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FGFR3 Drives a Large 
Unmet Need in IR NMIBC

IR NMIBC, intermediate-risk non–muscle-invasive bladder cancer; NMIBC, non–muscle-invasive bladder cancer; QoL, quality of life; TURBT, transurethral resection of bladder tumor; SoC, standard of careUC, urothelial carcinoma. 

1. Matulewicz RS, Steinberg GD. Rev Urol. 2020;22(2):43-51. 2. Lee LJ, et al. ClinicoEconomics and Outcomes Research: CEOR. 2020;12:693-709.

Low rate of progression, but 

physical and emotional QoL 

burden of repeated TURBTs and 

intravesical chemotherapy2

Need for innovative, patient-

friendly therapies

~75% of patients with UC 

present with NMIBC1

Up to 30% of IR NMIBC recurs 

within 1 year and up to 40% of 

disease recurs within 2 years1

Unmet NeedNMIBC

Early-stage urothelial 

carcinoma (UC) is a 

major source of 

morbidity worldwide



FGFR3 Biology

FGFR, fibroblast growth factor receptor; LG, low-grade; NMIBC, non–muscle-invasive bladder cancer; TACC3, transforming acidic coiled-coil–containing protein 3; UTUC, upper tract urothelial carcinoma. 

1. Kommalapati A, et al. Cancers (Basel). 2021;13(12):2968. 2. Haas M, et al. Eur Urol Open Sci. 2025;77:1-9. 3. Szklener K, et al. Cancers (Basel). 2022;14(6):1416. 4. Moss TJ, et al. Eur Urol. 2017;72(4):641-649. 5. Sfakianos JP, et al. Eur Urol.

2015;68(6):970-7. 6. Nassar AH, et al. Clin Cancer Res. 2019;25(8):2458-2470. 7. Starrett JH, et al. Mol. Cancer Ther. 2025; doi:10.1158/1535-7163.MCT-25-0652. 8. Hsu J, et al. Surv Ophthalmol. 2024;69:34-41.

Available FGFR inhibitors inhibit 

FGFR1, 2, 3, and 4 and lack 

selectivity for FGFR3

FGFR1/2/4-associated toxicities 

are observed and include  

hyperphosphatemia, nail 

disorders, stomatitis, central 

serous retinopathy, and others7,8

FGFRs are key regulators of 

cellular growth, differentiation, 

and homeostasis1

FGFR3 alterations are present 

in:

• Up to 80% of NMIBC2,3

• Up to 96% of LG UTUC4-6

Need for selectivityMechanism



Dabogratinib is a Highly 
Selective Oral FGFR3 Inhibitor

All experiments conducted under identical conditions, tested in duplicate. Note: Dabogratinib FGFR3 selectivity is defined by its activity against FGFR3 relative to its activity against the other individual FGFR isoforms. Erdafitinib and futibatinib are 

FGFR1, 2, 3, 4 or Pan-FGFR inhibitors and infigratinib and pemigatinib are selective FGFR1, 2, 3 inhibitors.

1. National Library of Medicine. NCT06995677. March 10, 2025. https://clinicaltrials.gov/study/ NCT06995677. 2. Loriot Y, et al. New Engl J Med. 2023;389:1961-1971. 3. Goyal L, et al. New Engl J Med. 2023;388:228-239. 4. Savarirayan R, et al. 

New Engl J Med. 2025;392:865-874. 5. Vogel A, et al. ESMO Open. 2024;9:103488.
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SURF301 (Phase 1) Oral Dabogratinib Showed 
Activity and Was Well-Tolerated 

at 90mg QD in mUC

Nail disorders 
Stomatitis 
Dry mouth

PPEs
Dry eye

Central serous retinopathy

Diarrhea 
ALT increase 
AST increase

Hyperphosphatemia

%, n=1364,#

FGFR2 DRIVERS1,2

FGFR1 DRIVER2,3

UNKNOWN DRIVERS

≥Grade 3Grade 1−2
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0 20 40 60 80

0 20 40 60 80

0 20 40 60 80

0 20 40 60 80

0 20 40 60 80

ALT, alanine aminotransferase; AST aspartate aminotransferase; ORR, overall response rate; TRAE, treatment-related adverse event.

As of August 15, 2024 data cutoff. Dabogratinib 90 mg QD: Dose reduction, n = 4; Discontinuation, n = 1. Results are preliminary based on the emerging data from the ongoing Phase 1 portion of the SURF301 study. Information provided in the table above 

is for illustrative purposes only and is not a head-to-head comparison. Differences exist between study or trial designs and subject characteristics, and caution should be exercised when comparing data across studies.

1. Lacouture ME et al. Oncologist. 2021; 26 (2):e31626. 2. Subbiah V, Verstovsek S. Cell Rep Med. 2023; 4:101204. 3. Kommalapati A et al. Cancers. 2021;13, 2968. 4. BALVERSA® (erdafit inib) Prescribing information. Janssen Products, Ltd. 01/2024.

#BLC3001 Cohort 1 data on file, Adverse reactions leading to dosage interruptions or reductions of erdafitinib in >4% of patients.

Erdafitinib

35% ORR (n=1364)FGFR3+ mUC Efficacy Data

%, n=15

Dabogratinib

50% ORR (n=10)

SAFETY DATA

n=1 (7%)

n=1 (7%)

n=1 (7%)

n=6 (40%)

n=2 (13%)

56%

70%

18%

39%

30%

25%

n=3 (20%)

n=7 (47%)

n=7 (47%)

n=2 (13%) 76%

63%

46%

44%



≤60 mg

(n=22)

90 mg

(n=15)

120 mg

(n=4)

All

(n=41)

Gr. 1-2 ≥Gr. 3 Gr. 1-2 ≥Gr. 3 Gr. 1-2 ≥Gr. 3 Gr. 1-2 ≥Gr. 3

ALT increase 1 (5) — 5 (33) 2 (13) 2 (50) — 8 (20) 2 (5)

Diarrhea 4 (18) — 2 (13) 1 (7) 2 (50) — 8 (20) 1 (2)

Dry mouth 3 (14) — 6 (40) — — — 9 (22) —

AST increase — — 6 (40) 1 (7) 1 (25) — 7 (17) 1 (2)

Dry skin 2 (9) — 2 (13) — 2 (50) — 6 (15) —

Fatigue 2 (9) — 2 (13) — 1 (25) — 5 (12) —

Results are preliminary based on the emerging data from the ongoing Phase 1 portion of the SURF301 study. 

ALT, alanine aminotransferase; AST aspartate aminotransferase; TRAE, treatment-related adverse event.

TRAEs in >10% of all participants, n (%)
No hyperphosphatemia at ≤60 mg 

No discontinuations or 

reductions at ≤ 60 mg

As of August 15, 2024 data cutoff.

SURF301 (Phase 1) Safety Read Through at 
Lower Doses: FGFR-related Toxicities 

Were Infrequent in mUC



SURF302 | Study Design

SURF302 (NCT06995677) is a phase 2, multicenter, open-label, randomized marker lesion study evaluating the 
safety and efficacy of oral dabogratinib (QD) in adults with FGFR3-altered, low grade IR NMIBC

AUA, American urological association; CR, complete response; FGFR3, fibroblast growth factor receptor 3; IR NMIBC, intermediate-risk non–muscle-invasive bladder cancer; LG, low-grade; ML, marker lesion; QD, once a day; R, randomized. 

Prescreening includes: urine sample for tumor genomics and/or consent to provide prior tumor genomics report or archival tissue and consent to allow marker lesion(s) to remain in situ. 1. Optional if needed, start after initial data review of 50 mg QD 

and 60 mg QD. 2. Q3 month disease assessments to 18 months; Q6 month thereafter.

National Library of Medicine. NCT06995677. Accessed March 10, 2026. https://clinicaltrials.gov/study/ NCT06995677. 

Primary Endpoint

CR at 3 months

Secondary Endpoints
• Time to recurrence

• Median duration of response

• Recurrence free survival

• Progression free survival

• Safety and tolerability

Cohort A
N=30 | 60mg QD

Cohort C
N=30 | If needed1

Key Eligibility Criteria

Adults (≥18 years)

FGFR3 activating gene alterations 

confirmed by urine or tissue test

IR NMIBC based on AUA 

Guidelines, 2024

• Recurrence within 1 year, LG Ta

• Solitary LG Ta >3cm

• LG Ta, multifocal

• LG T1

At least 1 marker lesion;

total aggregate ≥3mm ≤12 mm

CR at 3 mo

Continue on

study treatment 

up to 24 months

No CR at 3 mo
May continue to

month 6 if ML

reductions at month 3

are >50%

R
1:1

Cohort B
N=30 | 50mg QD



SURF302 | Trial Sites

Site list reflects participating centers as of April 29, 2026; the study is planned for multiple centers across North America, Australia, and Europe.

National Library of Medicine. NCT06995677. Accessed April 29, 2026. https://clinicaltrials.gov/study/ NCT06995677.

SITE LIST
ITALY

• Milan

• Pisa

• Rome

• Pozzuoli

UNITED STATES

• Homewood, AL

• Little Rock, AR

• Murrieta, CA

• San Diego, CA

• Chicago Ridge, IL

• Lisle, IL

• Jeffersonville, IN

• Kansas City, KS

• Baltimore, MD

• Morristown, NJ

• New York, NY

• Durham, NC

• Raleigh, NC

• Springfield, OH

SPAIN

• Barcelona

• Madrid

• Santander

AUSTRALIA

• Melbourne, VIC

• Bala Cynwyd, PA

• Lancaster, PA

• North Charleston, SC

• Myrtle Beach, SC

• Nashville, TN

• Houston, TX

• San Antonio, TX

https://ir.tyra.bio/news-events/presentations
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