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Changing Prostate Cancer Care

FOCAL PROSTATE CANCER THERAPY

WHY?
OVER DIAGNOSIS AND OVER TREATMENT
All Current Therapies Have Risk
• Sexual Side Effects
• Urinary Incontinence

OUTPATIENT / SAME DAY TREATMENT
LOWER RISK SEXUAL/URINARY SIDE EFFECTS
NO CATHETER

SOLUTION

DURABILITY
CANCER CONTROL EVIDENCE?

Can You 
Avoid 

Surgery?



Problems
Cancer Progression

Psychological Burden

Surveillance Burden

Surveillance Cost 

Problems
Incontinence (5-20%)

Impotence (30-60%)

Rectal toxicity (5-10%)

Cost / Over-treatment

Radical Treatments Active Surveillance
Prostate 
Cancer

Treatment Options for Localized Prostate Cancer
Certainty of Cancer Control Low risk of Side-effects

FOCAL
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The Evolution of Prostate Cancer Care



Focal Therapy
is the Next Step in 

Our Evolution



Guidelines Overview (2022–2025)

AUA NCCN 2024
Focal Therapy GG2/3 on Ideally on 

on trial, not routine; 

HIFU/Cryo only Cat 2B salvage after RT
after RT

EAU 2024
Focal therapy is not standard of care; can be 
can be considered in select patients within 

within clinical trials or registries with 
structured follow-up.

Low-risk disease should remain on active surveillance.

Focal therapy remains investigational, best if in 
trials/registries, with the best rationale in select 

intermediate-risk disease.

Ablation may be considered 
in select, well-informed 

patients



Types of 
Treatment 
Paradigms

Tumor + Margin = Focal Therapy



ICE BALL
NERVES

TUMOR

MRI FOR TARGETING 
TUMORS

3D PLANNING SCREEN



Imaging & Planning

Multiparametric MRI 
(mpMRI)

Targeted Biopsies Systematic Biopsy PSMA PET Imaging

Multiparametric imaging and targeted biopsies are essential for identifying 
suitable candidates and planning the focal therapy procedure.
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How good is your neighborhood 
MRI center?

This can impact patient care!



Selection Criteria

• MRI-visible lesion

• Concordant biopsy

•
• –15, PSAD <0.15–0.20

• Unifocal/unilateral disease

• Life expectancy >10y

• No high-risk features

THE WHO?



Chicken Nugget of Cancer

The Prostate

• Freeze it
• Fry It
• Steam It
• Microwave it
• Electrocute it
• Stuff it (Nanoparticles)
• Cook it
• Chop It
• Radiate It



51% of Patients 
Could Avoid Surgery

Candidates:

Gleason 7 or less
PSA < 20

Localized/Focal Disease

AVOID THE SIDE 
EFFECTS

NO URINARY LEAKS
NO ERECTILE DYSFUNCTION

FOCAL THERAPY



Follow-Up Protocol

PSA Monitoring Multiparametric MRI 12-Month Biopsy Repeat Imaging/Biopsy

A structured and comprehensive follow-up protocol is essential to monitor for treatment success, detect 
any recurrence, and guide further management decisions after focal  therapy.



Salvage Pathways

• Repeat Focal Therapy

• Completion Ablation

• Radical Prostatectomy

• Radiation Therapy

• Individualized Pathways



Ablation / Biopsy – Guidance for Needle Placement



Month Day, Year 18

Advanced Annotation (Research)



Month Day, Year 19

Advanced Annotation / Treatment Planning (Research)



Month Day, Year 20

URONAV 4.3 Ablation
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- MRI reading
- Prostate biopsy experience
- Technology (vs energy)

No learning curve and difference between surgeons for:
- In-field recurrence
- Complication rate
- Number of cryoprobes/lesion

Figure 3. Linear regression model to assess the presence of a learning curve



Methods: Multicenter Trial 761 FT and 572 RP cases 
(November/2005-September/2018),
• PSA < 20 ng/ml
• Gleason </= 4 + 3 and stage </= T2c
• 1-1 propensity score-matched for treatment year, 

age, PSA, Gleason, T-stage, cancer core length and 
use of neoadjuvant hormones. FT included 1-2 
sessions. 

Primary outcome was failure-free 
survival (FFS) defined by need for salvage 
local or systemic therapy or metastases. 

Results: 335 RP and 501 FT identified
After matching, 246 RP and 246 FT cases were identified. 

At 3, 5 and 8 years, 
   RP: FFS 86% (81-91%), 82% (77-88%) and 79% (73-86%) for radical 
prostatectomy 
   
   FT:  FFS 91% (87-95%), 86% (81-92%) and 83% (76-90%) following 
focal therapy (p = 0.12).

Conclusions:

In patients with non-metastatic low- intermediate prostate cancer, 
oncological outcomes over 8 years were similar between focal 
therapy and radical prostatectomy.

y



• At 7 years follow up
– 69% FFS after primary focal HIFU 

therapy for nonmetastatic prostate 
cancer. 

– Metastasis-free survival 100% 
– Prostate cancer-specific survival 

was 100%
– Overall survival was 97%

E U R O P E A N UR O LOG Y 8 1 ( 2 0 2 2 ) 5 9 8 – 6 0 5

FFS is defined as transition to whole-gland salvage treatment or third
focal therapy treatment, systematic treatment, and/or development of prostate cancer metastases and/or prostate cancer–specific death

D’Amico



Cryoablation

Currently, the only treatment modality that is 
FDA Cleared for cancer treatment

A systematic review evaluated ~1600 men

52% were low-risk, 38% intermediate-risk, 10% 
high-risk

8-25% (+) post-treatment biopsy rate

All Data was Before 
MR US Fusion 

Guidance



High-Intensity Focused Ultrasound

“Metanalysis evaluating >7000 men
4.5% - 91.1% (+) biopsy after treatment

Cancer Control Outcomes Following Focal Therapy Using High-intensity Focused 
Ultrasound in 1379 Men with NonmetastaticProstate Cancer: A Multi-institute 15-
year Experience, Eurol 2022

20% re-treatment rate



MRI-Ultrasound Ablation 

Received FDA 510(k) Clearance for prostate tissue ablation

At 12 months...
•77% of men with low volume GG1 were disease free
•77% of men with high volume GG1 had no cancer or low 

volume GG1
•79% of men with  GG2 79% were free of GG2

A Comparison of TULSA Procedure 
vs. Radical Prostatectomy in 

Participants With Localized Prostate 
Cancer

(CAPTAIN NCT05027477)

Pivotal Study of MRI-guided 
Transurethral Ultrasound Ablation in 

Patients With Localized Prostate 
Cancer 

(TACT NCT02766543)



MRI-Ultrasound Ablation

Received FDA 510(k) clearance for prostate tissue ablation

At 24 months
•78 (88% [95% CI 79–94]) of 89 men had no evidence of 

grade group 2 or higher prostate cancer in the treated area. 



Included 15 men with Gleason Grade Group 1-2
46.67% noted to have residual cancer

Laser Interstitial Thermal Therapy

MP46-15
OUTPATIENT TRANS-RECTAL MR-GUIDED LASER FOCAL
THERAPY PHASE II CLINICAL TRIAL: 11-YEAR INTERIM RESULTS
Vol. 206, No. 3S, Supplement, Sunday, September 12, 2021

Diagn Interv Radiol, . 2021 May;27(3):394-400. doi: 10.5152/dir.2021.20095

11-year data
• 42/155 (27%) of men were positive and clinically 

significant*
• 91/154 (59%) of men were negative.

• Metastasis-free survival rate is 99%
• Prostate cancer-specific survival rate is 100%
• Overall survival rate is 98%.



Irreversible Electroporation

121 men with predominately intermediate risk disease
• At 12 months, 79% had no disease seen at biopsy (2025)

Pivotal Study of the NanoKnife System for the 
Ablation of Prostate Tissue in an Intermediate-

Risk Patient Population Risk Patient Population 
(PRESERVE NCT04972097)

IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIrrevers



Nanoparticle MR US Fusion Directed Laser Ablation

AUA 2025
Complete Clinical Trials of Gold NanoShells Based Therapy for 
Localized Prostate Cancer Ablation Treatment - Multiple 
Investigational Clinical Sites

102 (feasibility: 44, extension: 58) 
   - no SAEs
   - 1-year post-treatment negative biopsy

68% (69/101) treated men



Bipolar Radiofrequency Ablation
Bipolar, radio frequency-based, helical 
ablation probe 

20 men with Gleason Grade Group 2 CaP
80% were without csCaP, 75% cancer free
No sig. changes in IPSS, QoL, or IIEF-15 
at 1 year



100 men were treated with a median follow-up of 61 months. 
• 5-year bDFS (95 % CI) was 93 % (86 % to 97 %). 
• At 5 years, the prevalence of grade 2 + genitourinary and 

gastrointestinal toxicity was 12 % and 4 %, respectively.

Biochemical recurrence (BCR) was defined as an increase in serum PSA of 

at least 2 ng/mL above the nadir value.

Biochemical failure observed in 6 patients: 
1 patient had local recurrence and distant metastases.
•2 patients had pelvic lymph node failure.
•3 patients developed distant metastases without local 
recurrence.

•Recurrence Location: 24 out of 28 patients had a recurrence at the site of the 
original tumor (GTV).
•Only one patient had a recurrence in the prostate gland outside the GTV.



Water Vapor Ablation (Vanquish)

J Endourol . 2023 Feb;37(2):225-232.

At 6 months
13/15 (87%) biopsies sho ed no leason pattern 4 or 

2 an er on the treated side of prostates

en of 15 (67%) sub e ts ere biopsy negative.

Uses phase shift energy, stored in 
sterile ater vapor, to onve tively 
transfer thermal energy to an erous 
tissue, ausing ell death.



WATER IV PCa: Radical Aquablation vs. Prostatectomy RCT

NCT06651632



Eur Urol Oncol. 2024 Dec 16

Targeted Microwave Ablation (TMA)
under MRI-USG fusion guidance

42 areas were treated in 30 patients (seven low-risk and 23 
intermediate-risk PC)
6-month per protocol biopsy showed 

No cancer in 90.5% (38/42) of the treated areas. 
Per-patient analysis revealed in-field recurrence in 10.0% (three of 30) 
of patients, of whom two had grade group 1 and one had grade group 
2 disease. 
Only grade 1 and 2 complications were reported 

AROU (grade 2, Foley): 3.3%, Hematuria (grade 1): 16.7%, Dysuria 
(Grade 1): 6.7%, Perineal discomfort (Grade 1): 6.7%



Infusion of photosensitizer (WST11) drug 
travels to cancerous tissue

Near infrared light laser excitation release 
of reactive oxygen species cell damage 
and apoptosis

Vascular-Targeted Photodynamic Therapy (VTP)

3.5-yr follow-up, 
overall successful focal ablation was achieved for 51 patients (75%). 
    17 patients (25%). 
    34 patients (50%) were cancer-free in both the prostate lobes. 
    64 related adverse events (AEs): 48% were Clavien grade I, 
          47% were grade II, and 5% were grade III. 



• At 7 years follow up
– 69% FFS after primary focal HIFU 

therapy for nonmetastatic prostate 
cancer. 

– Metastasis-free survival 100% 
– Prostate cancer-specific survival 

was 100%
– Overall survival was 97%

E U R O P E A N UR O LOG Y 8 1 ( 2 0 2 2 ) 5 9 8 – 6 0 5

FFS is defined as transition to whole-gland salvage treatment or third
focal therapy treatment, systematic treatment, and/or development of prostate cancer metastases and/or prostate cancer–specific death

D’Amico





How do these combined imaging modalities 
affect our treatment pathway?

When will tissue be obsolete?

Main Title Goes Here
There are many variations of passages but the majority 

have  suffered alteration in some form by injected. There 

are many 

majority have
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• Ga68-PSMA PET/CT identified cancer in 117
(10%) men not identified on mpMRI 
• mpMRI identified cancer in 93 (8%) men 

not seen on Ga68-PSMA PET/CT.

• Retrospective
• Enriched cohort with known CaP



Combination of mpMRI and PSMA PET 
CT 
•Improves 

- Index lesion detection
- Gross Tumor Volume
- Detection of adverse pathology

Curr Opin Urol 2022, 32:231–238

C
C



The CHRONOS-B trial is a pioneering study assessing whether hormonal pre-treatment (finasteride or 
bicalutamide) enhances the efficacy of focal therapy. The study will provide valuable insights into 
oncological control, side effects, and patient quality of life over a five-year follow-up period.

Treatment Arms in CHRONOS-B
•Arm 1 (Control): Focal therapy alone (HIFU or cryotherapy).
•Arm 2: Focal therapy after 12 weeks of finasteride (5 mg daily).
•Arm 3: Focal therapy after 12 weeks of bicalutamide (50 mg daily).

DEVICE DRUG 
COMBINATIONS



MRI QUALITY MATTERS
How to Quantify and Assess Trial Outcomes?



The CHRONOS-B trial is a pioneering study assessing whether hormonal pre-treatment (finasteride or 
bicalutamide) enhances the efficacy of focal therapy. The study will provide valuable insights into 
oncological control, side effects, and patient quality of life over a five-year follow-up period.

Treatment Arms in CHRONOS-B
•Arm 1 (Control): Focal therapy alone (HIFU or cryotherapy).
•Arm 2: Focal therapy after 12 weeks of finasteride (5 mg daily).
•Arm 3: Focal therapy after 12 weeks of bicalutamide (50 mg daily).

DEVICE DRUG 
COMBINATIONS



Very low risk
cancer

Intermediate risk 
cancer

Active surveillance Radical therapies

Active surveillance

Radical therapies

Current Paradigm

VTP

Where does focal therapy fit into the paradigm?

Active surveillance

Radical therapies

Low risk
cancer

High
Risk cancer

Limited Paradigm

Focal Paradigm

Future Paradigm

Focal Therapy

Active surveillance Focal Therapy
Radical Tx

What happens with transition to MR targeted biopsy only during the screening 
process?
• Less Patients Meeting AS Criteria
• More CS disease  



Take-Home Messages

Patient selection drives outcomes Mid-term data = oncologic safety + 
functional advantage

Focal therapy remains investigational for 
investigational for primary use; strongest 

strongest in salvage

As the field of focal prostate cancer therapy continues to evolve, ongoing research and guideline development are 
development are essential to establish its role in the broader treatment landscape


