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Screening 

‘All screening programs do harm; 

some do good as well.’ 

Gray JAM. New concepts in screening. Br J Gen Pract 2004; 54: 

292-8. 
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Screening 

Primum Non Nocere and the Quality of 

Evidence: Rethinking the Ethics of Screening 

Ewart RM. J Am Board Fam Pract 2000; 13: 188-96. 

‘Because most of the harms of screening fall on the 

healthy and because screening is initiated by 

physicians, nonmaleficence takes precedence over 

beneficence. … that these ethical implications require 

that screening programs be backed up by better 

evidence than is the usual case for investigative 

medicine.’ 
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Möglicher Nutzen und Schaden 
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Mögliche Ausgänge eines Screening-Tests 
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Frühzeitige(re) Intervention/Therapie führt zu besseren 

Ergebnissen als späte(re) Intervention/Therapie 

rp 

Möglicher Nutzen 
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Beruhigung 

rn 

Aber: gar nicht nachgefragt!  

(‘because screening is initiated by physicians’) 

Wozu jemand beruhigen, der gar nicht beunruhigt ist? 

Möglicher Nutzen 
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Einschränkung der Lebensqualität 

Ggf. unnötige Folgediagnostik mit ihren Risiken oder 

gar falsche Therapie mit ihrem Schadenspotenzial 

fp 

Möglicher Schaden 
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Eur J Cancer 2011; doi:10.1016/j.ejca.2011.06.055 

Möglicher Schaden 
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‘… our results indicate that … the 

rate of hospitalization within 30 

days of prostate biopsy was more 

than double that in a control 

population. …, the number 

needed to harm would be 24, ie 1 

additional hospitalization within 

30 days for each 24  prostate 

biopsies. 

J Urol 2011; 186: 1830-4 

Hospitalisationen wegen Infektion 

Möglicher Schaden 
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J Urol 2010; 183: 963-8 

Möglicher Schaden 
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Urology 2002; 60: 826-30 

Möglicher Schaden 
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Nur ein Teil der Patienten profitiert 

Ggf. überflüssige Therapie mit ihrem Schadenspotenzial 

rp 

Möglicher Schaden 

Problem: Geschädigte Patienten in der Regel nicht 

 identifizierbar 

 Schadenspotenzial abstrakt 
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N Engl J Med 2009; 360: 1320-8 

'Results 

In the screening group, 82% of men accepted at least one offer of 

screening. During a median follow-up of 9 years, the cumulative 

incidence of prostate cancer was 8.2% in the screening group and 4.8% 

in the control group. The rate ratio for death from prostate cancer in the 

screening group, as compared with the control group, was 0.80 (95% 

confidence interval [CI], 0.65 to 0.98; adjusted P = 0.04). The absolute 

risk difference was 0.71 death per 1000 men. This means that 1410 

men would need to be screened and 48 additional cases of prostate 

cancer would need to be treated to prevent one death from prostate 

cancer. 

Conclusions 

PSA-based screening reduced the rate of death from prostate cancer 

by 20% but was associated with a high risk of overdiagnosis.' 

Überdiagnose und -therapie 
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Falsche „Beruhigung“ 
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Möglicher Schaden 
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Relationen 

 Möglicher Nutzen 

 Möglicher Schaden 
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The Test 

5 There should be a simple, safe, precise and validated 

 screening test 

The Treatment 

10 There should be an effective treatment or intervention 

 for patients identified through early detection, with 

 evidence of  early treatment leading to better outcomes 

 than late treatment 

The Screening programme 

13 There should be evidence from high quality Randomised  

 Controlled Trials that the screening programme is 

 effective in reducing mortality or morbidity. 

Ansprüche 
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Screeningstudien: Nutzen? 

Djulbegovic et al. BMJ 2010; 341: c4543 

Chou R et al. Screening for Prostate Cancer. A Review of 

the Evidence for the U.S. Preventive Services Task Force. 
Ann Intern Med 2011; doi:10.1059/0003-4819-155-11-201112060-00375 

 
‘Prostate-specific antigen–based screening results in 

small or no reduction in prostate cancer–specific 

mortality …’ 
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‘It is interesting to note that the review notes that none of 

the studies reviewed reported the adverse effects 

associated with screening for Prostate Cancer. As 

physicians we must do no harm but I question how 

researches can morally and ethically conduct studies 

without reviewing this outcome? Labelling more and 

more patients with "early stage" or "localised" Prostate 

Cancer merely creates worry for them, anxiety for us and 

costs for the Health service. The quality of the research 

also highlights that once again we are not practicing 

evidence based medicine.’ 

Samuel DG. Rapid Response to Djulbegovic et al. 2010. 

Screeningstudien: Schaden 
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RP = Radikale Prostatektomie 

PST = Perkutane Strahlentherapie 

BT = Brachytherapie 

WW = Watchful Waiting 

DFS = Krankheitsfreies Überleben 

OS = Gesamtüberleben 

PCS = Prostatakarzinom- 

 spezifisches Überleben 

RFS = Rezidivfreies Überleben 

Studie Land Arme Rekrut. Pat. Ergebnis 

Paulson 1982 USA RP vs. PST 1975-? 97 (106) DFS: RP > PST 

Iversen 1995 
(VACURG) 

USA RP vs. WW 1967-1975 142 OS: RP (≈) WW 

Bill-Axelson 2011 
(SPCG-4) 

Skand. RP vs. WW 1989-1999 695 (698) OS: RP > WW 
PCS: RP > WW 

Giberti 2009 Italien RP vs. BT 1999-2002 174 (200) RFS: RP (≈) BT 

 

Therapiestudien 

Evidenzbasis für die Behandlung des lokal begrenzten 

Prostatakarzinoms (RCTs zum Vergleich verschiedener 

Strategien): 

 

Weltweit 700 Patienten 
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Bill-Axelson et al. N Engl J Med 2011; 364: 1708-17 

SPCG-4: Nutzen 
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Bill-Axelson et al. N Engl J Med 2011; 364: 1708-17 

SPCG-4: Nutzen 
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Bill-Axelson et al. N Engl J Med 2011; 364: 1708-17 

SPCG-4: Nutzen 
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Aber … 

Zu Bill-Axelson et al. J Natl Cancer Inst 2008; 100: 1144-54 
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Aber … 

Bill-Axelson et al. J Natl Cancer Inst 2008; 100: 1144-54 
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Aber … ? 

Bill-Axelson et al. N Engl J Med 2011; 364: 1708-17 

PSA < 10 ng/ml und 

Gleason < 7 oder WHO-Grad 1 
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Aber … ? 

Bill-Axelson et al. N Engl J Med 2011; 364: 1708-17 
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SPCG-4: Schaden 

Bill-Axelson et al. N Engl J Med 2011; 364: 1708-17 
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Johansson et al. Lancet Oncol 2011; 12: 891-9 

SPCG-4: Schaden 
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‘In the cohort studies, the median rate of urinary 

incontinence with watchful waiting was 6% (range, 3% to 

10%), with prostatectomy associated with a median 

increase in absolute risk of 18 percentage points (range, 8 

to 40 percentage points). 

In the cohort studies, the median rate of erectile dysfunction 

with watchful waiting was 52% (range, 26% to 68%), with 

prostatectomy associated with a median increase in 

absolute risk of 26 percentage points (range, 21 to 29 

percentage points).’ 

Chou R et al. Screening for Prostate Cancer. A Review of 

the Evidence for the U.S. Preventive Services Task Force. 
Ann Intern Med 2011; doi:10.1059/0003-4819-155-11-201112060-00375 

Therapie: Schaden 
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Bill-Axelson et al. N Engl J Med 2011; 364: 1708-17 

Aber … 
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‘Primary androgen deprivation, cryotherapy, brachytherapy, 

intensity-modulated radiation therapy, proton-beam 

radiation therapy, and laparoscopic and robotic-assisted 

radical prostatectomy have not been evaluated in 

randomized trials, despite their widespread use.’ 

Wilt T et al. Systematic Review: Comparative Effectiveness 

and Harms of Treatments for Clinically Localized Prostate 

Cancer. Ann Intern Med 2008; 148: 435-48 

Aber … ?! 
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Aber … ?! 

‘We found little evidence with which to evaluate newer 

techniques for prostatectomy (including nerve-sparing 

approaches that use laparoscopy, either robotic-assisted or 

free-hand) compared with watchful waiting, but found no 

pattern suggesting that more recent studies reported 

different risk estimates than older studies.’ 

Chou R et al. Screening for Prostate Cancer. A Review of 

the Evidence for the U.S. Preventive Services Task Force. 
Ann Intern Med 2011; doi:10.1059/0003-4819-155-11-201112060-00375 
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Therapie: Schaden 

‘We found little evidence with which to evaluate newer 

techniques for prostatectomy (including nerve-sparing 

approaches that use laparoscopy, either robotic-assisted or 

free-hand) compared with watchful waiting, but found no 

pattern suggesting that more recent studies reported 

different risk estimates than older studies.’ 

Chou R et al. Screening for Prostate Cancer. A Review of 

the Evidence for the U.S. Preventive Services Task Force. 
Ann Intern Med 2011; doi:10.1059/0003-4819-155-11-201112060-00375 

‘Prostatectomy was also associated with perioperative (30-

day) mortality (about 0.5%) and cardiovascular events 

(0.6% to 3%), …’ 
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Johansson et al. Lancet Oncol 2011; 12: 891-9 

Lebensqualität 
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‘Many patients accepted the side effects as inevitable 

consequences of having been treated for prostate cancer, a 

condition they perceived as life threatening. We conclude that 

generic QoL measures cannot reveal the impact of sexual, urinary 

and bowel dysfunctions on patients because such dysfunctions 

are not perceived as health problems. By presenting these 

findings we want to draw attention to issues that complicate QoL 

assessments in general and in prostate cancer patients in 

particular.’ 

Korfage IJ et al. Patients‘ perceptions of the side-effects of 

prostate cancer treatment – A qualitative interview study. Soc Sci 

Med 2006; 63: 911-9 

Aber …  
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‘Assessment of the comparative effectiveness 

and harms of localized prostate cancer 

treatments is difficult because of limitations in 

the evidence.’ 

Wilt T et al. Systematic Review: Comparative Effectiveness 

and Harms of Treatments for Clinically Localized Prostate 

Cancer. Ann Intern Med 2008; 148: 435-48 

Evidenzbasis 
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Physician Visits Prior to Treatment for Clinically Localized 

Prostate Cancer 
Lang et al. Arch Intern Med 2010; 170: 440-50 

Entscheidungen 
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Physician Visits Prior to Treatment for Clinically Localized 

Prostate Cancer 
Lang et al. Arch Intern Med 2010; 170: 440-50 

 

Entscheidungen 
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Studie Land Arme Rekrut. Plan Random. 

PIVOT USA RP vs. WW 1994-2002 1050 731 

ProtecT Pilot UK RP vs. PST 
vs. AS 

1999-2001 ? 114 

ProtecT UK RP vs. PST 
vs. AS 

2001-2009 ? (700) 

START USA, 
Kanada, UK 

RP, PST, BT 
vs. AS 

2007-? 2130 ? 

SABRE Kanada, UK RP vs. BT 2008-2012   400 ? 

 

 

     

 

RP = Radikale Prostatektomie 

PST = Perkutane Strahlentherapie 

BT = Brachytherapie 

WW = Watchful Waiting 

AS = Active Surveillance 

Zukunft 
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Studie Land Arme Rekrut. Plan Random. 

PIVOT USA RP vs. WW 1994-2002 1050 731 

ProtecT Pilot UK RP vs. PST 
vs. AS 

1999-2001 ? 114 

ProtecT UK RP vs. PST 
vs. AS 

2001-2009 ? (700) 

START USA, 
Kanada, UK 

RP, PST, BT 
vs. AS 

2007-? 2130 ? 

SABRE Kanada, UK RP vs. BT 2008-2012   400 ? 

PREFERE D RP vs. PST 
vs. BT vs. AS 

? 2012-? 7000 ? 

 

RP = Radikale Prostatektomie 

PST = Perkutane Strahlentherapie 

BT = Brachytherapie 

WW = Watchful Waiting 

AS = Active Surveillance 

Zukunft 
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‘Das Akronym PREFERE steht für "PREFEREnce based 

randomized evaluation of treatment modalities in low or early 

intermediate risk prostate cancer" und bedeutet, dass sowohl die 

Präferenzen der Patienten gewahrt werden als auch die 

Randomisierung auf die Therapiemöglichkeiten erfolgt.’ 
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Schlussfolgerungen 

Die muss womöglich jeder selbst für sich treffen 

‘I never dreamed that my discovery four decades ago 

would lead to such a profit-driven public health 

disaster. The medical community must confront reality 

and stop the inappropriate use of P.S.A. screening. 

Doing so would save billions of dollars and rescue 

millions of men from unnecessary, debilitating 

treatments.’ 

Richard J Ablin, Entdecker des PSA 

20.03.2010, New York Times, The great prostate mistake 
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