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11:45 am–12:45 pm
Education Breakout Sessions 

• Distinguished Researcher Award Lecture 
• Head and Neck Radiation Therapy Treatment: 
  A Multidisciplinary Perspective 
• AACR/ONS Bench to Bedside: Using the Immune 
  System to Fight Cancer 
• The What, When, Where, How, and Why of 
  Diagnostic Oncology Part 1 

12:45–1 pm
Chair Yoga
Sponsored by the Oncology Nursing Foundation

1–2 pm
Education Breakout Sessions 

• The What, When, Where, How, and Why of 
  Diagnostic Oncology Part 2 
• All About Opioids: Calculations and Conversions
• COVID and Cancer: The Role of the Oncology  

        Nurse in the Continuum of Care  
• Clinical Trials: It’s Everyone’s Business 

2–4:30 pm
Connect With Exhibitors 

2–2:45 pm
Industry-Supported Learning Theaters 

• Eliminating Barriers and Transforming Specialty  
        Pharmacy Care with Interoperability

  CVS Specialty
• A Treatment Option for Patients with 
  Myelodysplastic Syndromes

       Bristol Myers Squibb

9–10 am
Industry Supported Symposia Sessions

• CAR T Cell Therapy: The Science and Patient  
       Journey

  Bristol Myers-Squibb 
• What Oncology Nurses Need to Know: A 2-Part  

        Complimentary CNE (NCPD) Live Webinar Series  
        Moderated by Dr Neil Love 

  Part 1: Hormonal Therapy for Prostate Cancer 
  Research to Practice 
  This activity is supported by educational grants from  

        Astellas and Pfizer Inc.

10–10:15 am
Morning Welcome and Announcements

10:15–11:15 am 
Education Breakout Sessions 

• What Does ONS Say About… 
• Promoting Cancer Health Equity in Research 
• Opioids for Cancer Pain in the Midst of the 
  Opioid Crisis 

11:15–11:45 am
Morning Coffee Break With ONS Bridge Gold and  
Platinum Exhibitors 

ONS BRIDGE SCHEDULE KEY
 ADVANCED PRACTICE   CLINICAL PRACTICE   LEADERSHIP/MANAGEMENT EDUCATION     

 RADIATION   RESEARCH   ALL TRACKS   NCPD SESSIONS
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The Oncology Nursing Society is accredited with distinction as a provider of nursing continuing 
professional development by the American Nurses Credentialing Center’s Commission on Accreditation.   
ONS is approved as a provider of continuing education by the California Board of Registered Nursing, 
Provider #2850.   
The contact hours earned from this educational opportunity qualify for initial oncology nursing 
certification and renewal via ILNA.
Visit www.oncc.org for complete details on oncology nursing certification. 

ONS BRIDGE SCHEDULE KEY
 ADVANCED PRACTICE   CLINICAL PRACTICE   LEADERSHIP/MANAGEMENT EDUCATION     

 RADIATION   RESEARCH   ALL TRACKS   NCPD SESSIONS

3–3:45 pm
Industry-Supported Learning Theaters 

• Dosing and Adverse Reaction Management for  
       LENVIMA® (lenvatinib) 

  Eisai
  Eisai Inc. is a fully integrated pharmaceutical  

       business with discovery, clinical, manufacturing  
       and marketing capabilities. Our key areas of focus  
       include oncology and neurology (dementia-related  
       diseases and neurodegenerative diseases).

• Clinical Considerations for Nurses When  
       Administering DARZALEX FASPRO™ 

  Janssen Oncology 

3:45–4:45 pm
Education Breakout Sessions 

• Navigating Cannabis in Patients With Cancer 
• The Trajectory of Brachytherapy for Gynecologic 
  Patients 
• Oncology-Specific Urgent Care Centers 
• Complex Cases: Managing Adverse Events 
  From Immune Checkpoint Inhibitors 

5–6 pm
Industry-Supported Symposia

• Introducing a New Treatment Option for Patients  
       With Previously Treated Metastatic Small Cell  
       Lung Cancer (SCLC)

  Jazz Pharmaceuticals 
• Clinical Considerations for Nurses When  

        Administering DARZALEX FASPRO™: 
  Part II (Live Simulated Demo) 
  Janssen Oncology 
• What Oncology Nurses Need to Know: A 2-Part 
  Complimentary CNE (NCPD) Live Webinar Series 
  Moderated by Dr Neil Love 
  Part 2: Locally Advanced Non-Small Cell Lung  
  Cancer 
  Research to Practice
  This activity is supported by an educational grant 
  from AstraZeneca Pharmaceuticals LP.

*All times listed above are in eastern standard time.

Schedule is current as of September 8, 2020 and is subject to change.

View accepted oral abstracts and e-Posters in the on-demand library for additional NCPD credit. 



By Addi Watters, RN, OCN®, BMTCN®

One of the first people we learn about in nursing school 
is Florence Nightingale. During the Crimean War, she 
noticed soldiers were dying because of disease, not from 
the effects of war. Because of Nightingale’s observations 
and interventions, handwashing and infection control 
became standard practices in nursing. From her findings, 
Nightingale developed her environmental theory, in 
which she said nursing is a calling, art, and science that 
requires a specific education base. We’re recognizing this 
throughout 2020 as we celebrate the Year of the Nurse, 
and it’s especially important to remember during the 
COVID-19 coronavirus pandemic. 

COVID-19 is affecting the world. Although most of the 
population is asked to stay home, healthcare professionals 
are asked to work, and oncology nurses are responding 
without hesitation. 

Nurses are frontline healthcare providers, and those 
in every specialty are being told to expect an influx of 
patients with COVID-19 diagnoses. Every day we’re 
reminded how patients with cancer, or any other who are 
immunocompromised, are at higher risk for contracting 
severe COVID-19 and may not survive the illness. Our 
job is to remain vigilant and provide the best care we can 
to all patients. It’s not always easy being a nurse, but most 
of us will tell you that the job’s reward is worth it.   

Oncology nurses create bonds with coworkers unlike any 
other, and working during a pandemic strengthens that 

connection. This culture is likely one of the only aspects 
of our day-to-day work that has not changed during the 
pandemic. Whether it’s making sure everyone has lunch, 
securing safe accommodations for themselves and their 
family members, or just sharing cute animal pictures 
to lighten the mood, these acts of camaraderie are one 
of the many ways nurses are able to stay mentally and 
emotionally healthy to continue combating COVID-19. 

The virus doesn’t recognize whether you work at an 
academic medical center or rural care delivery center. 
Nurses across the globe are forced to navigate changes 
to their workflows, train in different roles, and adjust 
to caring for diverse patient populations outside their 
specialty. 

Even though times are chaotic, nurses report to work 
every day prepared to care for their patients. When you 
ask nurses why they chose nursing, you often hear the 
same answer: We became nurses to help those who need 
it most. This sentiment holds true, even with the drastic 
increase in those who need our help. 
 
As we celebrate the Year of the Nurse, we recognize that 
it takes a special person to become a nurse. It requires 
a lifetime commitment and dedication to others. 
Remember, Nightingale acknowledged that nursing is a 
calling. Are you proud you answered the call? Because I 
am, especially now.

REMEMBERING 
OUR PURPOSE
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Reprinted from ONS Voice, April 10, 2020

Don’t forget to 
complete your  

NCPD evaluation  
by October 30.

https://courses.ons.org/diweb/home


If your professional purpose is dedicating yourself to your patients with cancer, you should 
be certified in oncology nursing. 

Certification is more than a series of credentials after 
your name. Oncology certification validates that you 
have specialized knowledge, experience, and education 
in cancer care. Certification also tells the world that 
you have a passion for cancer care and have made a 
commitment to your specialty.
 
Ready to make your passion public? Begin by 
reviewing available certification options and their 
eligibility criteria. Then, review the Test Content 
Outline for the credential that meets your needs. Use 
the credential’s reference list to identify additional 

study resources. You may wish to spend a few months 
preparing for the certification test. If you practice in 
a specialized area, studying for a certification test can 
push you to focus on areas outside of your comfort 
zone. Apply to take the certification test whenever you 
feel ready.   

If you are already certified, maintaining your 
certification requires you to stay up to date on 
practice.  Most nurses who are passionate about cancer 
care routinely complete professional development 
activities, such as nursing continuing professional 

CERTIFICATION:
MORE THAN JUST 
CREDENTIALS
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Oncology certification validates 
that you have specialized 

knowledge, experience, and 
education in cancer care. 

“ “

Check out ONCC’s 
session: Oncology 
Certification: Your 

Bridge to a Brighter 
Future in the  

on-demand library!

https://gateway.on24.com/wcc/eh/2407130/lp/2555382/certification-your-bridge-to-a-brighter-future-invited-sessions
https://gateway.on24.com/wcc/eh/2407130/lp/2555382/certification-your-bridge-to-a-brighter-future-invited-sessions
https://gateway.on24.com/wcc/eh/2407130/lp/2555382/certification-your-bridge-to-a-brighter-future-invited-sessions
https://gateway.on24.com/wcc/eh/2407130/lp/2555382/certification-your-bridge-to-a-brighter-future-invited-sessions
https://gateway.on24.com/wcc/eh/2407130/lp/2555382/certification-your-bridge-to-a-brighter-future-invited-sessions
https://gateway.on24.com/wcc/eh/2407130/lp/2555382/certification-your-bridge-to-a-brighter-future-invited-sessions


development or continuing medical education. 
Maintaining certification can provide a focus for 
which professional development activities to attend 
and complete. 
 
In addition, certification is a good way to grow your 
career. At many institutions, certification is tied to 
the clinical ladder and may be required for career 
advancement. Becoming certified can lead to new 

opportunities, such as precepting, mentoring, or 
presenting at educational events. 
 
Certification can help personal growth, too. Reaching 
a professional milestone such as a certification can 
lead to improved personal satisfaction and increased 
confidence. Feeling good about what you know can 
boost your self-esteem and keep you energized in a 
specialty that can be emotionally draining.    

Learn more about the 
benefits of certification 
by connecting with ONCC 
during the conference or 
by visiting www.oncc.org. 
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https://event.on24.com/wcc/r/2663827/C5FE8FFD26893DE63DF0765CF68BE5D4
https://event.on24.com/wcc/r/2663827/C5FE8FFD26893DE63DF0765CF68BE5D4
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An Interview with Alec Stone, MA, MPA,  
ONS Public Affairs Director 

ADVOCATING 
FOR YOUR PEERS, 
PATIENTS, AND 
PROFESSION

Why do you think nurses should use their voice to advocate for change in their career?
For 18 years in a row, nurses have been ranked the number one trusted profession in the United States. It is precisely 
because nurses “speak truth to power” that they have earned that designation—whether with the patient, caregiver, 
physician, administrator, payer, or other interested parties. Using one’s voice is an integral aspect of nursing. As we 
celebrate the 200th anniversary of Florence Nightingale’s birth, we can echo one of her famous tenets:

“I attribute my success to this-I never gave or took an excuse.” 

That demand for excellence, in both a nurses’ own expectations and that of others, is the only way to make a real 
change in the profession. Nurses must stand up and be heard!

How can nurses fulfill that purpose to use their voice to advocate for their career?
Like other healthcare providers, nurses must recognize their worth and let decision makers know how policy 
implications impact the field of nursing, both current and future. Nursing education is far more expensive than many 
people realize. There are fewer slots available to qualified candidates. This has led to a national nursing shortage. 
Ultimately, patient centered care suffers. It is incumbent upon nurses to speak for nurses and not allow others to 
define the scope of practice for the nursing field. Workforce safety issues, federal investment in nursing research 
funding, and educational opportunities are the purview of nursing and should be led by nurses. Make your voice 
count!

What advocacy efforts are most important to you right now?
The ONS Board of Directors and organizational leadership has made advocacy a strategic pillar. ONS is committed 
to raising awareness for the oncology nurse in principle and in practice. As ONS walks the halls of the U.S. Congress 
[and] meets with federal agencies like the CDC, FDA, and NIH, nurses have candid conversations with decision 
makers on the role of the nurse in health care. Congressional staff, agency regulators, and even state legislators are 
eager to hear directly from oncology nurses on palliative care, vaccines, vaping, oral parity for cancer drugs, clinical 
trials, oncology treatment reimbursement, and other issues. ONS motivates and mobilizes thousands of oncology 
nurses around the country to engage leaders for patient-centered care.

JOIN YOUR NURSE COLLEAGUES AND HELP MAKE A DIFFERENCE 
FOR YOUR PEERS, PATIENTS, AND THE PROFESSION. 

Can’t miss session!
COVID and Cancer: 

The Role of the 
Oncology Nurse in the 

Continuum of Care
September 15

1–2 pm 
Alec Stone, MA, MPA

https://gateway.on24.com/wcc/eh/2407130/lp/2600260/covid-and-cancer-the-role-of-the-oncology-nurse-in-the-continuum-of-care-encore-invited-sessions
https://gateway.on24.com/wcc/eh/2407130/lp/2600260/covid-and-cancer-the-role-of-the-oncology-nurse-in-the-continuum-of-care-encore-invited-sessions
https://gateway.on24.com/wcc/eh/2407130/lp/2600260/covid-and-cancer-the-role-of-the-oncology-nurse-in-the-continuum-of-care-encore-invited-sessions
https://gateway.on24.com/wcc/eh/2407130/lp/2600260/covid-and-cancer-the-role-of-the-oncology-nurse-in-the-continuum-of-care-encore-invited-sessions
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EXPLORE HOW ONS IS 
INNOVATING PRODUCTS TO 
LEAD THE TRANSFORMATION 
OF CANCER CARE 

CENTER FOR INNOVATION
The ONS Center for Innovation is creating innovative products and delivering mechanisms dedicated to the ONS mission 
and vision. Be sure to visit the ONS Center for Innovation booth to learn more about the following: 
 
ONS Guidelines™

ONS is developing clinical practice guidelines to assist in the management of side effects related to cancer treatment and care. 
ONS has published three new clinical practice guidelines—hot flashes, lymphedema, and skin toxicity—and is excited to 
release two additional guidelines later this year on constipation and radiodermatitis. ONS staff will be available to discuss the 
development process and the exciting work being done to move evidence-based research closer to the point of care.

Licensing and Bulk Purchases 
ONS offers institutions the opportunity to license course and publication content. Licensing content enables institutions to 
support quality care delivery by linking competencies, standards, and guidelines to orientation pathways and competency 
verification, and by integrating content into EHR assessment and management workflows to guide decisions and increase 
documentation and accuracy. Talk to ONS staff to learn more about how you can license course and publication content in 
bulk quantities.

Working With You
ONS continues to explore opportunities to develop resources to support nurses in care delivery. Talk with ONS staff about 
resources that could improve your workflow, the use of evidence in care delivery, and other ideas that might support you. 

Visit the ONS Center for Innovation booth to learn about the development of the new clinical practice guidelines for 
oncology symptom management, licensing opportunities, and to share your innovative ideas with ONS staff.

Check out the  
session that features 
the ONS Guidelines™:  

From PEP to  
Symptom Management 

Guidelines in the  
on-demand library! 

https://event.on24.com/wcc/r/2659169/58F8ED52862934DA11436A4D2BDCEE3C
https://gateway.on24.com/wcc/eh/2407130/lp/2557582/from-pep-to-symptom-management-guidelines-moving-evidence-into-practice-invited-sessions 
https://gateway.on24.com/wcc/eh/2407130/lp/2557582/from-pep-to-symptom-management-guidelines-moving-evidence-into-practice-invited-sessions 
https://gateway.on24.com/wcc/eh/2407130/lp/2557582/from-pep-to-symptom-management-guidelines-moving-evidence-into-practice-invited-sessions 


MDS
IN

DISCOVER THE FIRST AND ONLY 
ERYTHROID MATURATION AGENT
FDA APPROVED FOR ANEMIA

for patients with ring sideroblasts who are
failing an ESA and require ≥2 RBC units/8 weeks1

REBLOZYL is indicated for the treatment of anemia failing an erythropoiesis stimulating agent and requiring  
2 or more red blood cell units over 8 weeks in adult patients with very low- to intermediate-risk myelodysplastic 
syndromes with ring sideroblasts (MDS-RS) or with myelodysplastic/myeloproliferative neoplasm with ring 
sideroblasts and thrombocytosis (MDS/MPN-RS-T).

REBLOZYL is not indicated for use as a substitute for RBC transfusions in patients who require immediate 
correction of anemia.

IMPORTANT SAFETY INFORMATION
WARNINGS AND PRECAUTIONS
Thrombosis/Thromboembolism
In adult patients with beta thalassemia, thromboembolic  
events (TEE) were reported in 8/223 (3.6%) REBLOZYL- 
treated patients. TEEs included deep vein thrombosis, pulmonary 
embolus, portal vein thrombosis, and ischemic stroke. Patients 
with known risk factors for thromboembolism (splenectomy or 
concomitant use of hormone replacement therapy) may be at 
further increased risk of thromboembolic conditions. Consider 
thromboprophylaxis in patients at increased risk of TEE. Monitor 
patients for signs and symptoms of thromboembolic events and 
institute treatment promptly.

Hypertension
Hypertension was reported in 10.7% (61/571) of REBLOZYL- 
treated patients. Across clinical studies, the incidence of Grade 3  
to 4 hypertension ranged from 1.8% to 8.6%. In adult patients with  
MDS with normal baseline blood pressure, 26 (29.9%) patients 
developed SBP ≥130 mm Hg and 23 (16.4%) patients developed DBP 
≥80 mm Hg. Monitor blood pressure prior to each administration. 
Manage new or exacerbations of preexisting hypertension using anti-
hypertensive agents.

Embryo-Fetal Toxicity
REBLOZYL may cause fetal harm when administered to a pregnant 
woman. REBLOZYL caused increased post-implantation loss, 
decreased litter size, and an increased incidence of skeletal variations 
in pregnant rat and rabbit studies. Advise pregnant women of the 
potential risk to a fetus. Advise females of reproductive potential  

Embryo-Fetal Toxicity  (cont’d)
to use effective contraception during treatment and for at least  
3 months after the final dose.

ADVERSE REACTIONS
Grade ≥3 (≥2%) adverse reactions included fatigue, hypertension, 
syncope and musculoskeletal pain. A fatal adverse reaction occurred 
in 5 (2.1%) patients. 

The most common (≥10%) adverse reactions included fatigue, 
musculoskeletal pain, dizziness, diarrhea, nausea, hypersensitivity 
reactions, hypertension, headache, upper respiratory tract infection, 
bronchitis, and urinary tract infection.

LACTATION
It is not known whether REBLOZYL is excreted into human milk or 
absorbed systemically after ingestion by a nursing infant. REBLOZYL 
was detected in milk of lactating rats. When a drug is present in 
animal milk, it is likely that the drug will be present in human milk. 
Because many drugs are excreted in human milk, and because of the 
unknown effects of REBLOZYL in infants, a decision should be made 
whether to discontinue nursing or to discontinue treatment. Because 
of the potential for serious adverse reactions in the breastfed child, 
breastfeeding is not recommended during treatment and for  
3 months after the last dose.

Please see the Brief Summary of full Prescribing Information 
for REBLOZYL on the following pages.

Reference: 1. REBLOZYL [Prescribing Information]. Summit, NJ: Celgene 
Corporation; 2020.

Learn more, sign up for updates, and find out how to access REBLOZYL at:

REBLOZYLpro.com/discoverMDS

© 2020 Celgene Corporation.
REBLOZYL is a trademark of Celgene Corporation, a Bristol Myers Squibb company.
REBLOZYL is licensed from Acceleron Pharma Inc.
06/20  US-RBZ-20-0259 



REBLOZYL® (luspatercept-aamt) for injection, for subcutaneous use 
Initial U.S. Approval: 2019 
The following is a Brief Summary; refer to full Prescribing Information for 
complete product information. 

1 INDICATIONS AND USAGE 
1.2 Myelodysplastic Syndromes with Ring Sideroblasts or  

Myelodysplastic/ Myeloproliferative Neoplasm with Ring Sideroblasts 
and Thrombocytosis Associated Anemia 

REBLOZYL is indicated for the treatment of anemia failing an erythropoiesis 
stimulating agent and requiring 2 or more red blood cell units over 8 weeks in 
adult patients with very low- to intermediate-risk myelodysplastic syndromes 
with ring sideroblasts (MDS-RS) or with myelodysplastic/myeloproliferative 
neoplasm with ring sideroblasts and thrombocytosis (MDS/MPN-RS-T). 
1.3 Limitations Of Use 
REBLOZYL is not indicated for use as a substitute for RBC transfusions in 
patients who require immediate correction of anemia. 

2 DOSAGE AND ADMINISTRATION 
2.2 Recommended Dosage for Myelodysplastic Syndromes with Ring 

Sideroblasts (MDS-RS) or Myelodysplastic/ Myeloproliferative 
Neoplasm with Ring Sideroblasts and Thrombocytosis (MDS/MPN-RS-T) 
Associated Anemia 

The recommended starting dose of REBLOZYL is 1 mg/kg once every 3 weeks 
by subcutaneous injection for patients with anemia of MDS-RS or MDS/ 
MPN-RS-T. Prior to each REBLOZYL dose, review the patient’s hemoglobin 
and transfusion record. Titrate the dose based on responses according to 
Table 3. Interrupt treatment for adverse reactions as described in Table 4. 
Discontinue REBLOZYL if a patient does not experience a decrease in 
transfusion burden after 9 weeks of treatment (administration of 3 doses)  
at the maximum dose level or if unacceptable toxicity occurs at any time. 
If a planned administration of REBLOZYL is delayed or missed, administer 
REBLOZYL as soon as possible and continue dosing as prescribed, with at 
least 3 weeks between doses. 
Dose Modifications for Response 
Assess and review hemoglobin results prior to each administration of 
REBLOZYL. If an RBC transfusion occurred prior to dosing, use the 
pretransfusion hemoglobin for dose evaluation. 
If a patient is not RBC transfusion-free after at least 2 consecutive doses  
(6 weeks) at the 1 mg/kg starting dose, increase the REBLOZYL dose to  
1.33 mg/kg (Table 3). If a patient is not RBC transfusion-free after at least  
2 consecutive doses (6 weeks) at the 1.33 mg /kg dose level, increase the 
REBLOZYL dose to 1.75 mg/kg. Do not increase the dose more frequently 
than every 6 weeks (2 doses) or beyond the maximum dose of 1.75 mg/kg. 
In the absence of transfusions, if hemoglobin increase is greater than 2 g/dL 
within 3 weeks or if the predose hemoglobin is greater than or equal to  
11.5 g/dL, reduce the dose or interrupt treatment with REBLOZYL as described 
in Table 3. If, upon dose reduction, the patient loses response (i.e., requires a 
transfusion) or hemoglobin concentration drops by 1 g/dL or more in 3 weeks 
in the absence of transfusion, increase the dose by one dose level. Wait a 
minimum of 6 weeks between dose increases. 
Dose modifications for response are provided in Table 3. 

 

 

Dose Modifications for Toxicity 
For patients experiencing Grade 3 or higher adverse reactions, modify 
treatment as described in Table 4. 

 

4 CONTRAINDICATIONS 
None. 

5 WARNINGS AND PRECAUTIONS 
5.1 Thrombosis/Thromboembolism 
In adult patients with beta thalassemia, thromboembolic events (TEE) were 
reported in 8/223 (3.6%) REBLOZYL-treated patients. Reported TEEs included 
deep vein thromboses, pulmonary embolus, portal vein thrombosis, and 
ischemic strokes. Patients with known risk factors for thromboembolism,  
e.g. splenectomy or concomitant use of hormone replacement therapy,  
may be at further increased risk of thromboembolic conditions. Consider 
thromboprophylaxis in patients with beta thalassemia at increased risk of  
TEE. Monitor patients receiving REBLOZYL for signs and symptoms of 
thromboembolic events and institute treatment promptly. 
5.2 Hypertension 
Hypertension was reported in 10.7% (61/571) of REBLOZYL-treated patients. 
Across clinical studies, the incidence of grade 3-4 hypertension ranged from 
1.8% to 8.6%. In adult patients with beta thalassemia with normal baseline 
blood pressure, 13 (6.2%) patients developed systolic blood pressure (SBP) 
≥130 mm Hg and 33 (16.6%) patients developed diastolic blood pressure 
(DBP) ≥80 mm Hg. In adult patients with MDS with normal baseline blood 
pressure, 26 (29.9%) patients developed SBP ≥130 mm Hg and 23 (16.4%) 
patients developed DBP ≥80 mm Hg. Monitor blood pressure prior to each 
administration. Manage new-onset hypertension or exacerbations of preexisting 
hypertension using anti-hypertensive agents. 
5.3 Embryo-Fetal Toxicity 
Based on findings from animal reproductive studies, REBLOZYL may cause 
fetal harm when administered to a pregnant woman. In animal reproduction 
studies, administration of luspatercept-aamt to pregnant rats and rabbits 
during organogenesis resulted in adverse developmental outcomes including 
increased embryo-fetal mortality, alterations to growth, and structural 
abnormalities at exposures (based on area under the curve [AUC]) above 
those occurring at the maximum recommended human dose (MRHD) of  
1.75 mg/kg. 

Table 3: MDS-RS and MDS/MPN-RS-T Associated Anemia - REBLOZYL 
Dose Titration for Response

REBLOZYL 
Dosing Recommendation*

Starting Dose • 1 mg/kg every 3 weeks

Dose Increases for Insufficient Response at Initiation of Treatment

Not RBC transfusion-free after at least 
2 consecutive doses (6 weeks) at the 
1 mg/kg starting dose

• Increase the dose to 1.33 mg/kg 
every 3 weeks

Not RBC transfusion-free after at least 
2 consecutive doses (6 weeks) at 
1.33 mg/kg

• Increase the dose to 1.75 mg/kg 
every 3 weeks

No reduction in RBC transfusion 
burden after at least 3 consecutive 
doses (9 weeks) at 1.75 mg/kg

• Discontinue treatment

(continued)

Table 3: MDS-RS and MDS/MPN-RS-T Associated Anemia - REBLOZYL 
Dose Titration for Response

REBLOZYL 
Dosing Recommendation*

Dose Modifications for Predose Hemoglobin Levels or Rapid  
Hemoglobin Rise
Predose hemoglobin is greater than 
or equal to 11.5 g/dL in the absence 
of transfusions

• Interrupt treatment 
• Restart when the hemoglobin is no 

more than 11 g/dL 
Increase in hemoglobin greater than  
2 g/dL within 3 weeks in the absence 
of transfusions and 
     • current dose is 1.75 mg/kg 
     • current dose is 1.33 mg/kg  
     • current dose is 1 mg/kg 
     • current dose is 0.8 mg/kg 
     • current dose is 0.6 mg/kg

     • Reduce dose to 1.33 mg/kg 
     • Reduce dose to 1 mg/kg 
     • Reduce dose to 0.8 mg/kg 
     • Reduce dose to 0.6 mg/kg 
     • Discontinue treatment

* Do not increase the dose if the patient is experiencing an adverse reaction 
as described in Table 4.

Table 4: MDS-RS and MDS/MPN-RS-T Associated Anemia - REBLOZYL 
Dosing Modifications for Adverse Reactions

REBLOZYL 
Dosing Recommendation*

Grade 3 or 4 hypersensitivity reactions • Discontinue treatment

Other Grade 3 or 4 adverse reactions • Interrupt treatment 
• When the adverse reaction 

resolves to no more than Grade 1, 
restart treatment at the next lower 
dose level** 

• If the dose delay is > 12 consecutive 
weeks, discontinue treatment

  *Grade 1 is mild, Grade 2 is moderate, Grade 3 is severe, and Grade 4 is 
life-threatening. 

** Per Table 3 dose reductions above.



Advise pregnant women of the potential risk to a fetus. Advise females of 
reproductive potential to use an effective method of contraception during 
treatment with REBLOZYL and for at least 3 months after the final dose [see 
Use in Specific Populations (8.1, 8.3)]. 

6 ADVERSE REACTIONS 
The following clinically significant adverse reactions are described elsewhere 
in the labeling: 
         • Thrombosis/Thromboembolism [see Warnings and Precautions (5.1)] 
         • Hypertension [see Warnings and Precautions (5.2)] 
6.1 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. 
The data in the WARNINGS AND PRECAUTIONS reflect exposure to REBLOZYL 
as a single agent administered across a range of doses (0.125 mg/kg to  
1.75 mg/kg) in 571 patients in 4 trials. 
Myelodysplastic Syndromes with Ring Sideroblasts or Myelodysplastic / 
Myeloproliferative Neoplasm with Ring Sideroblasts and Thrombocytosis 
Associated Anemia 
The safety of REBLOZYL at the recommended dose and schedule was 
evaluated in 242 patients with MDS with ring sideroblasts (n=192) or other 
myeloid neoplasms (n=50). The safety population included 63% males and 
37% females of median age 72 years (range, 30 – 95 years); of these patients, 
81% were White, 0.4% Black, 0.4% Other, and race was not reported in 18.2% 
of patients. The median time on treatment with REBLOZYL was 50.4 weeks 
(range, 3 – 221 weeks); 67% of patients were exposed for 6 months or longer 
and 49% were exposed for greater than one year. 
Among the 242 patients treated with REBLOZYL, 5 (2.1%) had a fatal adverse 
reaction, 11 (4.5%) discontinued due to an adverse reaction, and 7 (2.9%) 
had a dose reduction due to an adverse reaction. The most common (≥10%) 
all-grade adverse reactions included fatigue, musculoskeletal pain, dizziness, 
diarrhea, nausea, hypersensitivity reactions, hypertension, headache, upper 
respiratory tract infection, bronchitis, and urinary tract infection. The most 
common (≥2%) Grade ≥ 3 adverse reactions included fatigue, hypertension, 
syncope and musculoskeletal pain. Selected laboratory abnormalities that 
changed from Grade 0-1 at baseline to Grade ≥ 2 at any time during the 
studies in at least 10% of patients included creatinine clearance decreased, 
total bilirubin increased, and alanine aminotransferase increased. 
Table 8 shows the most common adverse reactions for patients treated with 
REBLOZYL or placebo through the first 8 cycles in the MEDALIST trial 

 

 

 

Other clinically relevant adverse reactions reported in <5% of patients include 
bronchitis, urinary tract infection, and hypertension [see Warnings and 
Precautions (5.2)]. 
Shifts from Grades 0-1 to Grades 2-4 abnormalities for selected laboratory 
tests during the first 8 cycles in the MEDALIST trial are shown in Table 9. 

 

6.2 Immunogenicity 
As with all therapeutic proteins, there is 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 to luspatercept in 
the studies described below with the incidence of antibodies in other studies 
or to other products may be misleading. 
Of 284 patients with beta thalassemia who were treated with REBLOZYL and 
evaluable for the presence of anti-luspatercept-aamt antibodies, 4 patients 
(1.4%) tested positive for treatment-emergent anti-luspatercept-aamt antibodies, 
including 2 patients (0.7%) who had neutralizing antibodies. 
Of 260 patients with MDS who were treated with REBLOZYL and evaluable for 
the presence of anti-luspatercept-aamt antibodies, 23 patients (8.9%) tested 
positive for treatment-emergent anti-luspatercept-aamt antibodies, including 
9 patients (3.5%) who had neutralizing antibodies. 
Luspatercept-aamt serum concentration tended to decrease in the presence of 
neutralizing antibodies. There were no severe acute systemic hypersensitivity 
reactions reported for patients with anti-luspatercept-aamt antibodies in 
REBLOZYL clinical trials, and there was no association between hypersensitivity 
type reaction or injection site reaction and presence of anti-luspatercept-aamt 
antibodies. 

8 USE IN SPECIFIC POPULATIONS 
8.1 Pregnancy 
Risk Summary 
Based on findings in animal reproduction studies, REBLOZYL may cause fetal 
harm when administered to a pregnant woman. There are no available data on 
REBLOZYL use in pregnant women to inform a drug-associated risk of major 
birth defects, miscarriage, or adverse maternal or fetal outcomes. In animal 

Table 8: Adverse Reactions (≥5%) in Patients Receiving REBLOZYL  
with a Difference Between Arms of >2% in MEDALIST Trial  

Through Cycle 8

Body System / 
Adverse Reaction

REBLOZYL 
(N=153)

Placebo 
(N=76)

All Grades 
n (%)

Grade 3 
n (%)

All Grades 
n (%)

Grade 3 
n (%)

General disorders and administration site conditions

Fatigue a, b 63 (41) 11 (7) 17 (22) 2 (3)

Musculoskeletal and connective tissue disorders

Musculoskeletal pain b 30 (20) 3 (2) 11 (14) 0 (0)

Nervous system disorders

Dizziness/vertigo 28 (18) 1 (<1) 5 (7) 1 (1)

Headache b 21 (14) 0 (0) 5 (7) 0 (0)

Syncope / presyncope 8 (5) 5 (3) 0 (0) 0 (0)

Gastrointestinal disorders

Nausea b 25 (16) 1 (<1) 8 (11) 0 (0)

Diarrhea b 25 (16) 0 (0) 7 (9) 0 (0)

Respiratory, thoracic and mediastinal disorders

Dyspnea b 20 (13) 2 (1) 4 (5) 1 (1)

Immune system disorders

Hypersensitivity 
reactions b 15 (10) 1 (<1) 5 (7) 0 (0)

(continued)

Table 8: Adverse Reactions (≥5%) in Patients Receiving REBLOZYL  
with a Difference Between Arms of >2% in MEDALIST Trial  

Through Cycle 8

Body System / 
Adverse Reaction

REBLOZYL 
(N=153)

Placebo 
(N=76)

All Grades 
n (%)

Grade 3 
n (%)

All Grades 
n (%)

Grade 3 
n (%)

Renal and urinary disorders

Renal impairment b 12 (8) 3 (2) 3 (4) 0 (0)

Cardiac disorders

Tachycardia b 12 (8) 0 (0) 1 (1) 0 (0)

Injury poisoning and procedural complications

Injection site reactions 10 (7) 0 (0) 3 (4) 0 (0)

Infections and infestations

Upper respiratory tract 
infection 10 (7) 1 (<1) 2 (3) 0 (0)

Influenza / influenza  
like illness 9 (6) 0 (0) 2 (3) 0 (0)

a Includes asthenic conditions. 
b Reaction includes similar/grouped terms.

Table 9: Selected Grades 2-4 Treatment-Emergent Laboratory 
Abnormalities Through Cycle 8 in the MEDALIST Trial

Parameter REBLOZYL Placebo

Na n (%) Na n (%)

ALT elevated 151 13 (9) 74 5 (7)

AST elevated 152 6 (4) 76 0 (0)

Total bilirubin elevated 140 17 (12) 66 3 (5)
Creatinine clearance 
reduced 113 30 (27) 62 13 (21)

a Number of patients at Grades 0-1 at baseline. 
ALT = alanine aminotransferase; AST = aspartate aminotransferase.



reproduction studies, administration of luspatercept-aamt to pregnant rats 
and rabbits during the period of organogenesis resulted in adverse 
developmental outcomes including embryo-fetal mortality, alterations to 
growth, and structural abnormalities at exposures (based on area under the 
curve [AUC]) above those occurring at the maximum recommended human 
dose (MRHD) (see Data). Advise pregnant women of the potential risk to a 
fetus. 
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. 
Data 
Animal Data 
In embryo-fetal development studies, luspatercept-aamt was administered 
subcutaneously at 5, 15, or 30 mg/kg on gestation days 3 and 10 (rats) or 5, 
20, or 40 mg/kg on gestation days 4 and 11 (rabbits). Effects in both species 
included reductions in numbers of live fetuses and fetal body weights, and 
increases in resorptions, post-implantation losses, and skeletal variations 
(such as asymmetric sternal centra in rats and angulated hyoid in rabbits). 
Effects were observed at exposures (based on AUC) approximately 7-times 
(rats) and 16-times (rabbits) the MRHD of 1.75 mg/kg. 
In a pre- and postnatal development study, pregnant rats were administered 
luspatercept-aamt subcutaneously at 3, 10, or 30 mg/kg once every 2 weeks 
during organogenesis and through weaning, gestation day 6 through postnatal 
day 20. At all dose levels lower F1 pup body weights and adverse kidney 
findings (such as membranoproliferative glomerulonephritis, tubular atrophy/ 
hypoplasia, and vessel ectasia occasionally associated with hemorrhage)  
were observed. These effects were observed at exposures (based on AUC) 
approximately 1.6-times the MRHD of 1.75 mg/kg. 
8.2 Lactation 
Risk Summary 
Luspatercept-aamt was detected in milk of lactating rats. When a drug is 
present in animal milk, it is likely that the drug will be present in human milk. 
There are no data on the presence of REBLOZYL in human milk, the effects  
on the breastfed child, or the effects on milk production. Because of the 
potential for serious adverse reactions in the breastfed child, advise patients 
that breastfeeding is not recommended during treatment with REBLOZYL,  
and for 3 months after the last dose. 
8.3 Females and Males of Reproductive Potential 
Pregnancy Testing 
Pregnancy testing is recommended for females of reproductive potential 
before starting REBLOZYL treatment. 
Contraception 
Females 
REBLOZYL may cause embryo-fetal harm when administered to pregnant 
women [see Use in Specific Populations (8.1)]. Advise female patients of 
reproductive potential to use effective contraception during treatment with 
REBLOZYL and for at least 3 months after the last dose. 
Infertility 
Females 
Based on findings in animals, REBLOZYL may impair female fertility [see 
Nonclinical Toxicology (13.1)]. Adverse effects on fertility in female rats were 
reversible after a 14-week recovery period. 
8.4 Pediatric Use 
Safety and effectiveness in pediatric patients have not been established. 
Based on findings in juvenile animals, REBLOZYL is not recommended for 
use in pediatric patients [see Non-Clinical Toxicology (13.1)]. 
8.5 Geriatric Use 
Clinical studies of REBLOZYL in beta thalassemia did not include sufficient 
numbers of patients age 65 years and older to determine whether they 
respond differently from younger patients. 

Clinical studies of REBLOZYL for treatment of anemia in MDS-RS and 
MDS/MPN-RS-T included 206 (79%) patients ≥ 65 years of age and 93 
(36%) patients ≥ 75 years of age. No differences in safety or effectiveness 
were observed between older (≥ 65 years) and younger patients. 

13 NONCLINICAL TOXICOLOGY 
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility 
No carcinogenicity or mutagenicity studies have been conducted with 
luspatercept-aamt. 
In a repeat-dose toxicity study, juvenile rats were administered luspatercept-
aamt subcutaneously at 1, 3, or 10 mg/kg once every 2 weeks from postnatal 
day 7 to 91. Hematologic malignancies (granulocytic leukemia, lymphocytic 
leukemia, malignant lymphoma) were observed at 10 mg/kg resulting in 
exposures (based on area under the curve [AUC]) approximately 4.4 times  
the maximum recommended human dose (MRHD) of 1.75 mg/kg. 
In a combined male and female fertility and early embryonic development 
study in rats, luspatercept-aamt was administered subcutaneously to animals 
at doses of 1 to 15 mg/kg. There were significant reductions in the average 
numbers of corpora lutea, implantations, and viable embryos in luspatercept-
aamt-treated females. Effects on female fertility were observed at the highest 
dose with exposures (based on AUC) approximately 7-times the MRHD of 
1.75 mg/kg. Adverse effects on fertility in female rats were reversible after a 
14-week recovery period. No adverse effects were noted in male rats. 

17 PATIENT COUNSELING INFORMATION 
Discuss the following with patients prior to and during treatment with 
REBLOZYL. 
Thromboembolic Events 
Advise beta thalassemia patients of the potential risk of thromboembolic 
events. Review known risk factors for developing thromboembolic events and 
advise patients to reduce modifiable risk factors (e.g., smoking, use of oral 
contraceptives) [see Warnings and Precautions (5.1)]. 
Effects on Blood Pressure 
Caution patients that REBLOZYL may cause an increase in blood pressure 
[see Warnings and Precautions (5.2)]. 
Embryo-Fetal Toxicity 
Advise females of reproductive potential of the potential risk to a fetus. Advise 
females of reproductive potential to use effective contraception while receiving 
REBLOZYL and for at least 3 months after the final dose. Advise females to 
contact their healthcare provider if they become pregnant, or if pregnancy is 
suspected, during treatment with REBLOZYL [see Warnings and Precautions 
(5.3) and Use in Specific Populations (8.1)]. 
Lactation 
Advise females not to breastfeed during treatment with REBLOZYL and for  
3 months after the final dose [see Use in Specific Populations (8.2)]. 
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