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We Encourage Clinicians in Practice to Submit Questions

Feel free to submit questions now before the program 
begins and throughout the program.



Familiarizing Yourself with the Zoom Interface

Expand chat submission box

Drag the white line above the submission box up to create 

more space for your message.



Familiarizing Yourself with the Zoom Interface

Increase chat font size

Press Command (for Mac) or Control (for PC) and the + symbol. 

You may do this as many times as you need for readability.



Clinicians in the Audience, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll
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Thank you for joining us! Please take a moment 
to complete the survey currently up on Zoom. 

Your feedback is very important to us.

Information on how to obtain CME and ABIM MOC 
credit will be provided at the conclusion 

of the activity in the Zoom chat room. Attendees 
will also receive an email in 1 to 3 business days 

with these instructions.
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FDA Flags Eye Safety Concerns with Belantamab Mafodotin Ahead of 
Advisory Committee Meeting
Press Release: July 15, 2025

“A new FDA briefing document indicates the [manufacturer] may need to address some of the agency's 
lingering concerns in order to reintroduce [belantamab mafodotin] in the U.S. market.

In a document posted ahead of the July 17 meeting of the Oncologic Drugs Advisory Committee (ODAC), 
FDA reviewers flagged ‘high rates of ocular toxicity’ and ‘uncertainty regarding the proposed dosages’ as 
key issues for discussion.

On the ocular toxicity issue, FDA reviewers said the majority of patients in [the] pivotal DREAMM-7 and 
DREAMM-8 trials experienced Keratopathy and Visual Acuity (KVA) events. KVA events at any grade 
occurred in 92% and 93% of patients in the trials, respectively, while grade 3-4 events happened in 77% and 
78% of patients in the studies.

In addition, treatment with [belantamab] was ‘associated with severe ocular toxicities, including corneal 
ulcers and clinically significant decline in visual acuity, including severe vision loss,’ the document reads.”

https://www.fiercepharma.com/pharma/gsk-eyes-blenreps-us-return-fda-flags-eye-safety-concerns-ahead-advisory-committee-meeting



81-Year-Old Man with Recurrent Multiple Myeloma 
on Belantamab Mafodotin for 3 Years



J Adv Pract Oncol 2023;14(4):300-6.



Lu R et al. J Adv Pract Oncol 2023;14(4):300-6.

Ocular Toxicity Management with Belantamab Mafodotin



Approved Antibody-Drug Conjugates (ADCs) in Oncology 

Name Tumor type Year approved

Gemtuzumab ozogamicin Acute myeloid leukemia 2000

Brentuximab vedotin Hodgkin lymphoma 2011

Trastuzumab emtansine HER2-positive breast cancer 2013

Inotuzumab ozogamicin Acute lymphoblastic leukemia 2017

Moxetumomab pasudotox Hairy cell leukemia 2018

Polatuzumab vedotin DLBCL 2019

Trastuzumab deruxtecan HER2-positive metastatic breast cancer 2019

Enfortumab vedotin Urothelial bladder cancer 2019

Sacituzumab govitecan Breast cancer 2020

Belantamab mafodotin* Multiple myeloma 2020

Tisotumab vedotin Cervical cancer 2021

Loncastuximab tesirine DLBCL 2021

Mirvetuximab soravtansine Ovarian cancer 2022

Datopotamab deruxtecan Breast cancer; EGFR-mutated NSCLC 2025

Telisotuzumab vedotin NSCLC 2025

https://www.fda.gov/drugs/resources-information-approved-drugs/oncology-cancer-hematologic-malignancies-approval-notifications
* not currently FDA approved
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Key Takeaway Points

1. Explain ocular adverse events (OAEs) from antibody-drug conjugates (ADCs)

2. Improve grading and screening of cancer therapy-induced OAEs

3. Develop effective preventative therapy for ADC corneal toxicity

Neel Pasricha: Ocular Toxicites from Cancer Therapies 
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Background: ADCs
Traditional chemotherapies are non-specific

Cancer cell

Healthy cell

Toxic payload

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Cancer cell

Healthy cell

Payload

Chemical linker

Antibody

Background: ADCs
Antibody-drug conjugates (ADCs) are targeted cancer therapies

15 FDA-approved

>150 in clinical trials

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: ADC OAEs
ADC corneal toxicity is a common ocular adverse event (OAE)

▪ 20% (3/15*) of ADCs have FDA black 

box warning for ocular toxicity

▪ Develop ~3 weeks after ADC infusion

▪ Reversible 2 weeks-8 months after 

ADC discontinuation

▪ Causes eye pain and blurry vision

Corneal pseudomicrocysts

Lindgren ES…Pasricha ND. Incidence and Mitigation of Corneal Pseudomicrocysts Induced by Antibody–Drug Conjugates (ADCs). Curr Ophthalmol Rep. 2024

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: ADC OAEs
Corneal pseudomicrocysts = Apoptosis of corneal epithelial cells

H&E: Vacuolar and granular cytoplasm 

with apoptosis in epithelial layers

IHC: IgG+ basal epithelial cytoplasm 

and engulfed apoptotic cells

Lee BA et al. Clinical and Histological Characterization of Toxic Keratopathy From Depatuxizumab Mafodotin (ABT-414), an Antibody-Drug Conjugate. Cornea. 2021

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: ADC OAEs
Corneal pseudomicrocysts start peripherally then migrate centrally

Canestraro J et al. Refractive Shifts and Changes in Corneal Curvature Associated with Antibody -Drug Conjugates. Cornea. 2021

Hyperopic (far-sighted) shift

Myopic (near-sighted) shift

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: ADC OAEs
ADCs selectively accumulate in the corneal epithelium  

▪ Rabbits administered radiolabeled ADC and 

ocular tissues collected over 14 days

▪ Results:

- ADC in ocular tissues (except corneal 

epithelium) similar to blood/plasma elimination 

(T1/2 = 4.5-7.5 days)

- Corneal epithelium:

▪ Absorption phase followed by stable 

concentration plateau through 14 days

▪ High tissue-to-plasma ratio (1.6 vs <0.5)

Warbington A et al. Nonclinical ocular toxicity of a maytansinoid payload-antibody drug conjugate: Ocular tissue distribution, lesion pathogenesis, and mitigation. AACR Annual Meeting. 2024 

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: ADC OAEs
OAEs can be dose-limiting for ADC efficacy

Tu YP et al. Exposure-response relationships of mirvetuximab soravtansine in patients…Br J Clin Pharmacol. 2025

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: ADC OAEs
Off-target toxicity occurs with a wide variety of ADCs

Lindgren ES…Pasricha ND. Incidence and Mitigation of Corneal Pseudomicrocysts Induced by Antibody–Drug Conjugates (ADCs). Curr Ophthalmol Rep. 2024

1. Off-target

2. Various linkers

3. Various payloads

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Questions?



Background: Prevention Strategies
Current therapies have limited efficacy to prevent ADC corneal toxicity

▪ Occurs in >75% of patients on 

select ADCs despite ocular 

prophylaxis regimen

▪ Leads to ADC dose interruptions:

- Up to 50% dose delays

- Up to 35% dose reductions

- Up to 25% discontinuation

Lindgren ES…Pasricha ND. Incidence and Mitigation of Corneal Pseudomicrocysts Induced by Antibody–Drug Conjugates (ADCs). Curr Ophthalmol Rep. 2024

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: Prevention Strategies
Vasoconstriction: Some efficacy

Warbington A et al. Nonclinical ocular toxicity of a maytansinoid payload-antibody drug conjugate: Ocular tissue distribution, lesion pathogenesis, and mitigation. AACR Annual Meeting. 2024

Kim SK et al. Mitigation and management strategies for ocular events associated with tisotumab vedotin. Gynecol Oncol. 2022

Lent-Schochet D et al. Ocular surface disease related to tisotumab vedotin-tftv. Gynecol Onc Rep. 2025

▪ Preclinical: 

- Decreases severity of corneal epitheliopathy

- Delays onset of corneal pseudomicrocysts:

▪ 40% vs 100% at 10 days

▪ 100% at 14 days!

▪ Clinical: Tisotumab vedotin

Neel Pasricha: Ocular Toxicites from Cancer Therapies 

Tissue Factor



Background: Prevention Strategies
Systemic or topical antibody saturation: No efficacy

▪ Non-human primates administered an anti-EGFR ADC 

(depatuxizumab mafodotin) showed no benefit in corneal 

toxicity prevention from:

- Systemic depatuxizumab (30 mg/kg) 4-24 hours before ADC

- Topical depatuxizumab 2x/day

- Topical rhEGF 2x/day

Loberg LI et al. Characterization and Potential Mitigation of Corneal Effects in Nonclinical Toxicology Studies in Animals Administered Depatuxizumab Mafodotin. J Ocul Pharmacol Ther. 2022

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: Proposed Mechanism
Macropinocytosis (actin-dependent non-selective endocytosis) off-target toxicity

ADC

- 
E

IP
A

+
 E

IP
A

Zhao H et al. Cancer Res. 2018

Ethylisopropylamiloride (EIPA):

Gold standard macropinocytosis inhibitor

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: Proposed Mechanism
Macropinocytosis inhibition: Promising in vitro efficacy

Munawar U et al. Soluble B-cell maturation antigen in lacrimal fluid as a potential biomarker and mediator of keratopathy in multiple myeloma. Haematologica. 2024

Kleinman D et al. PLL-g-PEG Polymer Inhibits Antibody-Drug Conjugate Uptake into Human Corneal Epithelial Cells In Vitro. J Ocul Pharmacol Ther. 2024

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Background: Other Cancer Therapies
Differentiated OAEs compared to ADCs

Fortes Bh et al. Ophthalmic adverse effects of immune checkpoint inhibitors: the Mayo Clinic experience. Br J Ophthalmol. 2021

Francis JH et al. Mitogen-Activated Pathway Kinase Inhibitor-Associated Retinopathy: Do Features Differ with Upstream versus Downstream Inhibition? Ocul Oncol Path. 2023

Neel Pasricha: Ocular Toxicites from Cancer Therapies 

▪ Immune Checkpoint Inhibitors (e.g. Pembrolizumab): 1-3%

- Dry eye: ~60%

- Uveitis (intraocular inflammation): ~15%

▪ ~90% can be managed with topical/local corticosteroids

▪ MAPK Inhibitors

- BRAF (e.g. Dabrafenib) → Uveitis: ~5%

- ERK>MEK>FGFR (e.g. Erdafitinib) → Retinopathy: ~15%

▪ ~50% symptomatic

▪ Improves over time (can resolve while remaining on drug)



Questions?



Key Takeaway Points

1. Explain ocular adverse events (OAEs) from antibody-drug conjugates (ADCs)

2. Improve grading and screening of cancer therapy-induced OAEs

3. Develop effective preventative therapy for ADC corneal toxicity

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Ocular Adverse Event (OAE) Grading
Limitations of the Common Terminology Criteria for Adverse Events (CTCAE) 

1. Mixes visual acuity with clinical findings

2. No photos

3. Ambiguous terms

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Ocular Adverse Event (OAE) Grading
Limitations of the FDA modified OAE scales

~50% of patients

1. Mixes visual acuity with clinical findings

2. No photos

3. Unnecessary dose delays 

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Ocular Adverse Event (OAE) Grading
Multicenter interspecialty consensus

+ +

Laura Esserman, MD (UCSF)

Hope Rugo, MD (UCSF)
Laura Huppert, MD (UCSF)
Jo Chien, MD (UCSF)

Alexa Glencer, MD (UCSF)
Janice Lu, MD, PhD (Northwestern)
Paula Pohlmann, MD, PhD (MD Anderson)

Wiley Chambers, MD

William Boyd, MD

Neel Pasricha, MD (UCSF)

Stella Kim, MD (UTHealth Houston)
Asim Farooq, MD (UChicago)
Gerami Seitzman, MD (UCSF)

Matilda Chan, MD, PhD (UCSF)
Jess Shantha, MD (UCSF)
Dimitra Skondra, MD, PhD (UChicago)

Bennie Jeng, MD (UPenn)

Win Chamberlain, MD, PhD (OHSU)
Kathy Colby, MD, PhD (NYU)
Deb Goldstein, MD (Northwestern)

Lucia Sobrin, MD (MEEI)
Ivana Kim, MD (MEEI)
Kuldev Singh, MD (Stanford)

Pasricha ND et al. Multicenter Interspecialty Consensus on Experimental Oncology Drug-Related Ocular Adverse Event Reporting. JAMA Ophthalmol. Under review

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Ocular Adverse Event (OAE) Grading
New consensus experimental oncology drug-related OAE scales

1. Separates visual acuity from clinical findings

2. Includes photos

3. Appropriate dose delays

Pasricha ND et al. Multicenter Interspecialty Consensus on Experimental Oncology Drug-Related Ocular Adverse Event Reporting. JAMA Ophthalmol. Under review

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Eye Exam Screening
Scheduling delays are common for eye exams in the ophthalmology clinics

Neel Pasricha: Ocular Toxicites from Cancer Therapies 

Ophthalmologists



Landzberg R…Pasricha ND. Portable Eye Examinations in the Oncology Clinic: An Innovative Pilot for Clinical Trial Screening. CERSI Summit. 2025

Portable Eye Exam Screening
Expedites clinical trial enrollment in the oncology clinic

Pinhole Corrected 

Visual Acuity

Intraocular Pressure

(iCare IC200)

Eye Imaging 

(Volk Pictor Prestige)

Neel Pasricha: Ocular Toxicites from Cancer Therapies 

1. Efficient (~20 minutes)

2. Effective (comparable to eye clinic)

3. Easy (high patient and technician satisfaction)



Questions?



Key Takeaway Points

1. Explain ocular adverse events (OAEs) from antibody-drug conjugates (ADCs)

2. Improve grading and screening of cancer therapy-induced OAEs

3. Develop effective preventative therapy for ADC corneal toxicity
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Yan R…Pasricha ND. Optimized Protocol for Isolation and Culture of Primary Human Corneal Epithelial Cells. Transl Vis Sci Technol. Under review

In Vitro Setup
Patient-derived primary human corneal epithelial cells (HCECs)

Prepare Donor Cornea Remove Sclera Dispase II Digestion Matrigel Coat Flask 

Harvest HCECs Suspend HCECs Plate HCECs Sub-culture HCECs

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



ADC Internalization
Primary HCECs demonstrate macropinocytosis after ADC addition

Baseline (no macropinocytosis) +ADC (macropinocytosis)

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



ADC Internalization
Primary HCECs demonstrate macropinocytosis after ADC addition

Baseline (no macropinocytosis) +ADC (macropinocytosis)

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



❖ EIPA: Ethylisopropylamiloride (macropinocytosis inhibitor)

ADC Internalization
EIPA inhibits ADC internalization in primary HCECs

Neel Pasricha: Ocular Toxicites from Cancer Therapies 



Key Takeaway Points

1. Explain ocular adverse events (OAEs) from antibody-drug conjugates (ADCs)

Cause reversible corneal pseudomicrocysts leading to eye pain and blurry vision

2. Improve grading and screening of cancer therapy-induced OAEs

Consensus OAE grading scales and portable eye exam screenings

3. Develop effective preventative therapy for ADC corneal toxicity

Inhibit macropinocytosis (off-target ADC internalization)

Neel Pasricha: Ocular Toxicites from Cancer Therapies 
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Mateos M-V et al. ASCO 2024;Abstract 439572.



Mateos M-V et al. ASCO 2024;Abstract 439572.

DREAMM-7: Progression-Free Survival (PFS) Outcomes

BVd = belantamab mafodotin/bortezomib/dexamethasone; DVd = daratumumab/bortezomib/dexamethasone



Mateos M-V et al. ASCO 2024;Abstract 439572.

DREAMM-7: OS Outcomes

Belamaf = belantamab mafodotin



Mateos M-V et al. ASCO 2024;Abstract 439572.

DREAMM-7: Visual Acuity

BPd = belantamab mafodotin/pomalidomide/dexamethasone



DREAMM-8: Trial Design

Trudel S et al. ASCO 2025;Abstract 7515. 



Trudel S et al. ASCO 2024;Abstract LBA105.

DREAMM-8: PFS Outcomes 



Trudel S et al. ASCO 2024;Abstract LBA105.

DREAMM-8: OS Outcomes 



Trudel S et al. ASCO 2024;Abstract LBA105.

DREAMM-8: Visual Acuity



ASCO 2025.

mafodotin:



Hattin R et al. ASCO 2025;Abstract 12040.

Meta-Analysis of Ocular Events in DREAMM Studies



ASCO 2025;Abstract 7544.



Beksac M et al. ASCO 2025;Abstract 7544.

Visual Acuity in Patients with Baseline Ocular Conditions



Beksac M et al. ASCO 2025;Abstract 7544.

Ocular Events in Patients with Baseline Ocular Conditions



Belantamab mafodotin



Incidence of Ocular Toxicities with Belantamab Mafodotin 

FDA Briefing Document: Oncologic Drugs Advisory Committee Meeting on July 17, 2025. https://www.fda.gov/media/187578/download



Timing and Duration of Ocular Toxicities with Belantamab Mafodotin 

FDA Briefing Document: Oncologic Drugs Advisory Committee Meeting on July 17, 2025. https://www.fda.gov/media/187578/download



DREAMM-7: Ophthalmic Exams

FDA Briefing Document: Oncologic Drugs Advisory Committee Meeting on July 17, 2025. https://www.fda.gov/media/187578/download



DREAMM-8: Ophthalmic Exams

FDA Briefing Document: Oncologic Drugs Advisory Committee Meeting on July 17, 2025. https://www.fda.gov/media/187578/download



Outcome of Ocular Toxicities with Belantamab Mafodotin

FDA Briefing Document: Oncologic Drugs Advisory Committee Meeting on July 17, 2025. https://www.fda.gov/media/187578/download



FDA Briefing Document: Belantamab Ocular Toxicity Summary

FDA Briefing Document: Oncologic Drugs Advisory Committee Meeting on July 17, 2025. https://www.fda.gov/media/187578/download



DREAMM-9: Study design

• Cohorts with lower 

doses and longer 

schedules were opened 

to assess the potential to 

improve tolerability while 

maintaining efficacy

• All cohorts received 

belamaf with VRd for 

Cycles 1‒8 (21-day 

cycle), followed by 

belamaf with Rd for 

Cycles 9+ 

(28-day cycle)

• Ocular events 

were managed by 

dose modifications 

or extending the 

dosing interval

• MM diagnosis per 
IMWG criteria

• ECOG performance status 
of 0–2

• Not a candidate for 

HDT with ASCT due to 

frailty and/or significant 

comorbid condition(s)

• Measurable disease per 

IMWG criteria 

• Prior systemic therapy 

for MM or SMM

• Current corneal 

epithelial disease

70-day safety 

follow-up visit
21 days Randomized assignment 

+ SOC (VRd [Cycles 1–8], Rd [Cycles 9+]) 1

1.4 (9W) to 1.0 mg/kg Q9/12W, 
every third SOC cycle

(n=15)

1.9 (9W) to 1.4 mg/kg Q9/12W, 
every third SOC cycle

(n=19)

1.9 mg/kg Q3/4W, 
every SOC cycle

(n=12)

1.9 mg/kg Q6/8W, 
every other SOC cycle

(n=12)

1.4 mg/kg Q3/4W, 
every SOC cycle

(n=13)

1.4 mg/kg Q6/8W, 
every other SOC cycle

(n=12)

1.0 mg/kg Q12W, 
every third/four th SOC cycle

(n=10)

Belamaf dosing cohorts*

Screening 
phase

Safety 
follow-up

*Cohorts of the same color opened at the same time. Cohorts with longer rectangles opened earlier.

ADA, anti-drug antibodies; AE, adverse event; ASCT, autologous stem cell transplant; belamaf, belantamab mafodotin; CR, complete response; DLT, dose-limiting toxicities; ECOG, Eastern Cooperative Oncology Group; HDT, high-dose 

chemotherapy; IMWG, International Myeloma Working Group; MM, multiple myeloma; MRD, minimal residual disease; ORR, overall response rate; PK, pharmacokinetics; PR, partial response; QxW, every x weeks; RDI, relative dose intensity; 

SMM, smouldering MM; SOC, standard of care; VGPR, very good partial response

Inclusion criteria

•Exclusion criteria

• Safety (DLTs and AEs)

• Efficacy (ORR, ≥CR, 

≥VGPR per IMWG criteria) 

• RDI of lenalidomide 

and bortezomib after 

4 cycles

• Cumulative administered 
belamaf dose after 4 cycles 

with VRd

• Incidence and titers of 

ADAs 

• PK

• MRD negativity 

(assessed in bone 
marrow aspirate samples 

using next-generation 

sequencing [10–5]).

Primary endpoint:

•Secondary endpoints

•Exploratory endpoint

1.0 mg/kg Q3/4W, 
every SOC cycle

(n=15)

Usmani S, et al. ASH 2024;Abstract 497.Courtesy of Thanos C Dimopoulos, MD



DREAMM-9: Best corrected visual acuity

• Extending the dosing interval between the 1.9 mg/kg 

or 1.4 mg/kg doses from Q3/4W to Q6/8W was associated 

with longer time to BCVA decrease to 20/50 or worse*

• Resolution of BCVA decreases was generally faster in 

cohorts with lower initial doses of belamaf

Dose and schedule 

affected the time to, 

and resolution of, 

BCVA decreases

*In the 4 cohorts shown, 2 patients had a BCVA change from 20/25 or better to 20/200 or worse. These patients both had bilateral cataracts.
†Image adapted from Shi C, et al. bioRxiv. 2018;doi:doi.org/10.1101/328443.  Copyright © 2018 the Author.

belamaf, belantamab mafodotin; BCVA, best corrected visual acuity; QxW, every x weeks.

Belamaf schedule Number of patients, n (%) Time to onset Median (range), days

1.9 mg/kg Q3/4W 6 (50) 76 (42–439)

1.9 mg/kg Q6/8W 6 (50) 246 (106–472)

1.4 mg/kg Q3/4W 3 (23) 128 (113–409)

1.4 mg/kg Q6/8W 6 (50) 264 (92–546)

Time to resolution

1.9 mg/kg Q3/4W 163 (36–230)

1.9 mg/kg Q6/8W 135 (29–246)

1.4 mg/kg Q3/4W 36 (22–85)

1.4 mg/kg Q6/8W 70 (43–421)

0 100 200 300 400 500 600

First occurrence of decrease in BCVA score from baseline (20/25 or better) to 20/50 or worse

Days

20/20 20/50†

Usmani S, et al. ASH 2024;Abstract 497.Courtesy of Thanos C Dimopoulos, MD



Hultcrantz M et al. Haematologica 2025 March 1;110(3):753-7. 



Assessment of Ocular Events During Follow-Up

Hultcrantz M et al. Haematologica 2025 March 1;110(3):753-7. 



Assessment of Ocular Events During Follow-Up (Continued)

Hultcrantz M et al. Haematologica 2025 March 1;110(3):753-7. 

BCVA = best corrected visual acuity



Assessment and Management of Keratopathy Events During Follow-Up

Hultcrantz M et al. Haematologica 2025 March 1;110(3):753-7. 



Assessment and Management of Keratopathy Events During Follow-Up
(Continued)

Hultcrantz M et al. Haematologica 2025 March 1;110(3):753-7. 



Ophthalmic Monitoring During Follow-Up

Hultcrantz M et al. Haematologica 2025 March 1;110(3):753-7. 



Ophthalmic Monitoring During Follow-Up (Continued)

Hultcrantz M et al. Haematologica 2025 March 1;110(3):753-7. 



Oncol Ther 2025;[Online ahead of print].



Hungria V et al. Oncol Ther 2025;[Online ahead of print].

Belantamab: Latin American Expert Panel Recommendations 

MM = multiple myeloma; OAEs = ocular adverse events



Hungria V et al. Oncol Ther 2025;[Online ahead of print].

Belantamab: Latin American Panel – Ocular Assessments



Hungria V et al. Oncol Ther 2025;[Online ahead of print].

Belantamab: Latin American Expert Panel – Dose Modifications
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Introduction: The Patient Experience 

Module 1: Managing Ocular Toxicities Associated with Antibody-
Drug Conjugates and Other Cancer Therapies — Dr Pasricha
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Jhaveri K et al. ESMO Breast 2024;Abstract LBA2.

TROPION-Breast01 Study Design



Bardia A et al. J Clin Oncol 2025;43(3):285-96.

TROPION-Breast01: Progression-Free Survival



Pistilli B et al. ESMO Virtual Plenary, February 12, 2025.

TROPION-Breast01: Overall Survival



Pistilli B et al. ESMO Virtual Plenary, February 12, 2025.

TROPION-Breast01: Treatment-Related Adverse Events 
Occurring in ≥15% of Patients



Pistilli B et al. ESMO Virtual Plenary, February 12, 2025.

TROPION-Breast01: Treatment-Related Adverse Events of 
Special Interest



Jhaveri K et al. ESMO Breast 2024;Abstract LBA2.

Incidence of Ocular Toxicities with Datopotamab Deruxtecan (Dato-DXd)



FDA Approves Datopotamab Deruxtecan-dlnk for Unresectable or 
Metastatic, HR-positive, HER2-negative Breast Cancer 
Press Release: January 17, 2025

The Food and Drug Administration approved datopotamab deruxtecan-dlnk, a Trop-2-directed antibody and 
topoisomerase inhibitor conjugate, for adult patients with unresectable or metastatic, hormone receptor 
(HR)-positive, human epidermal growth factor receptor 2 (HER2)-negative (IHC 0, IHC1+ or IHC2+/ISH-) 
breast cancer who have received prior endocrine-based therapy and chemotherapy for unresectable or 
metastatic disease.

Efficacy was evaluated in TROPION-Breast01 (NCT05104866), a multicenter, open-label, randomized trial. 
Patients must have experienced disease progression, been deemed unsuitable for further endocrine 
therapy, and have received one or two lines of prior chemotherapy for unresectable or metastatic disease. 

Median PFS was 6.9 months (95% CI: 5.7, 7.4) in the datopotamab deruxtecan-dlnk arm and 4.9 months 
(95% CI: 4.2, 5.5) in the chemotherapy arm (Hazard ratio 0.63 [95% CI: 0.52, 0.76] two-sided p-value 
<0.0001). Median OS was 18.6 months (95% CI: 17.3, 20.1) in the datopotamab deruxtecan-dlnk arm and 
18.3 months (95% CI: 17.3, 20.5) in the chemotherapy arm (Hazard ratio 1.01 [95% CI: 0.83, 1.22]; two-sided 
p-value was not statistically significant). 

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-datopotamab-deruxtecan-dlnk-unresectable-or-metastatic-hr-positive-her2-negative-breast



Dato-DXd Ocular Toxicities – Keratitis – Prophylaxis 

EMA = Patients should be promptly 
referred for appropriate ophthalmologic 
assessments for any new or worsening 
ocular signs and symptoms that could 

suggest keratitis. 

Prophylaxis

Advise patients to:
• Use preservative-free lubricant eye drops/ artificial tears 

several times daily (4 times daily for prevention and up to 
8 times daily if clinically needed)

• Avoid use of contact lenses unless directed by an 
eye care professional

FDA = Conduct an ophthalmic exam including visual 
acuity testing, slit lamp examination (with 
fluorescein staining), intraocular pressure, and 
fundoscopy at initiation of DATO, annually while on 
treatment, at end of treatment, and as clinically 
indicated. 

Courtesy of Rebecca A Dent, MD, MSc



Dato-DXd Ocular Toxicities – Keratitis – Management 

Grade 1
• Consider obtaining 

ophthalmologic 
assessment

• No change in Dato-DXd 
dose

Grade 3
• Obtain an 

ophthalmologic 
assessment

• Delay dose until event 
has been resolved to 
Grade ≤1, then reduce 
dose by 1 level

Grade 2
• Obtain an 

ophthalmologic 
assessment

• Delay dose until event 
has been resolved to 
Grade ≤1, then 
maintain dose

Grade 4
• Obtain an 

ophthalmologic 
assessment

• Permanently 
discontinue

Dose Reductions:
First 4 mg/kg (up to a maximum of 360 mg for patients ≥90 kg) 
Second 3 mg/kg (up to a maximum of 270 mg for patients ≥90 kg) 
Third Permanently discontinue 

Courtesy of Rebecca A Dent, MD, MSc



Cancer Treat Rev 2024;125:102720.



Heist RS et al. Cancer Treat Rev 2024;125:102720.

Clinical Management of Ocular Surface Events with Dato-DXd



Heist RS et al. Cancer Treat Rev 2024;125:102720.



Jhaveri K et al. ESMO Breast 2024;Abstract LBA2.

Ocular Assessment Form for Dato-DXd

This resource should be used to support ocular exams for patients on 
datopotamab deruxtecan-dink and inform decisions on treatment management.



Ocular Assessment Form for Dato-DXd

Your patient is being referred by their oncologist for an ophthalmic exam, as they have been prescribed 

treatment with Dato-DXd, a Trop-2-directed antibody and topoisomerase inhibitor conjugate.1

Dato-DXd can cause ocular adverse reactions, including dry eye, keratitis, blepharitis, meibomian gland 

dysfunction, increased lacrimation, conjunctivitis, and blurred vision.1

When should patients undergo this exam?

Patients are instructed to receive an ocular assessment upon initiation of Dato-DXd, annually while on 

treatment, at end of treatment, and as clinically indicated! The initial eye exam serves as a reference point to 

monitor for any signs or symptoms of ocular conditions while on Dato-DXd.

Ocular assessment may be covered by medical or vision insurance. Patients may also be eligible for 

coverage up to $250 for an eye exam related to the use of Dato-DXd through the DATROWAY4U patient 

savings program.*

• There are no contraindications to prescribing Dato-DXd. Patients with clinically significant corneal 

disease were excluded from clinical studies. Notify the prescribing oncologist if you believe your patient 

falls under this category

• If any new or worsening ocular signs and symptoms could suggest an eye condition, notify the prescribing 

oncologist (refer to chart on page 2)



Ocular Assessment Form for Dato-DXd

DOSAGE MODIFICATIONS OF Dato-DXd FOR SELECT ADVERSE EVENTS: KERATITIS1

Please see the table below for recommended management strategies for a common ocular adverse reaction on 

Dato-DXd, and see the Important Safety Information and accompanying full Prescribing Information for more

Intormation.



Cancer Q&A: Addressing Common Questions Posed by 
Patients with Relapsed/Refractory Multiple Myeloma

A Webinar Series for Clinicians and Patients, 
Developed in Partnership with CancerCare®

Moderator
Neil Love, MD

Faculty 
Natalie S Callander, MD
Sagar Lonial, MD, FACP

Wednesday, July 23, 2025
6:00 PM – 7:00 PM ET

Thursday, August 7, 2025
5:00 PM – 6:00 PM ET

Patients Clinicians



Thank you for joining us! 

Please take a moment to complete the survey currently 
up on Zoom. Your feedback is very important to us. 

The survey will remain open for 
5 minutes after the meeting ends. 

Information on how to obtain CME and ABIM MOC 
credit is provided in the Zoom chat room. 

Attendees will also receive an email in 1 to 3 business 
days with these instructions.
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