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SCALE OF THE PROBLEM: PROSTATE CANCER IS ENGLAND’S MOST COMMON CANCER

55,000 diagnoses a year

12,000 deaths – second biggest cancer killer

The only cancer among those of highest incidence 
without an approved screening programme



NPCA STATE OF THE NATION REPORT 2024

Increase in diagnoses: 9% rise in England (2023) and 26% rise in 
Wales (2022). 
16% rise in Scotland (2022) (Prostate Cancer UK).

Overtreatment rates (January–December 2021): Remained stable 
in the latest available data. However, trends for more recent years are 
yet to be seen.

Ethnic and social disparities: Black men, older men, and deprived 
populations have higher late-stage diagnosis and face barriers to 
radical treatment.



RISK FACTORS FOR PROSTATE CANCER

A man is between 2 and 4 times more likely 
to be diagnosed if he has 1 or more first 
degree relative with prostate cancer

A man’s risk of prostate cancer may be 
increased if he has a close relative with 
breast cancer – if the breast cancer is linked 
to faults in the genes BRCA1 or BRCA2

Black men are more likely to get prostate 
cancer than other men. In the UK, about 1 
in 4 Black men will get prostate cancer at 
some point in their lives



LEARNING DISABILITY AND (PROSTATE) CANCER

More likely to die from Breast, Lung and Bowel Cancer

Access to screening (bowel, breast and cervical) is 
lower than the general population

Face barriers to treatment and lower cancer survival



CURRENT GUIDELINES

“The PSA test is available free to any 
well man over 50 who requests it”

PSA threshold ≥ 3ng/mL regardless of 
age

Is reactive i.e. men have to know about 
the PSA and ask for it

No specific guidance for high-risk men

https://www.gov.uk/government/publications/prostate-specific-antigen-testing-explanation-and-
implementation/advising-well-men-about-the-psa-test-for-prostate-cancer-information-for-gps

https://www.gov.uk/government/publications/prostate-specific-antigen-testing-explanation-and-implementation/advising-well-men-about-the-psa-test-for-prostate-cancer-information-for-gps
https://www.gov.uk/government/publications/prostate-specific-antigen-testing-explanation-and-implementation/advising-well-men-about-the-psa-test-for-prostate-cancer-information-for-gps


TRANSFORMING THE DIAGNOSTIC PATHWAY



SUMMARY OF EVIDENCE

• Repeat PSA testing can reduce prostate cancer death by around 
20% at 10-15 years follow-up

• One-off PSA test almost no impact on survival

• No overall survival benefit in any RCT

• Significant harms of PSA screening

• Overdiagnosis of indolent cancers -> anxiety, overtreatment

• High false positive rate -> unnecessary biopsies, side-effects, health care burden



TRIAL OF 
RANDOMISED 
APPROACHES FOR 
NATIONAL 
SCREENING FOR MEN
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TRANSFORM

• Multi-arm multi-stage platform randomised 
controlled trial

• Men will be invited to have a “Prostate Health 
Check” through direct letters from GP practices

• Pilot phase commencing Autumn 2025

• Pre-consent randomisation “Zelen” design



TRANSFORM: 3 STAGE DESIGN

1 2 3
Stage 1 (3 years)
• Pilot 4 screening interventions
• Evaluate how to deliver pivotal 

trial assessing key processes 
and assumptions

• Short-term outcomes
• Develop bio-digital twin 

protocols 

Stage 2 (6 years)
• Main trial of optimal intervention 
• Medium-term clinical outcomes
• PROMS: quality of life. 
• Costs and resources
• Create bio-digital twin

Stage 3 (10 years)
• Evaluate long-term primary 

outcomes through linkage 
to national databases

17,000 men 180,000– 500,000 men



Targeted  
 biopsy

Targeted  
 biopsy

Targeted  
 biopsy

Arm 1: PSA 3 + MRI Arm 2: PSA 1 + MRI Arm 3: MRI-only Arm 4: PRS

Targeted 
 biopsy

PSA ≥ 3ng/ml

Prostagram

PSA ≥ 1ng/ml

Prostagram Prostagram Prostagram

PRS ≥ 3.5%Any PSA level

PROSTATE HEALTH CHECKS



ZELEN DESIGN

• Men are randomised to a Prostate Health Check or 
to a control group before invitation

• Most efficient design to avoid contamination

• Those randomised to control group not invited 
therefore not aware of involvement in trial, continue 
in usual care

• Learning from other disciplines e.g. Flexi Sig trial in 
colorectal cancer

• We will trial two designs in the pilot phase



STAGE 1 TRIAL DESIGN OVERVIEW



RECRUITMENT

Eligibility criteria:

• Men in the general population aged 50-74 years.

• Additionally, men aged 45-49 years who self-identify 
in GP practice lists as of Black ethnicity. 

• Additionally, men aged 45-49 years who are on the 
GP learning disability Quality Outcome Framework 
(QOF) register.



RECRUITMENT

Exclusion criteria:

• History of prostate cancer 

• History of one or more prostate cancer tests in the 
preceding 5 years (PSA, MRI, biomarker).

• Androgen deprivation therapy 

• Culture proven urinary tract infection in the 3 
months prior to screening 

• Significant co-morbidities or other cancers likely to 
impact on their life-expectancy in the next 10 years 
will be excluded.



RECRUITMENT

People will be identified for the study through their 
local GP surgery only 

Therefore, potential participants must be registered with a 
GP

People will be chosen based on “codes” for age, ethnicity 
& medical history 

Plan to work with GP surgeries to ensure that records are 
accurate, important demographic data are available and 
make sure that this information is up to date & correct, if 
possible (i.e., correct age, correct ethnicity)



RECRUITING 
BLACK MEN INTO 

TRANSFORM



RECRUITMENT

DOI: 10.1016/j.euros.2023.05.015



RECRUITMENT

DOI: 10.1001/jama.2024.4011



RECRUITMENT

DOI: 10.1001/jama.2024.4011



RECRUITMENT

DOI: 10.1001/jamaoncol.2020.7456



RECRUITMENT

DOI: 10.1001/jamaoncol.2020.7456



RECRUITMENT

DOI: 10.1016/j.jclinepi.2022.05.018



RECRUITMENT



RECRUITMENT

DOI: 10.1016/j.jclinepi.2022.05.018

Black men & deprived populations
Targeted recruitment > Direct mail or 
media strategy
White men & less deprived
Media strategy > Direct mail or targeted 
recruitment



RECRUITMENT

At least one in 10 of the men who receive an invitation 
letter to the trial will be Black 

We are working with community groups and national 
networks to ensure we meet this target 

Invite documents are appropriate, comprehensive & 
culturally sensitive to ensure that every person feels 
informed and able to uptake the invitation 

Work with GP surgeries in high density areas 



TRANSFORM COMMUNITY ENGAGEMENT



ADJUSTMENTS NEEDED 
FOR PEOPLE WITH A 

LEARNING DISABILITY



PARTICIPANT INFORMATION LEAFLET



CONSENT FORM



UNDERSTANDING PEOPLE’S EXPERIENCE

The research team will collect information at different 
time points from participants 

We will measure things like: 
 anxiety/ distress
 Satisfaction
 Levels of worry 

We will also interview some black men (about 10) 
afterwards to get a deeper understanding of what their 
experience of the prostate health check was like, and 
how we can improve the process



UNDERSTANDING PEOPLE WITH A LEARNING DISABILITY EXPERIENCES

Working group of people with lived experience supported by

Charities and advocacy Groups

     

   

     Mark Shakleton (Co-Researcher)

Dene Donalds  (Pathways Associates)



TIMELINE

Stage 1 is due to begin in September 2025 

Recruitment to the pilot trial will last 12-24 months

Pre- trial phase is the key time to engage with community 
groups & research networks  to make sure we are aware 
of issues & barriers

Initial results from Stage 1 will be available in late 2027



QUESTIONS?
& DISCUSSION
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