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Darzalex Faspro™ (daratumumab and hyaluronidase-fihj) – New formulation approval 

• On May 1, 2020, the FDA announced the approval of Janssen’s Darzalex Faspro (daratumumab 
and hyaluronidase-fihj), for the treatment of adult patients with multiple myeloma: 

 
— In combination with bortezomib (Velcade®), melphalan and prednisone in newly diagnosed 

patients who are ineligible for autologous stem cell transplant 
— In combination with lenalidomide (Revlimid®) 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. 

 
• Daratumumab is also available as intravenously (IV) administered Darzalex® (daratumumab). 

Darzalex Faspro is administered subcutaneously (SC) over approximately 3 to 5 minutes. IV 
administered Darzalex is approved for the same indications as Darzalex Faspro but is also approved 
for two additional uses: 
 

— In combination with bortezomib, thalidomide (Thalomid®), and dexamethasone in newly 
diagnosed patients who are eligible for autologous stem cell transplant 

— In combination with pomalidomide (Pomalyst®) and dexamethasone in patients who have 
received at least two prior therapies including lenalidomide and a proteasome inhibitor. 
 

• The efficacy of Darzalex Faspro in combination with bortezomib, melphalan and prednisone was 
established in a single-arm cohort (N = 67) of PLEIADES, a multi-cohort, open-label study. Eligible 
patients were required to have newly diagnosed multiple myeloma who are ineligible for transplant. 
The major efficacy outcome measure was overall response rate (ORR). ORR was 88% (95% CI: 78, 
95). 

 
• The efficacy of Darzalex Faspro in combination with lenalidomide and dexamethasone was 

evaluated in another single-arm cohort (N = 65) of the PLEIADES study. Eligible patients had 
received at least one prior line of therapy. ORR was 91% (95% CI: 81, 97). 
 

• In addition, the efficacy of Darzalex Faspro as monotherapy was evaluated in COLUMBA, an open-
label, randomized, non-inferiority study (N = 522). Eligible patients were required to have relapsed or 
refractory multiple myeloma who had received at least 3 prior lines of therapy including a PI and an 
immunomodulatory agent or who were double-refractory to a PI and an immunomodulatory agent. 
Patients received Darzalex Faspro or Darzalex. 
 

— Darzalex Faspro was non-inferior to Darzalex in terms of ORR (41% vs. 37%, respectively) 
and maximum trough concentration.  

— Median progression-free survival was 5.6 months in the Darzalex Faspro arm vs. 6.1 
months in the Darzalex arm. 
 

• Warnings and precautions for Darzalex Faspro include hypersensitivity and other administration 
reactions; neutropenia; thrombocytopenia; embryo-fetal toxicity; interference with serological testing; 
and interference with determination of complete response. 

 

https://www.fda.gov/drugs/drug-approvals-and-databases/fda-approves-daratumumab-and-hyaluronidase-fihj-multiple-myeloma
https://www.janssen.com/us-food-and-drug-administration-approves-darzalex-fasprotm-daratumumab-and-hyaluronidase-fihj-new
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/761145s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/761145s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=1521d321-e724-4ffc-adad-34bf4f44fac7
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=6c957ec5-2ab4-49c0-9f36-1df4f93e3d58
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=e9d6774e-45f6-419f-b388-8dfb4dd34944
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=5fa97bf5-28a2-48f1-8955-f56012d296be
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=cca2c160-9188-48e8-9505-49a52388dcb7
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=a4d0efe9-5e54-467e-9eb4-56fa7d53b60b
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=2eda833b-1357-4ed4-a093-194524fcb061
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=2b25ef01-5c9e-11e1-b86c-0800200c9a66


 
 

 

 

 

OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products. 
We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com. 

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their 
respective owners. 

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written 
consent of OptumRx.  

RxNews® is published by the OptumRx Clinical Services Department. 

©2020 Optum, Inc. All rights reserved. 

optumrx.com 
 

• The most common adverse reaction (≥ 20%) with Darzalex Faspro monotherapy was upper 
respiratory tracts infection. 
 

• The most common adverse reactions (≥ 20%) with Darzalex Faspro in combination with bortezomib, 
melphalan and prednisone was upper respiratory tract infection, constipation, nausea, fatigue, 
pyrexia, peripheral sensory neuropathy, diarrhea, cough, insomnia, vomiting, and back pain. 
 

• The most common adverse reactions (≥ 20%) with Darzalex Faspro in combination with 
lenalidomide and dexamethasone were fatigue, diarrhea, upper respiratory tract infection, muscle 
spasms, constipation, pyrexia, pneumonia and dyspnea. 
 

• The most common hematology laboratory abnormalities (≥ 40%) with Darzalex Faspro use were 
decreased leukocytes, decreased lymphocytes, decreased neutrophils, decreased platelets, and 
decreased hemoglobin. 
 

• The recommended dose of Darzalex Faspro is 1,800 mg/30,000 units (1,800 mg daratumumab and 
30,000 units hyaluronidase) administered SC over approximately 3 to 5 minutes. Refer to the 
Darzalex Faspro label for the complete recommended dosing schedule when Darzalex Faspro is 
administered as monotherapy or as part of a combination therapy. 
 

— Darzalex Faspro should be administered by a healthcare provider. 
— Medications should be administered before and after administration of Darzalex Faspro to 

minimize administration-related reactions. 
— Refer to the individual drug labels for dosing recommendations for drugs used in 

combination with Darzalex. 
 

• Janssen plans to launch Darzalex Faspro as soon as the week of May 11, 2020. Darzalex Faspro 
will be available as a 1,800 mg daratumumab and 30,000 units hyaluronidase per 15 mL (120 mg 
and 2,000 units/mL) solution in a single-dose vial. 
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