Many patients will still need to come in for appropriate 
care, and that is where we need to [do our best to] protect 
them through their experience. By bringing them into safe 
facilities, providing the type of safe environment that I men-
tioned earlier, [we can do that]. Thanks to our colleagues in 
China and Italy, we were able to learn from their experience 
and, thus, were able to introduce that [safe environment] 
early on. Providing that to our patients is very important, 
and then, through the care experience, we might need to 
make some modifications for the treatments to be safer.

You mentioned lung complications being complex in 
terms of figuring out whether they are from COVID-19 
or from treatment. However, in reality, even if there is 
no diagnostic dilemma, if a patient has a life-threatening 
infection in the middle of aggressive chemotherapy when 
their immune system is suppressed, their outcome will be 
a lot worse than it might be otherwise. As such, wherever 
possible, we may need to diminish the aggressiveness of 
chemotherapy, limit the number of required visits, opt for 
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oral agents instead of intravenous agents, and potentially 
offer other choices, such as deferring the start of treatment 
for certain patients. With regard to checkpoint inhibition, 
however, some of these agents can be given at a lighter 
schedule: maybe we give them every four weeks instead of 
every two. In that way, we can limit the experience and the 
potential exposure for our patients.

OncologyLive®: Have you or your colleagues treated a 
patient with COVID-19? How did you approach care?
BALAZS HALMOS: Many patients are undergoing treat-
ment, and for each and every one of them, we are looking 
at ways to minimize their potential exposure. Unfortu-
nately, we have also had patients with COVID-19, and we 
have seen some fatal outcomes. However, we recently had 
a discharge that was very surprising. This was a patient on 
chemotherapy where I thought, “Oh my goodness. This is 
a lovely, but very frail patient who might not pull through.” 
But she did, so there is definitely hope. We need to pro-
vide the right treatment and right support to our patients.

Even with COVID-19, our facilities are completely being 
revamped; new intensive care units are being opened up 
left and right. I am very impressed, honestly; and not just 
with how institutions have responded to this pandemic in 
the city, but with healthcare workers in general who are 
giving up their extra time, volunteering, and are willing to 
be redeployed to new units. This is definitely a time that 
unifies the healthcare worker environment, and we have 
to pay a lot of kudos to our nursing staff and supporting 
staff who are willing to do that. Fortunately, we have some 
physician champions who are pulling the extra burden, as 
well.

OncologyLive®: Twitter has also become a resource 
that is bringing the medical community together during 
this time. How are you utilizing that platform to obtain 
information and share experiences? 
BALAZS HALMOS: It is incredible how medical education 
became a whirlwind experience — in a heartbeat, you learn 
about major developments. Now, with COVID-19, that has 
become even more amplified. The content is just amazing; 
we all quickly steal ideas and information [from one another] 
and share it with our colleagues in-house. Indeed, Twitter has 

become an incredible resource that I greatly appreciate be-
ing able to use. However, it is not just Twitter, it is also your 
team, OncLive, as well as Physicians' Education Resource® 
(PER®), and other educational entities who are doing a great 
job. Keep up the good work!

OncologyLive®: What would you say is the biggest 
challenge you are facing in practice right now?
BALAZS HALMOS: We mentioned the prevention and pro-
tection aspects of all this, but we did not talk about the 
enabling part. Determining how to appropriately manage 
patient care is very challenging. In this whirlwind situa-
tion, so many things are shifting, and [sometimes] you 
don’t know how to provide the right care. It is one thing 
to prevent your patients from getting the infection and 
protecting them through their care, but can you actually 
provide the right care [at this time]? This is very frustrat-
ing for us physicians who are used to the idea that, “Yes, 
we can provide a standard of care.” However, now we are 
finding that we have to compromise to a point, as well.

Indeed, many times we are unable to provide a standard 
of care. We ask ourselves, “Is there a reasonable com-
promise that we can be comfortable with as clinicians in 
the middle of this pandemic?” You are offering treatment 
choices to patients and are not always provided the ability 
to manage the disease to the best of your abilities in the 
middle of this situation. For example, how do you provide 
cancer care when no surgeries are being performed? How 
do you provide cancer care when you cannot get diagnostic 
procedures done, such as a bronchoscopy? This used to be 
a bread-and-butter, everyday [procedure] for a pulmonary 
oncologist to be able to pursue. Very basic elements of 
care are suddenly missing completely. Can you temporize 
the situation? Can you offer some treatment so that the 
surgery can be deferred, so that reasonable safety could 
still be offered? Many times, we just don’t know.

We are coming up with some makeshift decisions, 
and again, this is where I have to say that social media 
is fantastic in that we are learning from others on how 
they [approached] a situation. Guidelines are very quickly 
being released as to how institution A versus institution 
B dealt with [specific issues], and that provides us with a 
level of comfort that we are not alone in this. We are all 

We all need to go the extra mile, and we are 
learning day by day how to do that in a practical 
way to still provide the care, the compassion, and 
the attention that patients need from us.”
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struggling, but we are still making reasonable decisions — 
the best decisions [we can make] under the circumstances.

The second aspect is the emotional element. As healthcare 
workers in this environment, we are also anxious. We can be 
exposed and become very sick, and we have lost nurses and 
physicians in New York over the past couple of weeks. But how 
about the patients dealing with a life-threatening illness and 
then facing this terrible [pandemic]? They might be admitted 
to the hospital, where they cannot be visited by their family 
members. Key decisions need to be made with them, such as 
hospice transition, and that level of comfort that their loved 
ones can be with them is just not there. We all need to go the 
extra mile, and we are learning day by day how to do that in a 
practical way to still provide the care, the compassion, and the 
attention that patients need from us.

OncologyLive®: Are there any ongoing research efforts that 
you wanted to highlight?
BALAZS HALMOS: The scientific machine has started in the 
United States and worldwide. Although there have been some 
delays in terms of getting things going in the United States, by 
now everyone’s attention is on COVID-19 research. I am very 
impressed by how quickly clinical research started [for this]. 
In our institution, and likely many others now, clinical studies 
are examining antiviral agents, as well as novel agents, to 
block the cytokine storm that is associated with the virus.

Other clinical trials are taking the serum from patients who 
recovered from the viral infection, and critically ill patients 
are basically being treating with that. Hopefully vaccine 
studies will be here very soon, as well. I am amazed by the 
speed of science and hope that will yield a lot of dividends. 
However, that will not happen today, nor tomorrow, nor within 
the next couple of months. As such, within that period of 
time, we need to do our absolute best with the resources and 
tools that we have available to keep our patients as safe and 
healthy as possible.

OncologyLive®: What is your advice to your colleagues?
BALAZS HALMOS: This is a very stressful time, and one thing 
to remember is that we need to learn to be super flexible. You 
need to adapt to the changes [that come with this pandemic] 
very quickly. Second of all, this is truly a unifying moment for 
us working in healthcare. We need to cherish it in a way and 
embrace that. We need to learn from our colleagues and work 
closely with them. This is not the time for competition; this is 
a time for working together. I’m starting to see that this [col-
laboration] is happening, and I just want to encourage all of 
my colleagues to continue to put their best effort forward as a 
team to pull through this incredibly challenging time.  
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Nurse Resources

Centers for Disease Control 
and Prevention
cdc.gov

The CDC provides up-to-date information within the medical 
field with tips and information that can improve quality care for 
patients. There are educational resources and tools for nurses to 
utilize and to further their knowledge in the medical field overall. 

Resource Checklist
 RN handouts
 Vaccination schedules for healthcare providers
 Nurse practitioner resources

ADDRESS
1600 Clifton Road
Atlanta, GA 30329

CONTACT INFO
Phone: 800-232-4636
Email: Online form

American Cancer Society
www.cancer.org 

The American Cancer Society is a nationwide, community-
based voluntary health organization dedicated to saving lives, 
celebrating lives and leading the fight for a world without cancer. 
In addition to its involvement in breakthrough research, the 
organization offers free lodging near treatment to a 24/7 live 
helpline to public policy advocacy. 

Resource Checklist
 Cancer basics and general information
 Latest research updates
 Downloadable PDFs

ADDRESS
250 Williams St. NW
Atlanta, GA 30303

CONTACT INFO
Phone: 800-227-2345
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International Myeloma 
Foundation 
https://www.myeloma.org/

The International Myeloma Foundation not only provides 
resources for multiple myeloma patients, but for nurses in 
creating the Nurse Leadership Board® in 2006. This board of 
nurses provides oncology nurses resources to improve nursing 
care through publications, symposiums, media and research. 

Resource Checklist
 Nurse Leadership Board webinars and publications
 Myeloma nurse resources
 Research updates

ADDRESS
12650 Riverside Drive, Suite 206
North Hollywood, CA 91607, USA

CONTACT INFO
Phone: 1-818-487-7455
Email:  theimf@myeloma.org

Multiple Myeloma Center 
for Nurses
https://www.mmcenterfornurses.com/

The Multiple Myeloma Center for Nurses provides nurses 
in the multiple myeloma space with educational videos and 
downloadable resources. Nurses can also take a look at common 
questions asked about multiple myeloma from both nurses and 
patients. 

Resource Checklist
 Educational videos
 FAQs about multiple myeloma
 Downloadable resources

ADDRESS
86 Morris Avenue 
Summit, NJ 07901

CONTACT INFO
Phone: 908-673-9000
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Multiple Myeloma Research 
Foundation
https://themmrf.org/

The Multiple Myeloma Research Foundation is a patient founded 
and patient focused organization. This organization concentrates 
on collaborating in finding a cure for patients with multiple 
myeloma. Their website provides research updates, ways to get 
involved in research and donations and information about the 
disease. 

Resource Checklist
 Information about multiple myeloma
 Research information
 Virtual events

ADDRESS
383 Main Avenue, 5th Floor
Norwalk, CT 06851

CONTACT INFO
Phone: 203-229-0464 
Email: info@themmrf.org

Myeloma Central
https://www.myelomacentral.com/

Myeloma Central provides resources about multiple myeloma 
and how it is treated, in addition to lifestyle tips for patients. This 
website also provides resources on how multiple myeloma affects 
African Americans differently, working to improve their quality 
of care. 

Resource Checklist
 Treatment and monitoring information 
 Lifestyle recommendations
 How multiple myeloma affects African American patients

ADDRESS
86 Morris Avenue
Summit, NJ 07901

CONTACT INFO
Phone: 908-673-9000

Nurse Resources



25www.CureToday.com Multiple Myeloma Nurse Resource Guide | 06.20

Oncology Nursing 
Certification Corporation®

https://www.oncc.org/

The Oncology Nursing Certification Corporation has a resource 
center that has a variety of links that bring nurses information on 
testing, continuing education, certifications and renewals. There 
are also practice tests and review courses to help nurses within the 
space continue learning throughout their careers. The Oncology 
Nursing Certification Corporation® offers eight credential 
programs and has almost 40,000 certified nurses to date.

Resource Checklist
 Certification information
 Continuing education opportunities
 Practice tests

ADDRESS
125 Enterprise Drive
Pittsburgh, PA 15275

CONTACT INFO
Email: Online form

Oncology Nursing Society 
https://www.ons.org/

The Oncology Nursing Society allows nurses within the 
oncology space to grow within their career through networking, 
certification preparation and career development opportunities. 
This society allows nurses to learn and share within a community 
of fellow nurses, focusing on best practices and updates within 
their professions of cancer care. 

Resource Checklist
 Career development opportunities
 Articles, podcasts, courses, etc broken down by topic
 Network opportunities

ADDRESS
125 Enterprise Drive
Pittsburgh, PA 15275

CONTACT INFO
Phone: 866-257-4667 
Email: Online form
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Nurse Resources
WEBSITE ADDRESS CONTACT

American Cancer Society
www.cancer.org

250 Williams Street NW
Atlanta, GA 30303

Phone: 800-227-2345

Centers for Disease Control and Prevention
cdc.gov

1600 Clifton Road
Atlanta, GA 30329

Phone: 800-232-4636
Email: Online form

International Myeloma Foundation 
https://www.myeloma.org/

12650 Riverside Drive, Suite 206
North Hollywood, CA 91607

Phone: 818-487-7455
Email: theimf@myeloma.org

Multiple Myeloma Center for Nurses
https://www.mmcenterfornurses.com/

86 Morris Avenue 
Summit, NJ 07901

Phone: 908-673-9000

Multiple Myeloma Research Foundation
https://themmrf.org/

383 Main Avenue, 5th Floor
Norwalk, CT 06851

Phone: 203-229-0464
Email: info@themmrf.org

Myeloma Central
https://www.myelomacentral.com/

86 Morris Avenue
Summit, NJ 07901

Phone: 908-673-9000

Oncology Nursing Certification Corporation®

https://www.oncc.org/
125 Enterprise Drive
Pittsburgh, PA 15275

Email: Online form

Oncology Nursing Society 
https://www.ons.org/

125 Enterprise Drive
Pittsburgh, PA 15275

Phone: 866-257-4667

Nurse Resources
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Take notice and take action.  It’s important to carefully track and discuss 
PV symptoms with your healthcare professional.

and change the way you see PV.

For patients with Polycythemia Vera (PV)

PV, a rare chronic blood cancer, can bring a multitude of symptoms, including fatigue, 
night sweats and itching to name just a few. And these symptoms can change so 
slowly over time you might not notice.  In fact, new symptoms, or changes in the frequency 
or severity of your PV symptoms can be a sign of disease progression. You track and 
discuss blood counts with your Healthcare Professional to monitor your PV and help 
prevent blood clots and other serious complications. But it’s just as vital to be aware 
of—and discuss—any new or changing PV symptoms as well. For a more complete 
list of symptoms, and tools to help you track them, visit TakeActionPV.com  
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