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Key Takeaway

This expert consensus-driven mDelphi study informs practical
recommendations to support safe outpatient step-up dosing
of teclistamab or talquetamab.

Conclusions

Experts support the safe and feasible implementation of
outpatient step-up dosing for teclistamab or talquetamab for
appropriately selected patients with RRMM.

The resulting consensus-based implementation guide will
provide practical guidance on patient selection, AE
monitoring and management, education and care coordination
to support implementation of outpatient step-up dosing
across diverse clinical settings.

Accordingly, the implementation guide is expected to improve
the ability of US healthcare providers to operationalize
outpatient step-up dosing, optimize healthcare resource
utilization, and expand patient access to teclistamab or
talquetamab.
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Introduction

« Teclistamab and talquetamab are standard-of-care bispecific antibody (BsAb) T-cell
engagers that demonstrate deep and durable responses in clinical trials as
monotherapy and in combination therapy for patients with relapsed/refractory multiple
myeloma (RRMM).1-3
To mitigate the risk of class-wide adverse events (AEs) associated with BsAbs,
particularly cytokine release syndrome (CRS) and immune effector cell-associated
neurotoxicity syndrome (ICANS), treatment is initiated using a step-up dosing (SUD)
schedule that has traditionally been administered in the inpatient (IP) setting.**
In 2026, the Food and Drug Administration removed the recommendation for
hospitalization after the first treatment dose of teclistamab, providing flexibility for
administration in outpatient (OP) settings.*
Growing evidence supports that OP SUD can be administered safely and is an effective
approach that may reduce healthcare resource utilization and improve patient access,
particularly in community practices which may have limited resources for IP SUD.®
However, the absence of standardized guidance remains a barrier to broader
implementation of OP SUD.

Aim

+  To establish expert consensus supporting the safe administration of OP SUD for
teclistamab or talquetamab and translate these recommendations into a practical,
provider-facing implementation guide.

Results

« Fifteen US providers (7 hematologist-oncologists; 8 pharmacists) leading their respective
BsAbs programs in academic (n=3) and community (n=12) settings comprised the panel.
— 9 panelists had prior teclistamab or talquetamab OP SUD experience
— 6 panelists provided insights on perceived barriers to operationalizing OP SUD

Patient eligibility criteria, AE monitoring and management workflows, and patient and
caregiver education are presented in Figures 2-6.

Figure 2: Patient eligibility decision tree for OP SUD
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Figure 3: Access to care decision tree for OP SUD
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Methods
Study design and study population

An

Figure 4a: Roles and responsibilities for SUD administration and AE

A three-round modified Delphi (mDelphi) study (Figure 1) was initiated in
January 2026 with a panel of hematologist-oncologists and/or pharmacists
leading BsAbs programs and caring for patients with RRMM in the United
States (US) who:

— Had 26 months of experience managing multiple myeloma (MM).

— Had treated or managed 25 adult patients with RRMM requiring teclistamab
or talquetamab SUD within the prior year.

alysis
Panelists’ level of agreement with the consensus statements was rated on a 5-
point Likert scale from 1 (strongly disagree) to 5 (strongly agree).

Consensus was defined as 280% concordance in responses, achieved when
280% of panelists selected either 4 (agree) or 5 (strongly agree), or when
280% selected 1 (strongly disagree) or 2 (disagree).

Consensus statements presented here reflect findings of Rounds 1 and 2 of
the mDelphi panel. The third round of mDelphi panel is ongoing.

To facilitate the adoption of OP SUD in real-world clinical practice, consensus
statements will be synthesized into a healthcare provider-facing
implementation guide that will be supplemented with existing literature, expert
opinion and external treatment protocols, where appropriate.
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) AE monitoring during non-clinic hours
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navigator)

F

igure 4b: AE monitoring and risk mitigation

0 Educate patients on AE monitoring

Manual symptom monitoring

QCRS: assess for fever, low BP, low oxygen with
home monitoring kitt

QICANS: assess neurologic symptoms (e.g.,
confusion/disorientation, shaky handwriting,
difficulty waking the patient)

OAssess for infection, and oral toxicity symptoms

QCaregiver-led vital sign checks every 4-8 hours

tCRS home monitoring kit

QThermometer

QBP cuff

QPulse oximeter

Remote symptom monitoring
Educate patients on the use of
each wearable device per its
device-specific instructions
QOWearable device to record
temperature, heart rate, and
oxygen saturation; BP
(manually obtained)
QPractice-level electronic
remote patient monitoring
platform to receive
physiologic data
QOAutomatic notification/alert
to on-call physician for
abnormal vital signs or

reported symptoms )

Optional — keep a vitals log: record readings to
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\

eProvide pre-medications* e Administer prophylaxis**

o Recommended infrastructure

**Administration and dosing per institutional

guidelines and patient attributes

QTocilizumab (8 mg/kg IV, max. 800 mg)

QOAcyclovir (400-800 mg PO BID) or valacyclovir
(500 mg PO BID), with
sulfamethoxazole/trimethoprim (1 DS tab PO
three times weekly)

QOLevofloxacin (500 mg PO daily) or oral
cephalosporin (e.g., cefpodoxime 200 mg PO
BID) and fluconazole (200-400 mg PO daily)

QOImmunoglobulin replacement (~0.4-0.5 g/kg IV
/ \every 4 weeks; maintain IgG 2400 mg/dL) /

*1-3 hours before each SUD

QDexamethasone (16 mg
PO/IV or per institutional
guidelines)

QDiphenhydramine (50 mg
PO/IV or per institutional
guidelines)

OAcetaminophen (650 mg—
1,000 mg PO/IV)

OPhone, in-person, or remote monitoring capabilities

OEMR alerts and pre-built order sets for CRS and ICANS monitoring

OPatient’'s EMR profile could contain educational materials or emergency guidance to
facilitate easier access during OP SUD monitoring, management and emergency care )

Abbreviations
AE: adverse event; APP: advanced practice provider; BID: twice per day; BP: blood pressure; BsAb: bispecific antibody; CAR-T: chimeric antigen

receptor T-cell; CRS: cytokine release syndrome; DS: double strength; ECOG: Eastern Cooperative Oncology Group; EMR: electronic medical
record; ER: emergency room; ICANS: immune effector cell-associated neurotoxicity syndrome; ICE: immune effector cell-associated
encephalopathy; IgG: immunoglobulin G; IP: inpatient; IV: intravenous; MM: multiple myeloma; OP: outpatient; PO: taken orally; RRMM:

y multiple my ; SUD: step-up dosing.

Figure 1: mDelphi study design
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Figure 4c: AE management pathway and escalation to IP admission
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Figure 5: Caregiver eligibility for OP SUD

o Responsibilities and availability

QBe physically present with the patient for the entire
SUD period
QMonitor with thermometer, BP cuff, pulse oximeter
QAssess and report CRS and ICANS symptoms
every 4-8 hours
QAttend all patient SUD appointments and
\___communicate concerns to providers

(") Caregiver Eligibility Screening
d Caregiver eligibility requires reliable support, communication, continuous presence, symptom
monitoring, and appointment participation throughout OP SUD

Capability

QNo cognitive impairment impacting patient support
abilities

QNo physical limitations impairing emergency
response or patient transport

QAbility to reliably communicate with the patient and
providers

Figure 6: Patient and caregiver education for OP SUD

i! Education Package Prior to OP SUD Monitoring

Post-treatment medications

ODexamethasone and acetaminophen
Qlnstruct patient to take these medications for
Grade 1 CRS (see Figure 4c)

ER guidance

QWhich ER: designated CRS/ICANS-capable site
where possible (see Figure 3)

QWhen to go: see Figure 4c

QWhat to bring: wallet care card or patient bracelet

QOWhat to inform ER providers: on bispecific therapy
and last dose date; at risk for CRS/ICANS; ask ER
staff to contact the administering site

Whom and when to call

QOWho: administering site contact information during
and after hours

OWhen: any grade CRS or ICANS (see Figure 4c)

Wallet care card or patient bracelet

QCurrent therapy and dosing

QOAEs to monitor: CRS, ICANS, infection

QProviders: administering site 24/7 contact
number and on-call provider 24/7 contact
number
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