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What is Cretostimogene Grenadenorepvec?
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Oncolytic Immunotherapy:

. . S d dditional I
Selective Oncolysis and Potent in";rjfin;t:jhai:'r‘;’;iﬁg’nmg cells
Anti-Tumor Immune Response cancer cell death

Targets and Destroys
Cancer Cells

Enters target cell Replicates and kills the cell

@ Stimulation of Anti-tumor Virus stimulates cytokines and

Immune Response antigens from dying cancer cells
which activates T-cells inducing further

tumor cell death and destruction



Significant Unmet Need with High Prevalence of Intermediate-Risk
NMIBC in the U.S.
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Intermediate-Risk NMIBC Study Design Considerations

* No standard of care treatment is approved by the FDA for IR-NMIBC
* Surveillance as the control arm is appropriate

* Low risk of progression’

« Consistent with guideline-directed care’-3
* Low utilization of intravesical therapy for IR-NMIBC?4>

« Randomized data supports single dose, peri-operative intravesical
chemotherapy®
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17:15-18:45 Abstract session 36: NMIBC: Benefits and harms of various treatment options
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Phase 3 Adjuvant Cretostimogene vs Surveillance for PIVOT006

Intermediate-Risk NMIBC

N = Up to 364 Design: Two arms, Ve cretostimogene after TURBT vs TURBT  Trial Type: Open label
Cretostimogene Induction —

's: RFS, RFS at 12-month and 24-month, PFS, & Safety Exploratory: OS, Cancer Specific

. Survwal PROs HRQol, Biomarkers
and Maintenance

Key Entry 11 Arm A: Cretostimogene After TURBT
Criteria Randomization Disease Assessment:

) 'R"\é'z'l'i,?afy LG Ta — Every 3 mos cystoscopy & cytology, for 2 years;
>3cm Stratification: then every 6 mos starting Year 3
Multifocal LG Ta Perioperative
Han Chemo
LG g Arm B: Complete TURBT Alone
Recurrent <1 HG vs LG b
yr Arm B patients offered Cretostimogene

. Ad e'lcj;: ié‘;r: Geography: treatment following IR-NMIBC recurrence

function North America
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Outcomes; RFS- Recurrence Free Survival; TURBT- Transurethral Resection of Bladder Tumor




Exclusion Criteria ‘PlVOT—OOé)

* Current or prior evidence of HR-NMIBC defined as:
o HG T1
o HG Ta > 3 cm that is recurrent or multifocal

o Any carcinoma in situ (CIS)
o Any variant histology
o Any HG prostatic urethral involvement

o Any LVI

o Any BCG treatment failure in HG patient

 LR-NMIBC

o A LG solitary, Ta < 3 cm lesion that has recurred more than 12 mos
after a previous IR-NMIBC diagnosis

« Has IR-NMIBC that cannot be completely resected
« Has hx of MIBC, Nodal or Metastatic disease

UT Healt
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Efficacy Assessments PIVOT000

Efficacy Assessments Recurrence Free Assessment
o Visit, cystoscopy, biopsy for o Without recurrence or
cause, cytology progression in the bladder
" Q3mo, first 2 years o Upper tract or prostatic
= Q6mo, 39 year urethra

Imaging
* Q12mo

o Mapping biopsy/imaging for
isolated positive cytology

o Central pathology review -
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Experience with Cretostimogene

Familiar and convenient
instillation process/schedule for
practices

Administered by allied healthcare
professionals (MAs, RNs)

Well-tolerated regimen

Streamlined instillation process
for future cohorts and studies

a UT Health

San Antonio




SUO-CTC Trial: PIVOT-006 Phase-3 Adjuvant Cretostimogene vs
Surveillance in IR-NMIBC

e QOver 90 North American sites

S| Pt participating
. < * First enrollments January 2024
: B ity g = « Carolina Urologic Research Center,
| ST renkmir 7L Neal Shore, M.D.
BT _". = * Expected enrollment period — 30 Months
v ie - At least 1 year of follow-up
e 1. NCT06111235
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