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Diagnostic accuracy of multi-parametric MRl and TRUS
biopsy in prostate cancer (PROMIS): a paired validating

confirmatory study

Hashim U Ahmed*, Ahmed El-Shater Bosaily*, Louise C Brown*, Rhian Gabe, Richard Kaplan, Mahesh K Parmar, Yolanda Collaco-Moraes,
Katie Ward, Richard G Hindley, Alex Freeman, Alex P Kirkham, Robert Oldroyd, Chris Parker, Mark Emberton, and the PROMIS study groupt

The Lancet, janvier 2017



576 patients
1€re biopsie

Relecture centralisée 132 IRM, répétition examen si insuffisant
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MP-MRI, % TRUS-biopsy, %  Test ratio* p value
(95% Cl) [95% CI] [95% Cl]

Secondary definition (Gleason score =3+4 or cancer core length =4 mm), prevalence of clinically
significant cancer 331 (57%, 53-62%)

Sensitivity test 87 (83-90) 60 (55-65) 0-69 (0-64-0-76) p<0-0001
Specificity test 47 (40-53) 98 (96-100) 2:11 (1-85-2-41) p<0-0001
PPV 69 (64-73) 98 (95-100) 227 (8-6-59:9) p<0-0001
NPV 72 (65-79) 65 (60-70) 0-70 (0-52-0-96) p=0-025
Any Gleason score 7 (23+4), prevalence of clinically significant cancer 308 (53%, 49-58%)
Sensitivity test 88 (84-91) 48 (43-54) 0-55 (0-49-0-62) p<0-0001
Specificity test 45 (39-51) 9 (97-100) 222 (1.94-2.53)  p<0-0001
PPV 65 (60-69) 99 (95-100) 40-8 (10-2-162-8)  p<0-0001
NPV 76 (69-82) 63 (58-67) 0-53 (0-38-0-73) p<0-0001

1%sepsi$ 10% RAU 27% biopsies évitables (pas de cancer/non significatif)



EUROPEAN UROLOGY 75 (2019) 570-578

e 4M
available at www.sciencedirect.com b,
journal homepage: www.europeanurology.com UROLOGY
i’ | &
al -
European Association of Urology -

Platinum Priority — Prostate Cancer - Editor’s Choic
Editorial by Derek J. Rosario, Thomas J. Walton and Steven /. Kennish on pp. 579-581 of this issue

Head-to-head Comparison of Transrectal Ultrasound-guided
Prostate Biopsy Versus Multiparametric Prostate Resonance
Imaging with Subsequent Magnetic Resonance-guided Biopsy
in Biopsy-naive Men with Elevated Prostate-specific Antigen:
A Large Prospective Multicenter Clinical Study

Marloes van der Leest®, Erik Cornel”, Bas Israél®, Rianne Hendriks ©, Anwar R. Padhani®,
Martijn Hoogenboom °, Patrik Zamecnik“, Dirk Bakker"”, Anglita Yanti Setiasti®,

Jeroen Veltmanf Huib van den Hout’, Hans van der Lelug Inge van Oort¢, SJoerd Klaver",
Frans Debruyne’, Michiel Sedelaar®, Gerjon Hannink’, Maroeska Rovers’,

Christina Hulsbergen-van de Kaa®', Jelle O. Barentsz®"
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626 patients
1€re biopsie

Relecture centralisée IRM
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TRUSGB pathway MRI pathway

TRUSGB (n =626) No biopsy (n=309)
MRGB (n =317)
n (%, 95% CI) n (%, 95% CI)

Grade group >2 (GS >3 +4)

Prevalence csPCa®: 200 (32.0, 28-36)
csPCa 146 (23.3, 20-27) 159 (25.4, 22-29)
insignPCa | 155 (24.8, 21-28) 88 (14.1, 11-17) |

Augmentation du nombre de cancers non significatifs diagnostiqués+++
Pas de gain de deétection de cancers significatifs

Prostatite : 3%
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European Association of Urology

The FUTURE Trial: A Multicenter Randomised Controlled Trial on
Target Biopsy Techniques Based on Magnetic Resonance Imaging

in the Diagnosis of Prostate Cancer in Patients with Prior Negative
Biopsies

Olivier Wegelin“*, Leonie Exterkate”, Marloes van der Leest®, Jean A. Kummer?®,
Willem Vreuls ¢, Peter C. de Bruin®, J.L.H.Ruud Bosch’, Jelle O. Barentsz ¢
, Diederik M. Somford "', Harm H.E. van Melick *'
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665 patients
ATCD &€ biopsie négative

Relecture centralisée IRM



2) PIRADS 3 ou + : randomisation 1:1:1 (234 patients)

MF 1.00

TR 8000.0
TE 85

TA
BW 150.0
p2 M/NORM/DISZD




Conclusions: We found no significant differences in the detection rates of (cs)PCa
among the three MRI-based TB techniques.

Table 4 - Biopsy outcome of three groups of TB

FUS-TB (n=79) COG-TB (n=178) MRI-TB (n=77) p value

Days between mpMRI and biopsy, median (IQR) 53 (41-70) 27 (20-35) 39 (27-53) <0.05*
Biopsy cores

Total TB cores, n 358 275 197

Per subject, median (IQR) 4 (3-5) 3 (3-4) 2 (2-3) <0.05°

Per CSR, median (IQR) 4 (3-5) 3 (3-3) 2 (2-3) <0.05

PCa-positive cores, n 128 88 94

Positivity rate, mean (SD) 31.3% (37.8) 33.3% (42.1) 47.7% (46.4) <0.05"
Detection rate of PCa, n (%) 39 (49.4) 34 (43.6) 42 (54.5) 0.4
Detection rate of csPCa%, n (%) 27 (34.2 26 (33.3) 25 (32.5) >0.9°
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4.4. Limitations

The main limitation of the study is powering, primarily
due to a lower yield of PIRADS >3 on mpMRI (50% lower
than anticipated) and thus low availability of TB, causing
underpowering for the primary endpoint. This is partially
counterbalanced by higher PCa detection rates (44-55%)
than the anticipated vyields (25-40%). Although no
statistically significant differences were found among
the groups with the current sample size, clinically
relevant differences cannot be ruled out definitively

20
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AMr B., 69 ans

APSA 30ng/ml

A3 séries de biopsies négatives
AIRM :

A4éme série avec fusion cognitive :
négative
A5eme série avec fusion logicielle :

A3 biopsies ciblées +
A10mm/8mm/12mmGleasord+4
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Performance de la fusion logicielle

INTERNATIONAL JOURNAL OF

Original Articles: Clinical Investigation = (&) Free Access

Accuracy of elastic fusion biopsy in daily practice: Results of a
multicenter study of 2115 patients

Marco Oderda ®, Giancarlo Marra, Simone Albisinni, Emanuela Altobelli, Eduard Baco, Valerio Beatrici,
Andrea Cantiani, Antonio Carbone, Mauro Ciccariello, Jean-Luc Descotes, Marine Dubreuil-Chambardel,
David Eldred-Evans, Giuseppe Fasolis, Mariaconsiglia Ferriero, Gaelle Fiard, Valerio Forte, Alessandro
Giacobbe, Pardeep Kumar, Vito Lacetera, Pierre Mozer, Giovanni Muto, Rocco Papalia, Antonio Pastore
, Alexandre Peltier, Thierry Piechaud, Giuseppe Simone, Jean-Baptiste Roche, Morgan Roupret, Olivier
Rouviere, Roland Van Velthoven, Paolo Gontero ... See fewer authors A

l

Performance diagnostique des biopsies ciblées avec
fusion logicielle «lans la vraie vie

World Journal of Urology

- pp 1-9 | Cite as

A multicentric study on accurate grading of prostate
cancer with systematic and MRI/US fusion targeted
biopsies: comparison with final histopathology after
radical prostatectomy

Authors Authors and affiliations

R. Diamand [~], M. Oderda, W. Al Hajj Obeid, S. Albisinni, R. Van Velthoven, G. Fasolis, G. Simone, M. Ferriero, J-B. Roche,

T. Piechaud, A. Pastore, A. Carbone, G. Fiard, J-L. Descotes, G. Marra, P. Gontero, E. Altobelli, R. Papalia, P. Kumar,

D. Eldred-Evans, A. Giacobbe, G. Muto, V. Lacetera, V. Beatrici, T. Roumeguere, A. Peltier, show less

|

Meilleure concordance biopsigwostatectomie
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Performance de la fusion logicielle

INTERNATIONAL JOURNAL OF

Original Articles: Clinical Investigation = (&) Free Access

Accuracy of elastic fusion biopsy in daily practice: Results of a
multicenter study of 2115 patients

Marco Oderda ®, Giancarlo Marra, Simone Albisinni, Emanuela Altobelli, Eduard Baco, Valerio Beatrici,
Andrea Cantiani, Antonio Carbone, Mauro Ciccariello, Jean-Luc Descotes, Marine Dubreuil-Chambardel,
David Eldred-Evans, Giuseppe Fasolis, Mariaconsiglia Ferriero, Gaelle Fiard, Valerio Forte, Alessandro World Journal of
Giacobbe, Pardeep Kumar, Vito Lacetera, Pierre Mozer, Giovanni Muto, Rocco Papalia, Antonio Pastore Urology
, Alexandre Peltier, Thierry Piechaud, Giuseppe Simone, Jean-Baptiste Roche, Morgan Roupret, Olivier
Rouviere, Roland Van Velthoven, Paolo Gontero ... See fewer authors A

l

Performance diagnostique des biopsies ciblées avec
fusion logicielle «lans la vraie vie

MAIS 9% cancers significatifs détectés uniquement par
biopsies ciblées

World Journal of Urology
‘. pp 1-9 | Cite as

A multicentric study on accurate grading of prostate
cancer with systematic and MRI/US fusion targeted
biopsies: comparison with final histopathology after
radical prostatectomy

Authors Authors and affiliations

R. Diamand [~], M. Oderda, W. Al Hajj Obeid, S. Albisinni, R. Van Velthoven, G. Fasolis, G. Simone, M. Ferriero, J-B. Roche,
T. Piechaud, A. Pastore, A. Carbone, G. Fiard, J-L. Descotes, G. Marra, P. Gontero, E. Altobelli, R. Papalia, P. Kumar,

D. Eldred-Evans, A. Giacobbe, G. Muto, V. Lacetera, V. Beatrici, T. Roumeguere, A. Peltier, show less

|

Meilleure concordance biopsigwostatectomie
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AMr B., 73 ans
A2 séries de biopsies négatives

AIRM 04/18 : cible apex antérieur 20mm PIRADS 5

Biopsies ciblées avec fusion logicieledlig : négatives
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AIRM 04/19 : stabilité Iésion 20mm PIRADS 5/5
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Longueur Cancer
Numéro de la de la
biopsie localisaton biopsie
(mm) :

Long Score de

(mm) Gleason
1 Cible 1 E 7 3+4
2 Cible 1 17 8 3+4
3 Cible 1 E q 443
4 Cible 1 11 1 4+4
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Bleu = biopsies randomisées
Rouge = biopsies ciblées

Oncology

Where Do Transrectal Ultrasound- and
Magnetic Resonance Imaging-guided
Biopsies Miss Significant Prostate
Cancer?

Lars Boesen, Nis Ngrgaard, Vibeke Leagager, Ingegerd Balslev, and Henrik S. Thomsen

CrossMark

Urology 2017
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ONCOLOGY

. Urologic Oncology: Seminars and Original Investigations 1 (2017) IEE-EENE
Original article
Prostate zonal anatomy correlates with the detection of prostate cancer on
multiparametric magnetic resonance 1maging/ultrasound fusion—targeted
biopsy 1n patients with a solitary PI-RADS v2—scored lesion

Jamil S. Syed, B.S.?, Kevin A. Nguyen, M.S.?, Cayce B. Nawaf, M.D.”, Ansh M. Bhagat”,
Steffen Huber, M.D.", Angelique Levi, M.D.%, Peter Humphrey, M.D., Ph.D.,
Jeffrey C. Weinreb, M.D.”, Peter G. Schulam, M.D., Ph.D.?, Preston C. Sprenkle, M.D.**

“ Department of Urology, Yale School of Medicine, New Haven, CT
® Department of Radiology and Biomedical Imaging, Yale School of Medicine, New Haven, CT
© Department of Pathology, Yale School of Medicine, New Haven, CT
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Table 4
Positive predictive value for the detection of cancer on targeted biopsy

All prostate PPV, P GS >7 PPV, P
b

cancers % value® % value”
PI-RADS 4° 31/53 58.5 - 20/53 37.7 -
PI-RADS 4 in 21/39 53.8 041 15/39 38.5 0.79
the PZ
PI-RADS 4 in 6/8 62.5 3/8 37.5
the TZ
PI-RADS 4 in 1/2 500 - 0/2 0 -
the CZ
PI-RADS 4 in 1/1 100 — 0/1 0 —
the AFS
PI-RADS 5° 47/57 824 — 40/57 70.2 -
PI-RADS 5 in 23/25 020 0.21 22125 88.0 0.05
the PZ .
PI-RADS 5 in 15/19 78.9 12/19 63.2 MOIﬂdre performance de n
the TZ f QLwa LJ2dzNJ tf S a
PI-RADS 5 in 1/3 333 — 0/3 0 — . . ;o
e C7 localisation antérieure?
PI-RADS 5 in 3/4 75.0 - 2/4 50.0 -

the AFS
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Table 4

Positive predictive value for the detection of cancer on targeted biopsy

All prostate PPV, P GS >7 PPV, P
cancers % value” %" value”

PI-RADS 4° 31/53 585 - 20/53 377 -

PI-RADS 4 in 21/39 53.8 041 1539 385 0.79
the PZ

PI-RADS 4 in 6/8 62.5 3/8 37.5
the TZ

PI-RADS 4 in 1/2 500 - 0/2 0 —
the CZ

PI-RADS 4 in 1/1 100 - 0/1 0 -
the AFS

PI-RADS 5° 47/57 824 - 40/57 702 -

PI-RADS 5 in 23/25 92.0 0.21 22/25 88.0 | 0.05
the PZ

PI-RADS 5 in 15/19 78.9 12/19  63.2
the TZ

PI-RADS 5 in 1/3 333 - 0/3 0 -
the CZ

PI-RADS 5 in 3/4 75.0 - 2/4 500 | -
the AFS

- VAUT MIEUX MOBILI\SERL
-SON INTELLIGENCE SUR PES
CONNERIE S QUE MOBILISER
SACONNERIE S0R PES
CHOSES INTELLIG-ENTE_S.

Poeerel-
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Prosbiotate: A Multicenter, Prospective Analysis of JUrol, 2013
Infectious Complications after Prostate Biopsy

Franck Bruyere,* Sandra Malavaud, Philippe Bertrand, Aliette Decock,

Gérard Cariou, Jean Dominique Doublet, Louis Bernard, Hubert Bugel,

Sophie Conquy, Albert Sotto, Jean Paul Boiteux, Bertrand Pogu, Xavier Rebillard,
Pierre Mongiat-Artus and Patrick Coloby

Table 2. PB modalities and pathology results

Overall No Sepsis Sepsis  p Value
No. anesthesia (%): 2,624 2,549 75 0.32
. . None 98 (3.7) 93 (3.6) 5 (6.7)
2624 biopsies General 654 (249)  528(207) 16 (213)
Gel 548 (20.9) 638 (25.0) 20 (26.7)
Local with injection 1,074 (40.9) 1,045 (41.0) 29 (38.7)
; ] . Epidural 13 (0.5) 12 (0.5) 1T (1.3)
14 b|ops|es/pa’[|ent Neuroleptanalgesia 237 (90) 233 (91) 4 (53]
No. rectal enema (%) 145 (90.6) 144 (90.6) 1 (100) 0.74
No. antibiotic 2,129 (78.3) 2,079 (794) 50 (66.7) 0.01
L. L, . ] prophylaxis (%)*
3506 anesthésie genera|e ou sédation Mean + D No. 13941  139+41 143+49 048t
biopsy cores (%)
No. pathology result (%):
Normal 751 (28.4) 730 (284) 21 (30.5) 0.87
0 I Ca 1,444 (54.7) 1,409 (54.7) 35 (50.7)
2’8/0 prOStatlte Benign prostatic 235 (8.9) 229 (8.9) 6 (8.7)
hyperplasia
Prostatitis 212 (8.0) 205 (8.0) 7 (10.1)
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EUROPEAN UROLOGY 61 (2012)1110-1114

- TN
available at www.sciencedirect.com &
journal homepage: www.europeanurology.com EUROPEAN
European Assaciation of Urology :

Platinum Priority — Prostate Cancer
Eci iql bv Alexandre R Zlotta and Robert K

Infectious Complications and Hospital Admissions After Prostate
Biopsy in a European Randomized Trial

Stacy Loeb™*, Suzanne van den Heuvel®, Xiaoye Zhu", Chris H. Bangma®,
Fritz H. Schréder”, Monique J. Roobol®

Environ 5%
FDR (multivarié) : diabete, HBP

EUROPEAN UROLOGY XXX (2016) XXX-XXX

PR
available at www.sciencedirect.com EUROPEAN
journal homepage: www.europeanurology.com

eal

European Association of Urology

Platinum Priority — Review - Prostate Cancer
Editorial by XXX on pp. x-y of this issue

Complications After Systematic, Random, and Image-guided
Prostate Biopsy

Marco Borghesi “">*, Hashim Ahmed *, Robert Nam °, Edward Schaeffer ¢, Riccardo Schiavina *?,
Samir Taneja’, Wolfgang Weidner#, Stacy Loeb"

1-17,5%
Augmentation risque sepsis/hospitalisation au
cours du temps (germe résistant vs oubli ATB)
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The Impact of Repeat Biopsies on Infectious Complications
in Men with Prostate Cancer on Active Surveillance

Behfar Ehdaie,* Emily Vertosick,* Massimiliano Spaliviero,* Anna Giallo-Uvino,*
Ying Taur,* Maryellen O’Sullivan,* Jennifer Livingston,* Pramod Sogani,*
James Eastham,* Peter Scardinot and Karim Touijer*,+

< 591 patients
En analyse multivariee seul FDR = répétition des biopsies

Probability of Infection after Biopsy (%)

1 2 3 4 5 6 7 For every previous biopsy the odds of an infection increased 1.3 times (OR 1.33,
Number of Previous Biopsies 95% CI 1.01-1.74).

Figure 1. Risk of post-biopsy infection by number of previous
biopsies.

JUrol, 2014
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Overlege slar alarm: Over 1000 sykehusinnleggelser

pa grunn av alvorlig infeksjon etter prostatabiopsii 2017.

Jeg kjente pa en veldig uro og tenkte at «her

Fakta
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Fa dager senere
dade 68-aringen.

Slik tas prostatabiopsi
tall, er det urovekkende. Oknin-
©INNENRIKS e Gl e »pro veispover m
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Date: 3" June 2019
Re: European Commission ruling on the indications for use of fluoroquinolones
To whom it may concern,

On the 11th March 2019 the European commission (EC) implemented stringent
regulatory conditions regarding the use of fluoroquinolones (e.g. Ciprofloxacin,
Levofloxacin, Moxifloxacin, Norfloxacin, Ofloxacin) in urology. This legally binding
decision is applicable in all EU countries and is based on a review of the serious
disabling and potentially permanent side effects associated with the administration
of quinolone and fluoroquinolone antibiotics by mouth, injection or inhalation.

National authorities have been urged to enforce this ruling and to take all
appropriate measures to promote the correct use of this class of antibiotics. It is
vitally important that urologists are fully informed of the impact of this decision on
their daily clinical practice.

Fluoroquinolones should not be used for the:

1. Prevention of recurrent urinary tract infections.

2. Prevention of infection after surgeries or interventions in the urogenital
system, including transurethral surgery or transrectal prostate biopsy

3. Treatment of sepsis

Other indications have been maintained e.g. treatment of complicated UTI and
bacterial prostatitis; restricted; or reworded according to the current medical
knowledge.

The recommendations made by the EC are, for the most part, in line with the
current recommendations of the EAU Urological Infections Guidelines. However,
Table 12 of the 2019 EAU Urological Infectior= 7 :id~timan ceill ha amnandad 44
remove fluoroquinolones from the list of sug

transrectal prostate biopsy. Possible alternat

alternative interventions.

Guidelines for the correct use of antibiotics must be followed and urologists are
obligated to consider the serious side effects associated with fluoroquinolones and

EAU20 /.
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participate in shared medical decision making with patients who have an elevated

risk of complication. More information on this topic can be accessed via the

European Medicines Agency website:

https://www.ema.europa.eu/en/medicines/human/referrals/quinolone-

fluoroguinolone-containing-medicinal-products

On behalf of the EAU Urological Infections Guidelines Panel and the EAU Section of

Infections in Urology.

Yours sincerely,
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Prof. Dr. G. Bonkat
Chair EAU Urological Infections Guidelines
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Prof. Dr. H. Van Poppel
Adjunct Secretary General
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