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BCG plus mitomycin (BCG+MM) versus BCG-alone as adjuvant intravesical
therapy for high-risk, non-muscle-invasive bladder cancer (NMIBC):
effects on urinary symptoms and other aspects of health-related
quality of life (HRQL) in a randomised trial (BCGMM, ANZUP 1301)
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The BCG+MM Trial (ANZUP 1301)

Experimental
Intravesical BCG + MM

Population Induction + maintenance

High-risk NMIBC
high grade Ta or
any grade T1
suitable for
intravesical
chemotherapy

Primary Endpoint:
Disease Free Survival

Secondary Endpoints:

CR @ 3 months
Time-to-recurrence
Standard Time-to-progression
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*Schema displays treatment administration in terms of nominal weeks, and not calendar weeks, and thus accommodates therapy delays
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LONDON GB EUROPEAN Bacillus Calmette-Gueéerin (BCG)
EAU 26 : UROLOGY Plus Mitomycin vs BCG Alone
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HIGHLIGHTS

2-Year Disease-Free  2-Year Freedom from BCG Utilization  Treatment Completion
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BCG+ MM  BCG Alone Recurrence-Free Progression-free ~ BCG+ MM BCG Alone BOG + MM RS Alnne
(5% (M%) (3%% Fewer)  (100%)

No significant difference in No significant difference InRFS and ~ The combination arm More participants in the
disease-free survival (DFS) between PFS between the combination reduced the combination group completed at
the combination therapy and BCG therapy and BCG alone at 2 years, amount of BCG reauired per  least 75% of their planned doses
alone at 2years (BCG +MM:75%'  (Recurrence-Free: 77% (BCG+MM)vs oatient compared to the BCS3:alone group.
V8. BCG Alone: 71% (HR: 0.87, 71% (BCG). Progression-Free: 2% Canpleommte 7&%

95% C10.65-116; p=0.3)) (BCG+MM) vs 88% (BCG).) +MM)v368%(306Alone))
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BCG + Mitomycin Trial - Post-hoc Bayesian Interpretation (non-informative prior)

Probability that BCG+MM improves DFS (HR<1) is
Probability that BCG+MM is not appreciably worse than BCG-alone (HR<1.10) is

]
' 94% probability BCG+MM is not
\appreciably worse than BCG-alone
]

]
: 83% probability BCG+MM improves DFS
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Subgroup: Higher risk vs Lower risk (DFS) Higher risk [ALLT1 any CIS]
[ALLT1, any CIS] [HGTa only, no CIS] vs lower risk [HGTa only, no CIS]

1.004

Subgroup Level BOG+MM  BCG HRO%C)  P-Value

N Inferaction

Tumour stage T 115 00011 02
Ta 91 10671015

Propoartion Event-Frae

Carinomainsiy Ves 3069 0805013 078
No 611180 08906200 126) P=0.043

Risk group higher rsk [All T4, any CIS] ~ 53/146 069(048100.99)  0.043
lower risk [HGTa only, no CIS] 381103 128(0.79102.09)

0 24 48 72
Months
Number at risk (number censored)

= 146 (0) 96 (12) 47 (51) 20(T6) 9(84)

fovors BCG + MM fovors BCG - 152(0)  BB(12)  43(46)  15(70) 4(77)
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Adverse Events (at least 5% of pts in either arm)

Fatigue

attributed to therapy

Urinary tract infection 1

Diarrhea -

Nausea 1

Renal and urinary disorders - Other - - 1 1 /55 ( ) i N BCG+ M M

Urinary frequency 4

. .GradeB-SBCGMM 14/44 ( ) BCG alone

Arthralgia 1 I Any Grade BCG
Urinary urgency Any Grade BCGMM

Headache

Commonly Occurring Adverse Events

Urinary tract pain 1
Cystitis noninfective 1
Malaise 1

Chills 1

Pain 1

25% 0% 25%
Percentage of Participants
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Selected symptoms, functions, and overall quality of life (N=451/501)

(Least squares mean scores over 5 years, adjusted for score at baseline)

American EORTC EORTC EORTC
Urology NMIBC-24 QLQ-C30 QLQ-C30
Association Urinary Physical Overall
Symptom Symptoms Function Health and
Index Quality of Life
(0-35 worst, (0-100 worst, (0100 best, (0-100 best,
MCID 4) MCID 10) MCID 10) MCID 10)

BCG+MM

BCG-alone Apparent

discrepancies

Difference favouring BCG+MM due to rounding

P-value
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5-year deterioration free survival was not significantly different for any of the QoL measures

American
Urology
Associatio
n
Symptom
Index

BCG+MM 27%

BCG alone 30%

difference -3%

p value 0.4
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Health
Related
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Deterioration-free survival,
IPSS Total Score (%)

== BCG+MM
== BCG

0 12 24 36
Months
Number at risk (number censored)

249 (0) 186 (0) 155 (8) 116 (26) 66 (54) 30 (68)
- 252 (0) 161 (0) 134 (8) 89 (37) 58 (53) 29 (71)

Deterioration Free Survival AUA-SI
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LONDON. GB A rationale for BCG+MM to replace BCG-alone in
EAU 26 13-16 March 2026 High-Risk Non-Muscle-Invasive Bladder Cancer.

« BCG+MM showed similar efficacy to BCG alone

* BCG+MM was better tolerated
* Better completion rates
* Lower symptom burden for BCG+MM (AUA-SI)

« BCG+MM may be safer
* BCG toxicity drives SAEs
* SAEs attributed to therapy were lower in BCG+MM

* BCG+MM may be superior
* in higher risk pts (post-hoc sub-group)
* 83% probability BCG+MM improves DFS (Post-hoc Bayesian interpretation)

 BCG+MM required 39% less BCG
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BCG+MM is a good alternative to BCG | —
a I one journal homepag;e: www.europelanurology.com

“* EUROPEAN
UROLOG

Wide adoption of BCG+MM could 8l

European Association of Urology

resolve the global BCG shortage Original A

Bacillus Calmette-Guérin Plus Mitomycin Versus Bacillus Calmette-
Guérin Alone for Bacillus Calmette-Guérin-naive Non-muscle-
invasive Bladder Cancer: A Randomised Phase 3 Trial (ANZUP 1301)

Why use standard BCG alone...?
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