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e ‘The BCG+MM Trial’ (ANZUP-1301) is funded via competitive research
grants from:
- Cancer Australia (Stage 1)
- National Health and Medical Research Council (NHMRC) (Stage 2)
- ANZUP and ANZUP’s ‘Below the Belt’ Research Fund

 We acknowledge:
- Omegapharm™ for providing discounted mitomycin for the study
- MSD ™ for supporting ongoing BCG supply (Oncotice ™) for this trial
during the global shortage.
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e Adjuvant intravesical BCG with maintenance reduces disease recurrence and progression in
people with high-risk NMIBC, however recurrence occurs in 30% despite optimal therapy.
 Meta-analysis suggest sequential combination therapy (BGC+MM) may be superior to BCG
alone BUT no large high quality RCT has confirmed this
e |If this approach is efficacious:
- Outcomes will improve
- the number of patients requiring radical cystectomy, irradiation, and systemic
chemotherapy will be reduced
- BCG supply will be better maintained for all NMIBC patients

We aim it to determine the effects of adding intravesical MM to standard intravesical BCG
therapy after resection of high-risk NMIBC is superior to BCG alone.
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Study Population D
Adults with resected, high-risk (o)
NMIBC (high grade Ta or any M
grade T1) suitable for intravesical |
chemotherapy treatment 3
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CIS only disease excluded T
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Stratified by:

- T-stage (pTa or pT1)
- CISorno CIS

- Site

Phase 3 RCT

Arm A (standard)

Intravesical BCG

Induction + maintenance

Min. follow-up
3-monthly (end treatment — year 3)
6-monthly (until disease progression / death /
5 years follow-up complete)

Arm B (experimental)

Intravesical BCG + MMC

Induction + maintenance

Induction Maintenance
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STUDY OBIJECTIVES

Stage 1 primary objective: Rates of treatment
completion.

Stage 2 primary objective: Disease free survival
defined by evidence of transitional cell carcinoma
(TCC) or death.

Secondary objectives:

e Activity (no recurrence on cystoscopy at 3
months)

* Time to recurrence of TCC

¢ Time to progression

* Safety

* Health-related quality of life

*  Overall survival

* Feasibility

Tertiary objectives:
Exploratory biomarkers studies for potential
prognostic or predictive biomarkers of treatment.
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Study Progress
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Enrolment opened Dec 2013

Sites open to recruitment (17) 16 Aust
1 UK

Patients recruited N = 465

Stage | Analysis (N=130)

Successful treatment

completion achieved
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Stage Il analysis (N=370)

Expected in Q1 2023
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* Meta-analysis suggest sequential combination
therapy may be superior to BCG alone but this
trial will provide the first high quality test of
this

e Largest Global NMIBC Bladder Cancer Trial with
>484/500 recruited

* Rich source of biomaterial for meaningful
translational research

* Global BCG shortage not ending anytime soon

* If combination chemo immunotherapy more
effective or equally effective with less toxicity
will change paradigm for HRNMIBC treatment
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