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Why are we doing this?

BUT INTEGRATION 
INTO COMMUNITY 

ONCOLOGY PRESENTS 
CHALLENGES

AND ULTIMATELY 
IMPROVES TREATMENT 
AND MANAGEMENT OF 
PATIENTS FOR BETTER 
PATIENT OUTCOMES

BISPECIFICS REPRESENT A 
NEW MILESTONE IN THE 
TREATMENT OF PATIENTS

ALIGNING ON ACTIONABLE 
STEPS TO MAKE THIS A 

VIABLE OPTION LEADS TO 
VALUE FOR PRACTICES

Network iden,fied this as a need....let's dig in!

Non-sponsored discussion among our Network Members
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Panel Discussion on Bispecifics

In Community Oncology,  

what are the top 

challenges?
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1. Complexity and novelty

2. Limited clinical experience

3. Treatment-related toxici2es

4. Transi2on from in-pa2ent to 

out-pa2ent se8ng

What are ways to best integrate bispecifics into community practice? 
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Teclistamab-cqyv / Tecvayli® (Multiple Myeloma) – approved October 2022 
(Janssen)

Mosunetuzumab-axgb / LUNSUMIOTM (Follicular Lymphoma) – approved 
December 2022 (Genentech)

Talquetamab-tgvs / TALVEY™ (MulWple Myeloma) – approved August 10, 2023 
(Janssen)

Amivantamab-vmjw / RYBREVANT® (NSCLS with EGFR exon 20 inserWon) – 
approved May 2021 (Janssen)

Epcoritamab-bysp / EPKINLY™ (R/R DLBCL) – approved May 19, 2023 (Genmab)

Glofitamab-gxbm / COLUMVI™ (R/R DLBCL, NOS or LBCL) – approved June 15, 
2023

Elranatamab / ELREXFIO™ (R/R MulWple Myeloma) – approved August 14, 2023 
(Pfizer)

Blinatumomab / BLINCYTO® (ALL) – approved July 2017 (Amgen)

Tebentafusp-tebn / KIMMTRAK® (Melanoma)- approved January 2022
(Immunocore)

Never use Almost never use Occasionally/Sometimes use Frequently use

Please indicate your utilization of the following FDA 
approved bispecific antibodies to date:

Answered: 71

February 2024 Survey
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Bispecific (BsAbs) An.bodies and CAR T-Cell Therapy

Efficacy and 
safety

CAR T: long-term 
survival data and 

dura2on of therapy

Bispecifics: lower 
toxicity

Accessibility

CAR T: administered 
at a specialized 

center

Bispecifics: off the 
shelf availability and 

easier access

Cost 

CAR T: higher upfront 
cost

Bispecifics: overall, 
comparable in cost
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Bispecifics: Developmental Timeline in Oncology

Blinatumomab 
(Blincyto®, Amgen) 

BLAST
ALL

Amivantamab-vmjw 
(Rybrevant®, Janssen 

Biotech) 
CHRYSALIS

mNSCLC with EGFR exon 
20 inser%on muta%ons

Tebentafusp-tebn
(Kimmtrak®, 

Immunocore Limited)
IMCgp100-202

 Metasta%c Uveal 
Melanoma

Teclistamab-cqyv 
(Tecvayli®, Janssen)

MajesTEC-1
R/R Mul%ple Myeloma

Mosunetuzumab-axgb 
(Lunsumio™, Genentech)

GO29781
R/R Follicular Lymphoma 

2014 2021 2022 2023

Epcoritamab-bysp
(EPKINLY™, Genmab) 

EPCORE NHL-1
R/R DLBCL

Glofitamab-gxbm 
(COLUMVI™, Genentech)

NP30179
R/R DLBCL, NOS or LBCL

Talquetamab-tgvs 
(TALVEY™, Janssen)

MonumenTAL-1 
Mul%ple Myeloma

Elranatamab 
(ELREXFIO™, Pfizer)

Magne^sMM-3
R/R Mul%ple 

Myeloma

More 
to 

come…



Bispecifics in Lymphoma
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Drug LUNSUMIO™ (mosunetuzumab-axgb) EPKINLY™ (epcoritamab-bysp) COLUMVI™ (glofitamab-gxbm)

FDA approval

LUNSUMIO is a bispecific CD20-directed CD3 T-cell 
engager indicated for the treatment of adult patients 
with relapsed or refractory follicular lymphoma after 

two or more lines of systemic therapy. 

EPKINLY is a bispecific CD20-directed CD3 T-cell engager 
indicated for the treatment of adult patients with 

relapsed or refractory diffuse large B-cell lymphoma 
(DLBCL), not otherwise specified, including DLBCL arising 

from indolent lymphoma, and high-grade B-cell 
lymphoma after two or more lines of systemic therapy

COLUMVI is a bispecific CD20-directed CD3 T-cell 
engager indicated for the treatment of adult patients 

with relapsed or refractory diffuse large B-cell 
lymphoma, not otherwise specified (DLBCL, NOS) or 
large B-cell lymphoma (LBCL) arising from follicular 

lymphoma, after two or more lines of systemic therapy. 

Structure

Route of administra7on IV SC IV

Dosing Schedule

Cycle 1: Day 1 – 1 mg 
21-Day Treatment Cycles

Administer over a 
minimum of 4 hours.

Cycle 1: Day 1 – 0.16 mg

28-Day 
Treatment 

Cycles

Cycle 1: Day 1 - Pretreat with a single 1,000 mg dose of 
obinutuzumab IV Cycle 1: Day 8 – 0.8 mgCycle 1: Day 8 – 2 mg 

Cycle 1: Day 8 – 2.5 mg

21-Day Treatment 
Cycles

Cycle 1: Day 15 – 48 mg
Cycle 1: Day 15 – 60 mg

Cycle 1: Day 22 – 48 mg
Cycle 1: Day 15 – 10 mg

Cycle 2: Day 1 – 60 mg Administer over 2 hours if 
infusions from Cycle 1 
were well-tolerated. 

Cycles 2 & 3: Day 1,8,15, 22 – 48 mg

Cycles 4 – 9: Day 1 & 15 – 48 mg
Cycle 2 -12: Day 1 – 30 mgCycle 3+: Day 1 – 30 mg Cycle 10+: Day 1 – 48 mg

LUNSUMIO™ (mosunetuzumab-axgb) for third-line or 
later follicular lymphoma | HCP (lunsumio-hcp.com)

EPKINLY™ for 3L+ Large B-cell Lymphoma - Official HCP Site 
(epkinlyhcp.com)

COLUMVI™ (glofitamab-gxbm) for third-line or later DLBCL 
| HCP (columvi-hcp.com)

https://www.lunsumio-hcp.com/
https://www.lunsumio-hcp.com/
https://www.epkinlyhcp.com/
https://www.epkinlyhcp.com/
https://www.columvi-hcp.com/
https://www.columvi-hcp.com/


Bispecifics in Myeloma
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Drug TECVAYLI® (teclistamab-cqyv) TALVEY™ (talquetamab-tgvs) ELREXFIO™ (elranatamab)

FDA approval

TECVAYLI is a bispecific B-cell maturation antigen 
(BCMA)-directed CD3 T-cell engager indicated for the 

treatment of adult patients with relapsed or refractory 
multiple myeloma who have received at least four prior 

lines of therapy, including a proteasome inhibitor, an 
immunomodulatory agent and an anti-CD38 monoclonal 

antibody.

TALVEY is a bispecific GPRC5D-directed CD3 T-cell engager 
indicated for the treatment of adult patients with 

relapsed or refractory multiple myeloma who have 
received at least four prior lines of therapy, including a 

proteasome inhibitor, an immunomodulatory agent and 
an anti-CD38 monoclonal antibody. 

ELREXFIO is a bispecific B-cell maturation antigen 
(BCMA)-directed CD3 T-cell engager indicated for the 

treatment of adult patients with relapsed or refractory 
multiple myeloma who have received at least four 

prior lines of therapy including a proteasome inhibitor, 
an immunomodulatory agent, and an anti-CD38 

monoclonal antibody. 

Structure

Route of administration SC SC SC

Dosing Schedule

Day 1 – 0.06 mg/kg 
Step up dosing 

schedule

Day 1 – 0.01 mg/kg
Step up dosing 

schedule

Day 1 – 12 mg
Step up dosing 

schedule
Day 4 – 0.06 mg/kgDay 4 – 0.3 mg/kg Day 4 – 32 mg

Day 7 – 0.4 mg/kgDay 7 – 1.5 mg/kg Day 8 – 76 mg

One week after first 
treatment dose and weekly 
thereafter

1.5 mg/kg once weekly One week after first 
treatment dose and 
weekly thereafter

0.4 mg/kg once weekly

One week after first treatment 
dose and weekly thereafter 
through week 24

76 mg

The dosing frequency may be decreased to 1.5 mg/kg  
every two weeks with CR or better for at least 6 months

Week 25 and every 2 weeks 
thereafter: responders only 

76 mg

Official HCP Website | TECVAYLI™ (teclistamab-cqyv) 
HCP (tecvaylihcp.com)

Official HCP Website | TALVEY® (talquetamab-tgvs) HCP 
(talveyhcp.com)

ELREXFIO (pfizerpro.com)

https://www.tecvaylihcp.com/
https://www.tecvaylihcp.com/
https://www.talveyhcp.com/
https://www.talveyhcp.com/
https://elrexfio.pfizerpro.com/


Bispecifics in Leukemia, NSCLC, and Uveal Melanoma
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Drug Blincyto® (Blinatumomab) Rybrevant® (amivantamab-vmjw) Kimmtrak® (tebentafusp-tebn)

FDA approval

BLINCYTO is a bispecific CD19-directed CD3 T-cell 
engager indicated for the treatment of adult and 

pediatric patients with: CD19-positive B-cell 
precursor acute lymphoblastic leukemia (ALL) in 
first or second complete remission with minimal 
residual disease (MRD) greater than or equal to 

0.1% and relapsed or refractory CD19-positive B-
cell precursor acute lymphoblastic leukemia (ALL)

RYBREVANT is a bispecific EGF receptor-directed and MET receptor-
directed antibody indicated: •  in combination with carboplatin and 
pemetrexed for the first-line treatment of adult patients with locally 

advanced or metastatic NSCLC with EGFR exon 20 insertion 
mutations, as detected by an FDA-approved test or  •  as a single 
agent for the treatment of adult patients with locally advanced or 

metastatic NSCLC with EGFR exon 20 insertion mutations, as 
detected by an FDA-approved test, whose disease has progressed on 

or after platinum-based chemotherapy. 

KIMMTRAK is a bispecific gp100 peptide-HLA-
directed CD3 T cell engager indicated for the 

treatment of HLA-A*02:01-positive adult 
patients with unresectable or metastatic uveal 

melanoma

Structure

Route of administration IV IV IV

Dosing Schedule

Induction
Cycle 1: Days 1 – 28 
28 mcg/day if >45 kg

Cycle 1: Days 1 – 28 
15 mcg/day if <45 kg

As a single agent
Weeks 1-5  Week 7 onwards

Weeks 1-5 Week 7 onwards

Day 1: 20 mcg
If < 80 kg: 1050 mg

Days 29 – 42: 14-day treatment free interval If ≥ 80 kg: 1400 mg Day 8: 30 mcg
Consolidation

Cycles 2-4: Day 1 – 28
28 mcg/day if >45 kg

Cycle 1: Days 1 – 28 
15 mcg/day if <45 kg

In combination with carboplatin and pemetrexed
Day 15: 68 mcg 

If < 80 kg Weeks 1 -4: 1400 mg

Week 7 onwards: 1750 mg

Once every week thereafter: 68 mcg
Days 29 – 42: 14-day treatment free interval

If ≥ 80 kg Weeks 1 – 4: 1750 mg

Week 7 onwards: 2100 mg

RYBREVANT® (amivantamab-vmjw) HCP (rybrevanthcp.com) KIMMTRAK HCP - Dosing, Admin, & Patient Support 
Information

CD19-Posigve B-Cell Precursor ALL Therapy | 
BLINCYTO® (blinatumomab) (blincytohcp.com)

https://www.rybrevanthcp.com/
https://www.kimmtrakhcp.com/
https://www.kimmtrakhcp.com/
https://www.blincytohcp.com/
https://www.blincytohcp.com/


Panel Discussion on Bispecifics

In Community Oncology,  

what are the top 

challenges?
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1. Complexity and novelty

2. Limited clinical experience

3. Treatment-related toxicities

4. Transition from in-patient to 

out-patient setting

What are ways to best integrate bispecifics into community practice? 



What are the greatest safety concerns when 
considering bispecific an>bodies?

Answered: 71

February 2024 Survey
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0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

Cytokine release syndrome (CRS)
Life threatening neurological toxicities

Neurological toxicities
Infections

Neutropenia and fibril neutropenia
ILD/pneumonitis

Ocular toxicity
Fatigue

Fever
Cytopenia

Infusion-related reactions
Leukoencephalopathy
Tumor lysis syndrome

Dermatologic adverse reactions
Tumor flare reactions

Hepatotoxicity
Pancreatitis

Other

1. Cytokine Release Syndrome (CRS)

2. Life-threatening neurological toxicities

3. Neurological toxicities
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June et al., Science. 2018 Mar 23;359(6382):1361-1365. 

Treatment associated cytokine release syndrome and neurotoxicity



Grading Schemes 
of CRS: 

CTCAE
Lee criteria
Penn criteria
MSKCC criteria
CARTOX criteria

Reviewed by D.W.Lee et al./BiolBloodMarrowTransplant25(2019)625 638

Difficult to compare CRS 
across studies
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Grading of CRS: CTCAE

CTCAE Term Grade 1 Grade2 Grade 3 Grade 4 Grade 5

Cytokine release 
syndrome

Fever with or 
without 

constitutional 
symptoms 

Hypotension 
responding to 
fluids; hypoxia 
responding to 

Hypotension 
managed with 
one pressor; 

hypoxia requiring 
≥ 40% O2 

Life-threatening 
consequences; 

urgent 
intervention 

indicated

Death

Definition: A disorder characterized by fever, tachypnea, headache, tachycardia, hypotension, rash, and/or hypoxia 
caused by the release of cytokines. 

Navigational Note: Also consider reporting other organ dysfunctions including neurological toxicities such as: 
Psychiatric disorders: Hallucinations or Confusion; Nervous system disorders: Seizure, Dysphasia, Tremor, or Headache 

Common Terminology Criteria for Adverse Events (CTCAE) 
Version 5.0 Published: November 27, 2017



“In an effort to harmonize the definitions and grading systems for CRS  and neurotoxicity, experts 
from all aspects of the field met on June 20 and 21, 2018, at a meeting supported by the American 
Society for Transplantation and Cellular Therapy (ASTCT; formerly American Society for Blood and 

Marrow Transplantation, ASBMT) in Arlington, VA”.

ASTCT Consensus Grading for CRS Definition of CRS
•   “a supraphysiologic response 

following any immune therapy that 
results in the ac?va?on or 
engagement of endogenous or  
infused T cells and/or other immune 
effector cells. Symptoms  can be 
progressive, must include fever at the 
onset, and may  include hypotension, 
capillary leak (hypoxia) and end organ  
dysfunc?on.” 

© 2024 Cornerstone Specialty Network. All rights reserved.

D.W.Lee et al./BiolBloodMarrowTransplant 25 (2019): 625-638



ASTCT CRS Consensus Grading

Tocilizumab

Steroids

CRS Parameter Grade 1 Grade 2 Grade 3 Grade 4

Fever Temperature ≥ 38°C Temperature ≥ 38°C Temperature ≥ 38°C Temperature ≥ 38°C

With

Hypotension None Not requiring 
vasopressors

Requiring a vasopressor 
with or without 

vasopressin

Requiring multiple 
vasopressors (excluding 

vasopressin)

And/or

Hypoxia None Requiring low-flow nasal 
cannulaz or blow-by

Requiring high-flow nasal 
can nulaz, facemask, 

nonrebreather mask, or 
Venturi mask

Requiring positive 
pressure (e.g., CPAP, 
BiPAP, intubation and 

mechanical ventilation)

Organ toxicities associated with CRS may be graded according to CTCAE v5.0 but they do not influence CRS grading.

Premedication 
reduces CRS 

rates

D.W.Lee et al./BiolBloodMarrowTransplant 25 (2019): 625-638© 2024 Cornerstone Specialty Network. All rights reserved.



Incidence of CRS with teclistamab in MajecTEC-1 over time by grade
EXAMPLE:

Overall incidence of CRS with 
teclistamab in MajesTEC-1

• CRS occurred in 72.1% of patients (N=119/165) 
with the majority being:
• Grade 1 (50.3%) 
• Grade 2 (21.2%) 

• Most CRS occurred after: 
• Step-up dose 1 – 43.6%
• Step-up dose 2 – 35.2%
• Cycle 1 Day 1  - 24.2%
• Cycle 1 Day 8 – 4.8%
• Cycle 1 Day 15 – 2.4%
• Cycle 2+ - 3.6%

• Only 1 percent of patients experienced CRS in 
subsequent cycles

Cancer. 2023;129:2035–2046.

© 2024 Cornerstone Specialty Network. All rights reserved.



Patients (%) with CRS events by cycle and grade

C, cycle; D, day; NA, not available.

EXAMPLE:

Mosunetuzumab 
monotherapy is acBve 

and tolerable in paBents 
with relapsed/refractory 

diffuse large B-cell 
lymphoma

Blood Adv (2023) 7 (17): 4926–4935

© 2024 Cornerstone Specialty Network. All rights reserved.
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Bispecific Antibody (BsAb) Management in B-Cell Lymphomas 

Consensus Recommendations on the Management of Toxicity Associated with CD3xCD20 Bispecific Antibody Therapy
Blood. 2024 Jan 22:blood.2023022432. doi: 10.1182/blood.2023022432. Online ahead of print.



Proposed management of CRS in patients with Bispecific antibody

© 2024 Cornerstone Specialty Network. All rights reserved.
Consensus Recommendations on the Management of Toxicity Associated with CD3xCD20 Bispecific Antibody Therapy

Blood. 2024 Jan 22:blood.2023022432. doi: 10.1182/blood.2023022432. Online ahead of print.



Proposed management of CRS in patients with Bispecific antibody

Consensus Recommendations on the Management of Toxicity Associated with CD3xCD20 Bispecific Antibody Therapy

© 2024 Cornerstone Specialty Network. All rights reserved.
Blood. 2024 Jan 22:blood.2023022432. doi: 10.1182/blood.2023022432. Online ahead of print.



The NCCN Guidelines for 
the Management of 

Immunotherapy-Related 
Toxicities includes a section 
on CRS for patients treated 
with CAR T-cell therapy but 
does not include a section 
on CRS for patients treated 
with bispecific antibodies

NCCN Guidelines: Management of Immunotherapy-Related Toxici2es
Version 1.2024 — December 7, 2023

© 2024 Cornerstone Specialty Network. All rights reserved



Discussion
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Key points for CRS

BsAbs have a relatively short half-life (compared to 
CAR T-cell therapy) and need to be administered 
repeatedly, therefore CRS symptoms tend to 
resolve relatively quickly by interrupting therapy 
and providing supportive care

• Educate staff and develop toxicity management 
protocols

• Ensure tocilizumab is available

• Ensure emergency department staff and 
hospitalists are aware that an on-call physician 
is available to help manage any patient who 
may present with CRS 

• Remind patients and their caregivers about 
signs and symptoms of CRS



ASTCT ICANS Consensus Grading

Tocilizumab / Anakinra

Steroids

© 2024 Cornerstone Specialty Network. All rights reserved

Consensus Recommendations on the Management of Toxicity Associated with CD3xCD20 Bispecific Antibody Therapy
Blood. 2024 Jan 22:blood.2023022432. doi: 10.1182/blood.2023022432. Online ahead of print.

Neurotoxicity 
Domain Grade 1 Grade 2 Grade 3 Grade 4

ICE score 7-9 3-6 0-2 0 
(patient is unarousable and unable to perform ICE)

Depressed level of 
consciousness

Awakens 
spontaneously

Awakens 
to voice Awakens only to tactile stimulus Patient is unarousable or requires vigorous or repetitive 

tactile stimuli to arouse. Stupor or coma

Seizure N/A N/A

Any clinical seizure focal or gen 
eralized that resolves rapidly or 
nonconvulsive seizures on EEG 
that resolve with intervention

Life-threatening prolonged seizure (>5 min); or 
Repetitive clinical or electrical seizures without return 

to baseline in between

Motor findings N/A N/A N/A Deep focal motor weakness such as hemiparesis or 
paraparesis

Elevated ICP/ cerebral 
edema N/A N/A Focal/local edema on 

neuroimaging

Diffuse cerebral edema on neuroimaging; decerbrate or 
decorticate posturing; or cranial nerve VI palsy; or 

papilledema; or Cushing's triad

ICANS grade is 
determined by the 
most severe event



ICANS: Definition and ICE Scoring points

Blood. 2024 Jan 22:blood.2023022432. doi: 10.1182/blood.2023022432. Online ahead of print.

© 2024 Cornerstone Specialty Network. All rights reserved



Proposed Management of ICANS

Grade Management

Blood. 2024 Jan 22:blood.2023022432. doi: 10.1182/blood.2023022432. Online ahead of print.

© 2024 Cornerstone Specialty Network. All rights reserved



The NCCN Guidelines for 
the Management of 

Immunotherapy-Related 
Toxicities includes a section 

on neurotoxicity  for 
patients treated with CAR 
T-cell therapy but does not 

include a section on 
neurotoxicity for patients 

treated with bispecific 
antibodies

© 2024 Cornerstone Specialty Network. All rights reserved



Discussion
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Key points for ICANS

ICANS can manifest with a range of effects, from 
mild symptoms like headaches to more severe 
conditions such as confusion, unconsciousness, 
and seizures

• Early intervention is critical to be able to give 
the next dose

• Collaboration of neurologist and 
neuroradiologist is important

• Increase the dose (dexamethasone, anakinra) 
if not responding

• Avoid concurrent medications that might 
cause cognitive changes



Risk Evalua>on and Mi>ga>on Strategies

© 2024 Cornerstone Specialty Network. All rights reserved.

• The purpose of the TECVAYLI and TALVEY REMS is to mitigate the risk of Cytokine Release Syndrome (CRS) and 
neurologic toxicity, including Immune Effector Cell-Associated Neurotoxicity Syndrome (ICANS), by:
• Ensuring prescribers are aware of the importance of monitoring for the signs and symptoms of CRS and 

neurologic toxicity, including ICANS, in patients exposed to TECVAYLI or TALVEY

• The goal of the ELREXFIO REMS is to mitigate the risks of Cytokine Release Syndrome (CRS) and neurologic 
toxicity including Immune Effector Cell-Associated Neurotoxicity Syndrome (ICANS) by ensuring prescribers are 
aware of the importance of monitoring for signs and symptoms of CRS and neurologic toxicity including ICANS 
in patients exposed to ELREXFIO.

A Risk Evalua;on and Mi;ga;on Strategy (REMS) is a drug safety program that the U.S. Food and Drug 
Administra;on (FDA) can require for certain medica;ons with serious safety concerns to help ensure the benefits 

of the medica;on outweigh its risks.

REMS focus on preven;ng, monitoring and/or managing a specific serious risk by informing, educa;ng and/or 
reinforcing ac;ons to reduce the frequency and/or severity of the event.



Answered: 71

Have you or your prac,ce ini,ated a Risk 
Evalua,on and Mi,ga,ons Strategy (REMS) 
program into your prac,ce for the management 
of pa,ents receiving any other bispecific 
an,bodies without an FDA required REMS?

Answered: 34

February 2024 Survey

© 2024 Cornerstone Specialty Network. All rights reserved

Yes
48%

No
30%

Unsure
22%

Please indicate the steps involved in your REMS 
program (check all that apply)

0% 20% 40% 60%

Designate representative(s)/committee to carry out
certification, implementation, compliance of internal REMS

Review prescribing information

Create and execute drug administration process

Develop adverse reaction management guide/algorithm

Create and execute prescriber training program

Complete and maintain up to date prescriber certification form

Patient counsel training/education and provision of patient
wallet card

Unsure

Perform knowledge assessments (quarterly, bi-yearly, or
yearly)

Other

Other: 
• NA



Designate committee / staff to 
create, certify, implement, and 
maintain compliance of internal 

REMS

Complete and maintain 
up-to-date prescriber 

cer^fica^on form 
Prescriber pa^ent 
counsel training

Pa^ent educa^on and  
provision of pa^ent 

wallet card

Review prescribing 
informa^on

Develop algorithm for 
treatment including 

premedication

Create and execute prescriber/staff 
training program on  

administra^on, toxici^es, and 
clinical trial informa^on

Prescriber/staff 
knowledge   
assessment 

Develop algorithm for 
management of 

toxicities 

© 2024 Cornerstone Specialty Network. All rights reserved.

Review the FDA 
required REMS 
program (if 
applicable)

Establish communica^on for 
pa^ent AE repor^ng, 

hospital admission / bed 
availability 



Discussion

© 2024 Cornerstone Specialty Network. All rights reserved

Key points for REMS

REMS programs focus on preven+ng, 
monitoring, and/or managing a specific serious 
risk(s) associated with certain drugs by 
informing, educa+ng, and/or reinforcing ac+ons 
to reduce the frequency and/or severity of a 
par+cular adverse event(s)

• Unique adverse events

• Educate staff: prescriber, pharmacist, nurse

• Educate pa+ents: inform, educate, and 
reinforce

• Close monitoring during cri+cal phases

• Review and revise -  Elements to Assure Safe 
Use (ETASU) for medica+on safety



Panel Discussion on Bispecifics

In Community Oncology,  

what are the top 

challenges?

© 2024 Cornerstone Specialty Network. All rights reserved.

1. Complexity and novelty

2. Limited clinical experience

3. Treatment-related toxiciBes

4. Transi;on from in-pa;ent to 

out-pa;ent se>ng

What are ways to best integrate bispecifics into community pracBce? 



In your opinion, what are the biggest barriers to using bispecific an,bodies?

Answered: 71

February 2024 Survey
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63.38%

59.15%

50.70%

46.48%

43.66%

33.80%

23.94%

18.31%

15.49%

7.04%

1.41%

0% 10% 20% 30% 40% 50% 60% 70% 80%

Transitioning patients from the inpatient to outpatient setting

Managing side effects

Training in-house staff on drug, side effect management, and new logistical requirements

Managing patients in remote areas

Lacking in-house expertise with the drug class

Coordinating with and/or treating in a hospital setting

Securing insurance coverage

Step-up dosing phase

Assisting patients with treatment costs

Understanding differences in disease states

Age of patient/patient history

Other
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Transi'on from in-pa'ent to out-pa'ent se1ng

Importance of ?mely consulta?on and 
communica?on around pa?ent urgency 
when transferring between community 
and  hospital  seIng

Ø Establish strong rela/onships between clinicians 
working at academic and community cancer 
programs
• Build on exis/ng referral pathways
• Ensure staff are familiar with referral process

Ø U/lize online resources to help prepare/educate 
pa/ents
• Provide pa/ent informa/on sheet

Ø Use telehealth to provide follow-up care and 
monitor for symptoms

Ø Use knowledgeable navigators (provide training) to 
coordinate logis/cs between community and 
academic medical centers
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Logis'cs and Financial challenges

Geographic and 
financial barriers can be 

challenging for more 
rural pa5ents:

Long travel distances 
and limited resources to 

cover transporta5on, 
housing, and other 

expenses

Patients
•Potential hospital stays 

during step-up dosing

•Patient insurance can dictate 
treatment choice

•Assisting with treatment-
related costs

•Medication assistance 
programs

Payers
•Open communica=on to 

understand urgency of 
approval

•Prior treatment history and 
ra=onale for bispecific

•Up-to-date on clinical data, 
guidelines, FDA approvals to 
support approval

Provider (Prac0ce vs 
Hospital)
•Who is going to assume the 

cost?



Checklist Prior to Star>ng Bispecifics
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PaLent EducaLon & 
Caregiver: a must!

Wellness Tools: Basic 
Thermometer, BP 

instrument and Pulse 
Oximeter

Clear guidance: a 
flowchart with vitals 

log

Prescription: 
Dexamethasone (and 
acetaminophen and 
diphenhydramine)

Prophylaxis: Bactrim 
and Acyclovir

Assess comorbidiLes: 
DM and Echo (hint: 

Dex and IVF)



Key to Success
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1

Start Slow 
(few select 
pa2ents)

2

Select stable, 
low bulk, fit 

patients with 
good support

3

Start one 
pa2ent at a 

2me

4

Educate

Educate

Educate!

5

Plan for aeer 
hours

6

Make sure 
Tocilizumab is 

available! 
(Hint: Pharmacy)


