H opOn avdayvoon pog
ONUOGIEVGTNG

2to0po¢ I'kpdPac

& !’{ 1 i - i ,
Z,{r* 710 Ovporoyikn Kiwvikn
; f P Sy R

RIKAIEIC [Havemotnuiov Osccariog




Conftlict of interest

Speaker Honoraria and/or Company Consultant:
GSK
Pierre Fabre Medicament
Lilly
Angelin1 Pharma Hellas




Avayvmon onupocicvong: Emioyn

Xpovoc, TpocPacm kot ikavotnteg Yo TNV doknon EBM
O uéoog 1Tpog aplepavel 2 h v efdopdoda eved 0yKog
TpIkng mTAnpopopiac t11

Eisenberg JM. J Health Polit Policy Law 2001

“Work; finish; publish”
M. Faraday (1791-1867)

“Publish or perish”
WCE 2010 Chicago




Evidence Pyramid

Svstematic Reviews
and Meta-analyses MOST

Randomized evidence
Controlled Double

Blind Studies

/Pnco (" nantrnl Qhrr“oc\

Only a small amount of the medical

literature contains best evidence!
/ Ideas Editorials, Oprnlons \
/ = ~ Animal research i \

/ In vitro (‘test tube’) research \ ;ﬁ?jﬂie

From SUNY Downstate Medical Research Library
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Type of Evidence
Evidence obtained from meta-analysis of randomised trials

Evidence obtained from at least one randomised trial
Evidence obtained from one well-designed controlled study without randomisation

Evidence obtained from at least one other type of well-designed quasi-experimental study

Evidence obtained from well-designed non-experimental studies, such as comparative or correlation

studies and case reports
Evidence obtained from expert committee reports or options or clinical experience of respected

authorities

Modified from Oxford Centre for Evidence-based Medicine — Levels of Evidence
(March 2009)
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CONSORT 2010 checklist of information to include when reporting a randomised trial*
Section/Topic Item No Checklist item
Title and abstract
1a Identification as arandomised trialin the title
1b Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts***)
Introduction
Background and 2a Scientific background and explanation of rationale
objectives 2b Specific objectives or hypotheses
Methods
Trial design 3a Description of trial design (such as parallel, factorial) including allocation ratio
3b Important changes to methods after trial commencement (such as eligibility criteria), with reasons
Participants 4a Eligibility criteria for participants
4b Settings and locations where the datawere collected
Interventions 5 The interventions for each group with sufficient details to allow replication, including how and when they were actually administered
Qutcomes 6a Completely defined pre-specified primary and secondary outcome measures, including how andwhen they were assessed
6b Any changes to trial outcomes after the trial commenced, with reasons
Sample size 7a How sample size was determined
7b When applicable, explanation of any interim analyses and stopping guidelines
Randomisation:
Sequence 8a Method used to generate the random allocation sequence
generation 8b Type of randomisation; details of any restriction (such as blocking and block size)
Allocation 9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), describing any steps taken to conceal the
concealment sequence until interventions were assigned
mechanism
Implementation 10 Who generated the random allocation sequence, who enrolled participants, and who assigned participants to interventions
Blinding 11a If done, who was blinded after assignment to interventions (for example, participants, care providers, those assessing outcomes) and how
11b Ifrelevant, description of the similarity ofinterventions
Statistical methods 12a Statistical methods used to compare groups for primary and secondary outcomes
12b Methods for additional analyses, such as subgroup analyses and adjusted analyses

|
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Results
Participantflow (@ 13a Foreach group, the numbers of participants who were randomly assigned, received intended treatment, andwere analysed forthe primary outcom
diagramis strongly 13p For each group, losses and exclusions after randomisation, together with reasons
recommended)
Recruitment 14a Dates defining the periods of recruitment and follow-up
14b Why the trial ended orwas stopped
Baseline data 15 A table showing baseline demographic and clinical characteristics for each group
Numbers analysed 16 For each group, number of participants (denominator) included in each analysis and whetherthe analysis was by original assigned groups
QOutcomes and 17a For each primary and secondary outcome, results for each group, and the estimated effect size and its precision (such as 95% confidence interval)
estimation 17b Forbinary outcomes, presentation of both absolute and relative effect sizes is recommended
Ancillaryanalyses 18 Results of any otheranalyses performed, including subgroup analyses and adjusted analyses, distinguishing pre-specified from exploratory
Harms 19 Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harms™)
Discussion
Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses
Generalisability 21 Generalisability (external validity, applicability) of the trial findings
Interpretation 22 Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence
Other information
Registration 23 Registration numberand name of trial registry
Protocol 24 Where the full trial protocol can be accessed, if available
Funding 25 Sources of funding and other support (such as supply of drugs), role of funders

)
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Preliminary Results of Prostate
Vaporization in the Treatment of

Benign Prostatic Hyperplasia by

Using a 200-W High-intensity Diode Laser

Chien-Hsu Chen, Po-Hui Chiang, Yao-Chi Chuang, Wei-Ching Lee, Yen-Ta Chen, and
Wei-Chia Lee

UROLOGY 75: 658-663, 2010.

This study included 55 patients diagnosed with LUTS secon

Kot M€0000¢

PATIENTS AND METHODS

7 Population

wto BPH, treated between December 2007 and July 20087
the patients respoTTes=poasi ret-treatnent. A digital
rectal examination was performed, and the serum prostate-
specific antigen (PSA) levels were determined. Prostate biopsy
was performed if prostate cancer was suspected. The subjective
symptoms were evaluated using the following parameters: In-
ternational Prostate Symptom Score (IPSS), maximum uroflow
rate ()__ ), prostate volume, postvoid residual (PVR) wrine
volume, quality of life score ((QoLs), and PSA level. Complete
blood cell count and serum chemistry profile were determined
and urine analysis was performed before the surgery. The inclu-
sion criterion for the patients was urinary symptoms of moder-
ate to severe intensity, as indicared by QQ__. = 15 mL/s and
IPSS = 10. Urodynamic studies, including pressure-flow studies,
were preformed only in cases in which neurogenic bladder was
suspected. Informed consent was obtained from all the partients
Patients with neuropenic bladder, prostate cancer, prostate vol-
ume = 25 mL, or those who had previously undergone urethral
surpery were excluded from this study. Patients with ongoing
treatment with anticoagulants, such as aspirin, clopidogrel and
warfarin, were not excluded in this series. This study was
approved by the institutional review board of our hospital.
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Preliminary Results of Prostate

Vaporization in the Treatment of

Benignh Prostatic Hyperplasia by

Using a 200-W High-intensity Diode Laser

Chien-Hsu Chen, Po-Hui Chiang, Yao-Chi Chuang, Wei-Ching Lee, Yen-Ta Chen, and
Wei-Chia Lee

Procedure Performed With 200-W Diode Laser

The physicians performing the procedure were highly experi-
enced using potassium-titanyl-phosphate (KTP) laser and
TURP. The surpery was performed using a diode laser with a
power of 200 W (Urolaser 980: Limmer Laser, GmbH, Berlin,
Germany). A side-firing laser fiber was introduced through a
24F Wolf continuous flow cystoscope into the prostate. Normal
saline was used as an irrigant. The procedure was performed
under general or spinal anesthesia. The power is usually set to
150 W with continuous wave mode at the start of the proce-
dure. The lateral lobes were vaporized bilaterally at first. After
the working space from bladder neck to verumontanum was
created, the power setting was increased to 200 W to widen the
cavity. The middle lobe, if present, was vaporized after com-
pleting the lateral lobe vaporization. The dedicated fiber emits
the laser beam in a side-firing manner to permit vaporization,
without direcrt tissue contact with the fiber surface. An ourput
power of 150 W was used for vaporization of the apical and the
anterior regions of the prostate. When bleeding was observed,
the laser beam (at the same power setting) was directed to that
region to achieve hemostasis. The end-point of the procedure is
a deobstructed patent channel. Finally, a Z0F 3-way Foley
catheter was inserted and all the patients received prophylactic
antibiotic therapy for 7 days after the operation.

Measurements

The following parameters were assessed at baseline, 1 month
after the surgery, and then at an interval of 6 months: IPSS,
Qnees PVR urine volume, and QolLs. The prostate volume and
PSA level were assessed at baseline and 6 months after the
operation. The prostate volume was calculated using transrectal
ultrasound. The peri- and postoperative complications were
recorded
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Prostatic Hyperplasia: 4-Year Results from the CombAT Study

Claus G. Roehrborn®*, Paul Siami®, Jack Barkin®, Ronaldoe Damido*, Kim Major-Walker®,
Indrani Nandy®, Betsy B. Morrill¢, R. Paul Gagnier®, Francesco Montorsi/

on behalf of the CombAT Study Group

2.3. Study end point and statistical analyses

IHowx test ko Tov

The primary end point at 4 yr was time to first event of AUR or BPH-
Studen tS t— test related prostatic surgery, defined as the number of days from the date of
first dose of randomised study dmg to the date of the initial event. The
16 I4 4 proportion of subjects experiencing AUR or BPH-related surgery was a
EZ:,(XPT(IT(Il (XTEO TO 8180@ supportive end point to the primary analysis. To address multiplicity,
, secondary end points were analysed in a predefined hierarchy (Table 1).
TOV T[(xp(xugfp(ﬂv Additionally, all primary and secondary end points defined and initially
tested at 2 yrwere included as secondary end points at 4 yrand analysed
HO}\,{)T[;\,OKS according to the hierarchy at year 2 [10]: We report IPSS, Qumax and
C_, prostate volume outcomes in this paper.

The intent-to-treat population was the primary population analysed,

14 14
GTQTIGTIKSQ MSOOBO], consisting of all subjects randomised to double-blind study treatment.

The primary comparison was combination versus tamsulosin, for which
A 4 A the study was powered at 94%; a comparison of combination versus
V(xyKn B(X’G]“Kng dutasteride was also performed. The primary analysis used a log rank
r I4 test stratified by investigative site cluster. Superiority for combination
GT(XTlGTlKT]g 'YV(DGT]C_: versus tamsulosin and dutastende was based on a two-sided p value at
o = 0,01, The relative risk (hazard ratio) for the treatment effect and
associated two-sided 95% confidence intervals were estimated using a
Cox proportional hazards model with treatment as the only covanate
and stratified by investigative site cluster.
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Assessed for eligibility (n=...)

Excluded (n=...):
Not meeting inclusion criteria (n=...)
Declined to participate (n=...)
Other reasons (n=...)

Y
Randomised (n=...)

! | }
Allocated to intervention (n=...): Allocated to intervention (n=...):
Received allocated intervention (n=...) Received allocated intervention (n=...)

Did not receive allocated intervention (give Did not receive allocated intervention (give
reasons) (n=...) reasons) (n=...)

# }

Lost to follow-up (give reasons) (n=...) Lost to follow-up (give reasons) (n=...)
Discontinued intervention (give reasons) (n=...) Discontinued intervention (give reasons) (n=...)

i |

Analysed (n=...): Analysed (n=...):
Excluded from analysis (give reasons) (n=...) Excluded from analysis (give reasons) (n=...)

I
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Kopia katoAnKtiko “Never theorize before you have data.

(jnug{a Invariably, you end up

- Ilpwv (o¢ciyuo. otaBuiocuévo) twisting facts to suit theories
- Metd, (Adyor evkoliag — Ostikav
OTTOTEAECUATOV

instead of theories to suit facts.”

—Sherlock Holmes
AvoTopory@yuo
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European Urology: Reporting

“We encourage authors to report outcomes and complications in a structured
manner. We advise the use of peer reviewed documents to guide this such as:

EUROPEAN UROLOGY 61 (2012) 341-349

available at www.sciencedirect.com - i

journal homepage: www.europeanurology.com R

= UROLOGY

eal =

European Association of Urology == E

Reporting and Grading of Complications After Urologic Surgical
Procedures: An ad hoc EAU Guidelines Panel Assessment and
Recommendations

Dionysios Mitropoulos “*, Walter _Artibanib, Markus Graefen©, Mesut Remzi®,
Morgan Rouprét ¢, Michael Truss’
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, i Table 1 Nocturnal voiding frequency (IPSS Q7)
ETG‘TLGTLKT] Gn HaVTlKOTnTa‘ Variable Placebo Tadalafil 5 mg

o) AgV EIVUL GTUTIGTIKOG CTILOVTIKO R E,

N 735 742
Baseline (mean = SD) 23+ 1.2 23+1.2
Endpoint (mean £ SD) 1.9+ 1.2 1.7+£1.2
Change (mean £ SD) —04=x=1.1 —05£12

Treatment difference —0.2 +0.05(-0.3, -0.1)
LSM = SE (95 % CI)

p value 0.002

Oelke et al, World J Urol 2014
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Risk Difference
M-H, Fixed, 95% CI

NNT and NNH:
Numbers Needed to Treat
Numbers Needed to Harm

TUR-
syndrome Significantly lower after M-TURP

NNH =50 (95% CI: 33-111)

Mamoulakis et al Eur Urol 2009

-0.2 -0.1 0 01 0.2
Favors monopolar Favorsbhipolar
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Follow-up — anmAeleg

THREE-YEAR FOLLOW-UP OF FEEDBACK MICROWAVE
THERMOTHERAPY VERSUS TURP FOR CLINICAL BPH: A
PROSPECTIVE RANDOMIZED MULTICENTER STUDY

30,0
25,0 1

20,0 i
150 { &

i
10,0 {

Avaykn Oepameiog?
I J i ITT: Intention To Treat

501 T g ————————

0,0

bl 3 6 12 24 36 (months)

FIGURE 1. [PSS after PLFT and TURP during study
period.

Baseline 12 mo 24 mo 36 mo
Mean P Mean P Mean P Mean P
Parameter (SD) n Value (SD) n Value* (SD) n Value* (SD) n Value*
IPSS
PLFT 21.0(5.4) 99 - 7.2(6.2) 93 0578 7.2(5.9) 77 0.014 8.2(6.9 68 0.024

TURP 20.4(5.9) 46 — 7.1(6.6) 43 4.6 (4.4) 38 5.0(3.9) 35




Durability of 30-Minute High-Energy
Transurethral Microwave Therapy for
Treatment of Benigh Prostatic Hyperplasia:
A Study of 213 Patients With and Without

Urinary Retention
Table 2. Clinical outcomes [mean (SD)] at baseline and to 60 months after treatment with TUMT 3.5

Baseline
No retention (n) 168 113 100 80 54 13
Qmax 85(3.7)  148(80)  131(72)  121(59)  13.2(9.4) 9.9 (4.5)
RESULTS The overall mean follow-up period was 33.9 months, with a maximum of 65 months.

However, the objective and subjective responses of our

study were determined from those patients who remained

T = in the study and represent the responders.

S 41

w

3

£

é 24

- Gravas et al Urology 2007
S 0
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Welcome to PubMed

PubMed comprises more than 19 million citations for biomedical
articles from MEDLINE and life science journals. Citations may

include links to full-text articles from PubMed Central or publisher
web sites.




Houw to read a paper

Papers that tell you what things cost (economic analyses)

Trisha Greenhalgh BMJ 1997:315:596-9

Examples of costs and benefits of health
interventions

Costs Benefits

Direct: Economac:

“Board and lodging” Prevention of illness that is
Drugs, dressings, etc expensive to treat
Investigations Avoidance of admission to
Staff salaries hospital

Return to paid work

Indirect:

Work days lost Clinical:

Value of “unpaid” work  Postponement of death or
disability

Relief of pain, nausea,
breathlessness, etc

Improved vision, hearing,
muscular strength, etc

Quality of life:
Increased mobility and
independence
Improved wellbeing
Release from sick role

Intangible:
Pain and suffering
Social stigma
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TABLE. Top 10 Recommendations for Closing the Credibility Gap in Reporting Industry-Sponsored Clinical
Research

Ensure clinical studies and publications address clinically important questions

M

ake public all results, including negative or unfavorable ones, in a timely fashion, while avoiding redundancy
mprove understanding and disclosure of authors’ potential conflicts of interest

Educate authors on how to develop quality manuscripts and meet jounal expectations

L AN —

mprove disclosure of authorship contributions and writing assistance and continue education on best publication

practices to end ghostwriting and guest authorship

Report adverse event data more transparently and in a more clinically meaningful manner

~ O~

Provide access to more complete protocol information

Transparently report statistical methods used in analysis

O OO

Ensure authors can access complete study data, know how to do so, and can attest to this

Support the shaning of prior reviews from other journals

)
- - - — > -

o

Mansi et al Mayo Clin Proc 2012
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AwdBacua - owdPacua — owdPacua
Exnaidevon - Kpitikn okéyn
Journal Club

ON BrING A DocTtOR Annals of Internal Medicine

Don’t Read This Article Christopher A.K.Y. Chong, MD  Ann Intern Med. 2013;158:566-567.

But does anyone
actually read all of the studies relevant to his or her prac-
tice? And perhaps more important, does the average clini-
cian really need to?

- SO g0 '&llC'&d, jllSt tllUIllb th[’Ongll tllOSC papecErs, and

impress your colleagues by talking about that article you
haven’t really read!
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