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- 200,000 men invited, aged  
50-69 years

- 82,429 PSA tested
- 2,965 prostate cancer
- 1,643 randomised to

active monitoring, 
radical prostatectomy or 
radiotherapy with neo-adjuvant 
hormone therapy



Baseline characteristics (randomised)
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Methods - PROMs

• ProtecT study questionnaire completed by men in the active 
monitoring, radiotherapy and surgery groups

• Validated patient-reported outcome measures (PROMs)

• Assessed at 
– Baseline (before diagnosis)

– Six and 12 months after randomisation

– Annually thereafter

• CONSORT-PRO guidelines followed
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Patient-reported outcomes

• Validated patient-completed outcome measures
– Urinary symptoms and impact on quality of life 

• ICIQ, ICSmaleSF, EPIC-50 

– Sexual and bowel function symptoms and impact on quality of life 

• EPIC-50 

– Psychological status (anxiety, depression)

• HADS 

– Generic health status

• SF-12, EQ-5D

– Cancer-specific quality of life

• EORTC QLQ-C30 
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* ICIQ introduced in 2001, EPIC in 2005

Response rates
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Patients receiving treatments

• More than half of men starting AM had received treatment by 10 years
• 44% of men on AMavoided treatment

Hamdy et al, N Eng J Med 2016
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General quality of life
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Active monitoring 
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Radiotherapy

Worse
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General quality of life
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Urinary incontinence
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Urinary incontinence
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Urinary incontinence and impact

“In the early days I couldn’t hold anything in, it was hopeless... I still wear a small 
pad, just in case, because you don’t want to have a damp patch or accident.”

“I used the pads and they were OK, discrete, and then I stopped using them and 
I’m absolutely fine.”
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Sexual function/life
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Erectile function

Active monitoring 
Prostatectomy
Radiotherapy
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Erectile function and impact

“I can’t get erections any more… Now that has been an impairment. I would like to 
get back to normal.” 

“How much is it age and how much the treatment? I’m not a young buck any more, 
so it doesn’t really worry me.”
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Bowel function
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Bowel function

Active monitoring 
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Bowel bother/impact

Active monitoring 
Prostatectomy
Radiotherapy

Worse

Better

“I had a bit of bowel trouble, 
diarrhoea and urgency.  That 
was a bit disconcerting… there 
were several times I nearly got 
caught out, which was a bit 
embarrassing. But I’ve become 
accustomed to it”
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Other issues
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Active monitoring 
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Anxiety and depression
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Active monitoring 
Prostatectomy
Radiotherapy

Worse

Better

Urinary voiding (LUTs) 

ICSmaleSF Voiding score
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Conclusions: ProtecT PROMs  

• Men had good physical and mental health throughout, but 
unpleasant and bothersome urinary, sexual and bowel symptoms 
varied in severity, recovery and decline between the groups

– Surgery group: urine leakage and sexual difficulties were worse at six 
months and remained worse for some men over six years

– Radiotherapy group: sexual, bowel and some urinary difficulties worse 
at six months; some longer term bowel symptoms

– Active monitoring group: avoided side-effects if stayed on it, but 
some symptoms increased with changes of treatment and ageing
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Conclusions: ProtecT PROMs 

• Men had good physical and mental health throughout, but 
unpleasant and bothersome urinary, sexual and bowel symptoms 
varied in severity, recovery and decline between the groups

– Surgery group: urine leakage and sexual difficulties were worse at six 
months and remained worse for some men over six years

– Radiotherapy group: sexual, bowel and some urinary difficulties worse 
at six months; some longer term bowel symptoms

– Active monitoring group: avoided side-effects if stayed on it, but 
some symptoms increased with changes of treatment and ageing

• Men and clinicians now have clear comparative information about 
men’s experiences of treatments 

• Men should be encouraged to take their time to consider these 
risks and benefits alongside data on mortality and cancer progression, 
to make an informed decision about treatment or testing




