Tpaypatomoinon KAivikiag AokipAg
kai AvaAuon Acdopévwv

E. ZapéAn, AékTopac

Epv Yyieivag, EmidnuioAoyiag kar IatpikAg
. 2. TATIOTIKAG,

' Tatpikh xoAR TTav/piou ABnviv

H avaykn yia KAvVIKEC dOKIHEC oTn XeEIPOUpYIKA

O Z7Tn xeIpoupyIKA ouxvd n Bswpia HETOUCIWVETAI O TIPAKTIKA
XWpic va éxel ponynBei evdeAexnc afioAdynon yia Ta mbavd
0@£AN (0IKOVOUIKA R OXETIKA HE TNV ATTOTEAEOUATIKOTNTA KAl
TNV Uyeia Tou acBevh).
Q Aidgopec emeppdoeic epappélovrav EKTEVWE TIpIV
TEAIKA pavei N avamoTeAeopATIKOTNTA TOUG
»>Halsted radical mastectomy, Kidney decapsulation (for
hypertension), Uterine suspension, Legation of internal
mammary arteries (for coronary insufficiency)
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Cross-over
Factorial

KATT

Tafivopnon KAivikwv Aokipwyv

> Epeuvec wdonc I (Phase I Studies)

(MeTapoAiopéc, dappakohoyikég Idi16TnTeg: AocoAoyia -

aopdAcia, 20-80 dropa).

> Epeuvec wdonc IT (Phase IT Studies)

(ApaoTikdTnTa - acpdAeia, 100-200 daropa).
> Epeuvec pdong ITT (Phase ITT Studies)

(AToTeAeopaTikdTNTa - oUYKpPION).

> ‘Epeuvec wdonc IV (Phase IV Studies)

(Pappakoemaypumvion: Makpoxpovieg HEAETEC HEYAANG
KAigaKag voonpoTNTAC KAl TTAPEVEPYEIWV)




Ta&ivopunon paon apiOuol péTpwy: ATAn
£évavti moAUTapayovTikn £peuva

Tuvaikeg nou MANPOUOAY Ta KNITLA OUMETONTG

ATIAR: pia Oepameia / opdda

Tuxatornoinon

Aotupivn Eikovikn Bepaneia avti aomupivng
Tuyatorioinan Tuxatonoinon
Brjte- Brjta- kapotivn Brjta Brta- kapotivn
Kapotivn Ewovikn Bepaneia Kapotivr Ewovikn Bepaneia
TToAU/kn: 2+/0pdda
Tuxawomoinan Tuxawomoinan Tuxatoroinon Tuyatonoinon

Brrapivn E  Brrapivn E Burapivn E Bitapivn E- Birapivn E Brrapivn E- Brrapivn E Bitapivn |
Elkovikn] Ekovikn n Eikovikr)
Bepaneia Bepareia Bepaneia

TTnyri: Emdnuiodoyia, Aschengrau & Seage ITI (EmiuéAcia Xar{drng)

Ta&ivounon paon peOodou epappoyng:
‘Epeuvec TTapaAAnAec i EvaAAaync

TlapaAAnAec €peuveg

Ouada 1: O¢epamecia A — TTapakoAoUOnon kai a§ioAdynon
Ouada 2: O¢cpameia B — TTapakoAouOnon kai a§ioAdynon

‘Epeuvec EvaAAayng

Ouada 1: O¢pamncia A —TTepiodog amopdkpuvong emdpdoewy
O¢panciagc A —~ Oepamcia B — TTapakoAouBnon Kkai
a&loAdynon

Ouada 2: O¢pancia B —TTepiodog amopdkpuvong emidpdoswy
O¢panciagc B —~ O¢epameia A — TTapakoAouBnon Kai
a&loAdynon




Zxediaopoc KAvikic Aokipine

TTpwToKOoAAO épeuvacg He aaph opIoHo TWV:
1. AoBevwv:
v Kpithpia eyypagpic / amokAgiopoU
v MéyeBoc¢ deiypaTog
v Evhpepwpévn ZuykatdBeon

Clinical Trials in a Nut Shell

2. ZUYKPIVOUEVWY aywywV )| S8 i | (R
VKpIVOH ywy i~

3. AsikTWv vyeiag - | Ak

Patient recruiiment,
and particpation

Data fied ana i
rogistration

oblained
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Radical Prostatectomy versus Observation for Localized
Prostate Cancer

Wilt et al. for the Prostate cancer Intervention Vs
Observation Trial (PIVOT) study Group

BACKGROUND
The effectiveness of surgery versus observation for men with localized prostate

. . S Patients had to be medically fit for radical
cancer detected by means of prostate-specific antigen (PSA) testing is not known.

prostatectomy and to have histologically con-
METHODS firmed, clinically localized prostate cancer (stage
From November 1994 through January 2002, we randomly assigned 731 men with L 1-12NxMO in the rumor—node-merastasis classi-
localized prostate cancer (mean age, 67 years; median PSA value, 7.8 ng per milliliter) fication system according to the American Joint
to radical prostatectomy or observation and followed them through January 2010. Committee on Cancer') of any grade diagnosed
The primary outcome was all-cause mortality; the secondary outcome was prostate- within the previous 12 months. Patients also had
cancer mortality. to have a PSA value of less than 50 ng per milli-
liter, an age of 75 years or less, negative results
on a bone scan for metastatic disease, and a life
expectancy of at least 10 years from the time of
randomization. The study sites assessed eligibil-
ity on the basis of locally obtained PSA values and
biopsy readings. After randomization, a central
pathologist reviewed the biopsy and radical-pros-
tatectomy specimens, and a central laboratory
measured PSA.




Evnuepwpévn ZuykaraOeon
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TTiBavd opéAn

TTiBavoi Kivéuvol

Acikrec Yyeiac

O1 Paoikoi aTéxo!l piag KAIVIKAG OOKIPAG TTpéTrel TAvTd

va KaTaAnyouv o€ LETPAOIUA aTtoTeAEoUATa Kal g€
«TIOOOTIKOTIOINHEVEC» UTTOOETEIC.

MéBodol peTpAoewy akpifeic kal Xwpic oedAuara.

- 2a@enc diatuTwaon oTOXWY Kal OEIKTWY Uyeiag uto HeAETn

- EmAoyh apiBuol Twv Pacikwy deikTwy. Zuvhbwg 1-2.

- EmavaAaupavépeveg peTpAOEIC.

- Acikteg mo16TnTag Cwing (Quality of life endpoints)

- Surrogate endpoints. («evdiduegog» deikTng)




«Evdiapegor» Acikreg (Surrogates)

AvTi KAMIVIKAG ékPaong, evdidpeoog 0€ikTnG dueoda
oxeTi{opevog He KAIVIKA Ekpaon
MéTpnon ath B€on evoc ProAoyikoU R KAIVIKOU
amoTeAEONATOC.

TTpémel va ppiokeTal péoa atn aitioAoyia TnG vooou.
TTx OoTeomoépwon: oOTIKA TTUKVOTNTA

.
, Wy
O Képdog .
v Xphuara w
v péyeBoc Seiyparog “"';7‘
v Xpovo -

v gUKoAia HéTpnong.

n

MéyeBoc deiypatog o

« Xpnhon peAETNC TTapaTAPNONG o€ opoloyevh TANBUOWO Yid
KaBopiopd Twv diapopwy TToU avapévoupe oTo JeikTn
avdpeoda TI¢ oHadeg
EkTipnon emiong Tng peTapAnToTNTAC TOU BEikTN

H KAIviKA eppnveia dev e€apTdTal ThG OTATIOTIKAG

oNUavTIkOTNTAG

2uvepyaaia Pe oTAaTIOTIKG amd TV dpXh ThG HEAETNG




TMpaypatoroinon KAivikng Aokipig

v Opyavwan épeuvag, Oiaxeipion dedopévwy

v Tlapapidoeic TpwToKOAAOU

v 2U0TNHATIKA TtapakoAolBnon KAIVIKAG OOKIUAG.
TTapakoAoUOnon kaBe acgOevi kai CUNTTARpWON
TIPOYPAUHATIOHEVWY ETTIOKEPEWY Kal £ ETAOEWV
(follow-up).

TTwg emiTuyxavovrai ol oToxol;

v ZaphG opIodOc Twy UTtd diepelivnan uttoBéocwy He
£ ekdBapa KpIThPIA

v Tumromroinan 6Awv Twv peBOdwv (d1ayvwaoTIKWy,
JeIYHATOANTITIKWY, TTapakoAoUBnaong, aloAdynong)

v TTepiypagh Tou TpwToKOAAOU Ttapéppaanc
v Epappoyn oTaTioTIKWwy HeBddwy yia Thv sAaxioTomoinon

ToU o@dApaToc Kai The petapAntoTntac (Tuxaiomoinon,
oTpwHAToTOINON, ATTOKPUYN)

v EmiAoyn evog peyéBoucg Tou deiypaToc 1IKkavol va meTUXEl
TOUG £PEUVNTIKOUG OTOXOUG.




Zxediaopoc KAvikic Aokipng

TuxaloToinon Twv aoOevwy oTIC Bepameieg UTod
pHeAETN =«KaTavopun -TomoO£Tnon acbevwy Tou
gival amoTéAeopa Tuxaiacg diadikaoiac»

Control Group iﬁﬁ

I.! i Randomlzatlon

Investigational
Group

Mari eivai onpavTikn n Tuxaioroinon;

Xapaktnpiotko Opada ZiboPoudivng Opdbda Eikovikiig Ocpaneiag

Opdba Khomboypéing Opdba Aonipivng (n=239) (n=238)

Xapaxtnpiouké (n=9599) (n=9586)

‘Td1a mBavoéTnTa va mdpel Thv dia €ite
Thv dAAn Beparmeia

O1 opddec diagépouv povov 6oov agopd
Thv Bepateia

ATIOQUYH OUOTNUATIKAG d1d@opdc OTIC
opddeg Oepameiag yvwoTWy Kai xaionor Tuyatonoinor
dyvwaoTwy TTdpayovrwy mou
emnpedalouv Thv vooo




TYXAIOTIOIZH

+ The correct sequence of events is crucial
(Pocock, 1983)
- Patient eligible & ready
Clinician willing to randomize
Patient consent obtained
Patient entry noted
Treatment from randomization list
On study forms completed
Treatment started

Chance not
choice °

MeydAn onpacia éxel n diadikacia
amokpuync (Allocation concealment

e allocatlon concealment scheme

TTnyn: Lancet 2002; 359: 614-18

ArAn Tuxaiomoinon

- Amogaciloupe Told yheid avd i 2 : SIS
Bepancia (id10¢ apiBuéc / Bepameia 114
ayvooUpe OTI «TTEPIOOEVEI») Pi : : i

- TI.x. 2 Oepameieg, A& B: 0-4: A, 5-9:B "l ::7 *i:i fiii 5id

- ZekIvdye amod omolodATIOTE onueio siiy Lii

-TIx.05278437416 .. 1 HEHHIBIIIBH

- AnpioupyoUpe Tnv AioTa Tuxaiomoinong: . | 4 Sa

- T[.x.052784374169ABABBA§4\%B§AA§B£.‘:’ SRR

- Tia 3 Oepameiec - A: 1-3,B: 4-6 I 7-9 & i1}
kai ayvooupe 1o O “'

MTopei va kataAhel oe dvioeg opddeg ae BOKIPEC KATW TWV
200 atopwv




Restricted Randomization

Aiaogahilel ioo péyeBoc opddwy
- Replacement randomization -emavaAappdverai n
TUXalomoinan Héxp! va TeTUXOUKE TTpoaTTo@aciopévo HéyeOog
ThG diapopdc deiypaTog peTal opddwy
- Blocking (kartd opddeg): idi1o péyeBog diaxpovikd, Xpnoigo o
gvdldpeon avdAuon
- TI.x. 2 O¢epamcicg pe block 2 AcBevwy, A & B: 0-4= AB,
5-9= BA
- 05278437416 > AB BA AB BA BA AB AB
BA AB AB BA ..

) Random allocation rule -1o mo amAd, 106TNTA HOVO OTO
TEAOG

2 TpwyaTomoinUévn TUXaloroinon
(stratified randomization)

- ATropeUyoupe d1AQOPETIKEC KATAVOHEC TTPOYVWOTIKWY yid
To OEiKTN TAPAYOVTWY OTIC GUYKPIVOUEVEC OHAdEC

- Ma kdO¢ kaTnyopia Tou TTpoyvwaTIKoU TTapdyovTta
dnpioupyoupe pia EexwploTh AioTa Tuxaiomoinong

- Mikpn onpacia o PeydAeg dokIHEC
- 2.& TOAUKEVTPIKEG WG
01doTPWON TO CUUHETEXOV KEVTPO i S
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Xpnon Eikovikng Oepanciac (Placebo)

v Eikovikn Bepateia (Placebo) : papuakoroyikd
avevepyh ouaia (A a0voAo Un ammoTeAEOUATIKWY
EVEPYEIWV) TTOU XOPNYEITAI WATE VA TTAPATIEUTIEI OTO
HETPO

v" Placebo/Halo/Hawthorne effect Adyw
mOavic aAAayng ocuvnBeiwyv Trou emidpd
oTa amoTeAéouara

v 'Ox1 tdvTa €@IKTO TIX 0YKoAoyia Xphon Hovo oTav dev
UTtapx el aywyn

Amokpuyn

v Amokpuwn /TupAoTnta (blinding/masking)

v Movn, SITIAR, TPITIAY
l ,TE\‘ n\*:‘ , ,
v ZUUMETEXOVTEG, epeuvnTéC, ASloAoynTEG-ETiTpoTh
TapakoAoudnong

v AUokoAn éwg adUvaTh oThV TTEPITITWAN XEIPOUPYIKWY
emeppdocwy: Aev UTIApXE! «EIKOVIKA» eTTéppaocn avdAoyn pe
€IKOVIKO OKeUaopa, Kai eyeipovral {nTANATa «nBikAG»

v ZuppeToxh atopou (ekTAC XelpoUpyou) Trou dev yvwpilel

11



A&loAoynon

v 2TdTIOTIKA avdAuon
v AvdAuonh 6Awv Twy (TuxaloToInuéVWY) aoBeviy.
v Xphon po-kaBopiopévng avdaAuong via Thv e§aywyn
OUUTTEPAOHATWY 0g 0XE0N HE TOV UTTO HEAETN TTANBUGUO.

v Anpoaisuon amoteAeopdTwy (X CONSORT)

v Tevikeuon amoteAcopdatwy (aAnBeia kai onpacia)

Aidypappa yia Tnv Tapouadiaon TUXAIOTOINHEVWY KAIVIKWY
doKIUWwv ouppwva pe CONSORT

13,022 Men with newly diagnosed prostate
cancer entered into screening registry

|

‘ 5023 Were cligible ‘

——=| 4292 Declined to participate

‘ 731 Underwent randomization ‘

| l

364 Were assigned to radical-prostatec | | 367 Were assigned to observation group
tomy group 292 Underwent observation
281 Underwent radical prostatectomy 36 Underwent radical prostatectomy
53 Underwent observation 1 Underwent attempted radical
€ Underwent attempted radical prostatectomy but incomplete
prostatectomy but incomplete 29 Underwent EBRT
owing to positive lymph nodes 8 Underwent brachytherapy
14 Underwent EBRT 1 Underwent cryotherapy

9 Underwent brachytherapy
1 Underwent unspecified irradiation

Figure 1. Study Enroliment and Treatment.

Of a total of 13,022 men who were screened for participation, 5023 were
eligible for enrollment; of these, 731 were randomly assigned to radical
prostatectomy or observation. Of the 364 men in the radical-prostatectomy
group, 287 underwent attempted surgery, as did 37 of the 367 men in the

observation group. EBRT denotes external-beam radiotherapy. ]7',"/”': M///f et al 2012

12



AvaAuon decdopEvwy:
intention-to-treat vs. as treated

T1 ouppaivel av T.X. HEPIKOiI Ao Toug acBeveig dev
oAokAnpwaoav Thv TapakoAoUBNon Toug oThV KAIVIKA
doKIUA K peTamnddve petall aywywv (Crossover);

|

v' As-treated analysis: n avdAuon mepiopiCeTai pévo
oTou¢ agBeveic TTou oAokAnpwaoav Th Bepateia

v Intention to treat analysis: 6Aoi o1 aoOeveig mou
TUXAI0TIOINONKav o€ éva OepdmeuTIKO OXNAKHA
avaAUovTal, ave§dpTnTa améd 1o av To akoAolBnaoav
HEXPI TEAOUG

Intention-to-treat vs. as treated

* As-treated analysis (efficacy analysis)
- EkTipnon tng emidpaong The Bepameiag oe 18avikég
OUVONKEG

+ Intention to treat analysis

- EkTIgd Tnv amoTeAsopaTikdTnTa TNG Ocpameiag oTIC
KaBnuepIvEC Kal 0X1 o€ 18avikEG OUVORKEC

- Aiatnpei T oUYKPIOINOTNTA TWV UTTO HEAETN opAdWY
(Tuxaiomoinon)

- Aiatnpei Tnv 10XU TG HEAETNG

- ATIOTPETIEI TNV EQPAVION CUOTNUATIKWY OQAAPATWY TTOU
oxeTiCovTal pe Tn 81aKOTIA R Th CUVEXION TG HEAETNG
(poor compliers - good compliers: pmopei va
d1apéPouV o€ oNPAVTIKOUG TPOYVWOTIKOUG TTApAyovTEG)

13



Intention-to-treat vs. as treated

H eykupoTNTa TNG HEAETNG gival au@ioPNTACIPN av UTTApXEl
HEYAAO TT0000TO «HETATTAONONG» OUVNOEC OTIC XEIPOUPYIKEG
OOKIUEG, €10I1KA av OUYKPivouV eTTeUPATEIC HE QAPHAKEUTIKA
okeudopara: Veterans Administration Coronary Artery
Bypass Surgery Cooperative Study Group (1972-74)
oUykpion bypass-pdpuaka oe agBevei¢ pe kuvdyxn Kk
otegpaviaia vooo. Metd améd 14 xp 55% mépaocav ané aywyh
oc emépuPpaon Evavti 6%.

+ TTpoxwpdye pe Intention-To-Treat Analysis via va
d1aThpeiTal N TUXAI0TTOiNON KAl CUUTTANPWHATIKEG avaAUoEIg
* MegA€Tn Tou pUn-Tuxaiou TTapdyovta Tou odNynoe aThv
peTamndnon kai elodyel opdAua

Surgery versus Physiotherapy for Stress Urinary
Incontinence (Julien Labrie, et al.N Engl J Med 2013)

« ..We randomly assigned 230 women to the surgery group and
230 women to the physiotherapy group. A total of 49.0% of
women in the physiotherapy group and 11.2% of women in
the surgery group crossed over to the alternative
treatment. In an intention-to-freat analysis, subjective
improvement was reported by 90.8% of women in the
surgery group and 64.4% of women in the physiotherapy
group... A post hoc per-protocol analysis showed that women
who crossed over to the surgery group had outcomes similar
to those of women initially assigned to surgery and that
both these groups had outcomes superior to those of women
who did not cross over to surgery. »

14



O1 tep1oaoTepeg KAIVIKEC BOKIHEG XpnoidoToloUv peBodouc avdAuang
empiwong yia Thv aioAdynon Tou Xpovou HEXPI ThV eppdvion evog oupPavTog

HETA TRV TTapéupaon.

Proportion Who Died

No. at Risk

Observation

Radical prosta-
tectomy

A Death from Any Cause

ALL-CAUSE MORTALITY

By the end of the study, 354 men (48.4%) had died
(Table 3 in the Supplementary Appendix). Among
o men in the radical-prostatectomy group, 171

obmmo‘W (47.0%) died, as compared with 183 (49.9%) in the
_Vﬁﬂ*ﬁ; prostatectomy

observation group (hazard ratio, 0.88; 95% confi-
dence interval [CI], 0.71 to 1.08; P=0.22; absolute
risk reduction, 2.9 percentage points; 95% CI,

315 288
329 300

lo 5 -4.1to 10.3) (Fig. 2A, and Table 4 in the Supple-
mentary Appendix).

176 106 26 o

187 126 36 o

Proportion Who Died

No. at Risk

Observation

Radical prosta-
tectomy

B Death from Prosta

Radical prostatectomny

Observation

Death attributed to prostate cancer or treatment
occurred in 52 men (7.1%) (Table 3 in the Supple-
mentary Appendix). In the radical-prostatectomy
group, 21 of 364 men (5.8%) died from prostate
cancer or treatment, as compared with 31 of 367
| i (8.4%) in the observation group (hazard ratio, 0.63;
. 95% CI, 0.36 to 1.09; P=0.09; absolute risk reduc-

315
329

288
300

176 106 26 o
187 126 36 o

tion, 2.6 percentage points; 95% CI, -1.1 to 6.5)

Figure 2. Kaplan_Meier Plots of Mortality.

O1 tep1oadTeEPEC KAIVIKEC BOKIUEC XpnoidoTToloUv HeB6doug avdaAuong
empiwong yia Thv afioAdynon Tou Xpdvou pUéEXPI ThV el@Avion evog ouuPdavTog

HETA TRV TTapéppaon.

Subgroup

Overall

Age
<65yr
=65 yr

Race
White
Black
Other

o
=1

o
1-4
PSA
=10
=10
Risk
Low

High

<7
=7

A Death from Any Cause

Charlson score

Performance score

Intermediate

Gleason score

Radical P Value for
Observation Prostatectomy Hazard Ratio (95% CI) -action
no. of events/total no.
183/367 171364 0.8 (0.7° .
&
50/131 FEYRey) %?‘ C‘ef»
133/236 128242 < a5
c‘ée AP
119/220 117232 a 2 (,‘3& 0"33
53/121 46/111 — PAS K{}% ié\\
11/26 821 I € 3 £
o o Q < 079
86/220 82/224 ADT AN DY 121
97/147 89/140 6\,’)‘\’ \\,\3‘ ,\;}, “v‘; 0.63-113)
A 0.66
146/310 139/312 e{‘}e’ \»}C-a © p :3,‘5‘ 0.89 (0.71-1.13)
37/57 32/52 < 5@" ,@S& 2&‘\6 0.82 (0.51-131)
< A9 E 0.04
101/241 h%‘(\(}e" ,3»(\‘3 \}‘g(\ 1.03 (0.79-135)
72/125 © A\ ‘\SOC' Q,\&Q _— 0.67 (0.48-0.94)
AL g > 0.07
S47 ‘Q%“’ ('%\f-’c -\0’(,\* L 115 (0.80-1.66)
GQ oOF ¥ —-— 0.69 (0.49-0.98)
i ('S.\é %QK — - 074 (0.49-1.13)
\ \’Qﬁ‘» . {Q i 0.86 (0.67-1.12) =
.@.‘v 6*34\ B . . . - ] i : 0.84 (0.56-1.25)
¥ 0.14 0.37 1.00 272
> I .
(:(:\ Radical Prostatectomy Observation

etter Better

TTnyri: Wilt et al. 2012

TTnyri: Wilt et al. 2012




O1 KAIVIKEC doKIPEC dev mepiAapPpavouv
amapaiTnTa TRV TUXAloToino

v Tuxalomoinpéveg KAIvikég dokipéc (Randomized )
- KdBe oxediaopog éxel To dIkO Tou poAo aTnv KAIVIKA €peuva.
O mapamdvw TpoTOC TTapouaiacng Seixvel Kal Thv Iepdpxia e
6pouc Paduou eAéyxou.

EwiAoyn Zxediaopol

O Mepikég TTEIOTIKEG HEAETEG Dev gixav HAPTUPEG
- ®uaikh IoTopia Tng vooou

- EmAoyn aoBevwyv pe KaAUTEPN KAIVIKA KATdoTdon, Tou
odnyei g «umep-aigiodofa» oupmepdopaTda yia Th
amoTeAeopaTikoTNTA

- Oc¢pameieg e dpapaTikd amoTeAéopara (aAAd auto To
yvwpioupe PETA Th dOKIUA)

- Aokipég ®dong IT

0 MeAéTec Tou XphoipoTroioUV 10TOPIKOUC HAPTUPEC
(historically controlled) éxouv kdmoia onpagia kar mBavnh
XPAON OTNV XEIPOUPYIKA

OTTiBavé opdAua os didgopa emieda TN HEAETNCG.
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Aiagopéc oThv emiAoyA aoOeviuv aAAd Kai OTIC TTEIPAPATIKEC

peBodouc. TTpoTeiveTal h xpAon HapTUpWV aTtd TTPONYOUHEVEG KAIVIKEC

£c aro id10 idpupa
+ Historical controls

Zuvnong B¢epareia

Xpovog

Oepameia uTtd HEAETN

« Tuxalomoinuévn KAIVikR doKIKA

_.2ZuvnBnc Bepareia

Xpovog

Oepameia uTtd HEAETN

Tuxaiomoinuéveg KAIVIKEC OOKIPEC

» AmaAAayn améd ouoTnUaTIKA opdApaTa oThv €TiAoyn
acBevwy Kal Telpapartiko mepiPdAiov.

> TToTe Katd TN d1dpKela TG OepaTTEUTIKNG AYWYAC TTPETTEI
va Tpayparomoin®ouyv;

O H évvoia Tng avTioTdOuiong: va uttdpxel apepaiotnra
OXETIKA e Ta 09éAn / KivdUvoug

O TTponyoupeveg HeAéTeG propEi
U va punv Ttapeixav emapkeic TANPOYopieg
OmpaypaTtomoinOnkayv oe diagopeTikoUC TAnBuUopoUG -

€QApHOYN TponyoUlevwy amoTeAeoudTwy o€ éva véo
TTANOUOWO va eival acagng.
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Aduvapiec Tuxalomoinpévwy KAivikwy Aokipwv

1. levikeuon amoTeAcopdTwy: o1 €BeAovTEC PTTOPET va
KNV avTITIPoowTEUOUV TO YEVIKO TTANBUOWA, €181KA
0Th XEIPOUPYIKA AOyw auaThpwy KpIThpiwv €TIAOYAC
n amopiyng
Evypapn: AimtAdoior «véoi» aoBeveic

TpéoPpaon otn Aiadikacia Tuxalomoinong: KAivikoi
A aoBevei¢c Ba apvnBolv

4. TToAumAokoTnTa d10IKNTIKWY 81adIKACIWV

5. Mmopei va pnv €ival wavra npaypaTtowoINCIHEG:

TTiBavh xpAon pn TuXaioToIiNHEVWY opAdwV eAEyXoU
A TtPIV/HETA OUYKpigEWV

O1 101aITEPOTNTEC TWV KAIVIKWY
OOKIHUWY OTN XEIPOUPYIKA

2.xed0v aduvarn n spappoynh HeOGdWY amokpuYNnc
Placebo-controlled diadikaagieg 181aiTepa oulnNTACIHEG
Adyw nOIKAC 18iwe av eival TapepuPaTikég. ZedaAua
Adyw placebo effect.

AuokoAia TuttoToinonc peBOdwyY HeTAll Toug

EiodyeTal opdApa péow emiAoync acBevwyv, aAAd Kai
XEIPOUPYIKAC 1KAVOTNTAG.
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O1101aITEPOTNTEG TWV KAIVIKWYV
OOKIHWY 0TN XEIPOUPYIKA

* 2.Th oUykpion TTaAIdC e véd TEXVIKA, N IKAVOTNTA Kal
gUTEeIpia oTnv TTPpWTN dnHioupyolv agdApa (xphon
TPOPOAWY Kal EKTEVWY aAvVAPopwV)

The Learning Curve

TTX épeuva otn N. Yépkn £d¢ei§e 0TI av
To opBoTedIKO Xelpoupyeio (YovaTo)
Atav avdpeoa ota 10 Tpwra Tou yiatpou,
umhpxe BAaciog Kivduvog emavaAnyng
uéoa oe 1 xpovo évavTi evog acOevh o
o0 viaTpdc gixe ekTeAéael 150 TéToIa
Xelpoupyeia (A diTAdoiog oe oxéon
Aly6Tepo EpTTEIPOUC.)

@/
time ——

@ Valley of Despair — Whos dumb idea was this? I hate this. 1
could do it better the old way, and I can’t get my work done

Effectiveness

@ Success — How did [ get along without it?

AMeC dUOKOAIEC..

« To péyeBoc¢ Twv MBavwy opeAWV UTopei va
gnv avTioTa®uilel Tnv avdykn avapgovig yid Thv
oAokAnpwan SoKIHWY

* YynAn emikivOuvoTnTA KAl h vOoGnpOTNTA TTOU
ouvodeUel TIC emepuPdocic kaBuaTepei T
gYypapn acBevwyv

* YynAo ko6oT0C

« [evIKEUOIUOTNTA ATTOTEAEOUATWY
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TTapoAa aura:

- YTmdpxel anaithon yia evidence-based medicine Kai
avdykn yia mpaypartotoinon KAIVIKWY SoKIpwyY oTh
XEIPOUPYIKA

* H kpion Tou xeipoUpyou oe ouvduaopoU We Td
amoTeAéopara KAIVIKWY doKipwy Ba pondbnael aTnv
e€EMEN TNG KAIVIKAG TIPAKTIKAG Kal ThG IATPIKAG

+ TTpoooxn ato oxediaopod: emiAoyh acOevuiv, deikTn
uyeiag, Tuxaiomoinon, eAaxioToToinagn ceAaAdaTwy.

+ Kpimiki aioAdynon amoteAcopdTwy pdon axediaopol Kai
mOavwy PioAoyIKWY UNXaviopwy

ZAZ EYXAPIZTS)
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