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ERSPC- EBponenckoe paHaommanpoBaHHoe
nccnenoBaHue CKPUHMHIA paka npocrarhl

L e s

PaHgomusupoBaHHaga rpynna 162 388 myX4mH 55-69 ner:
CKPUHWHTI - 72 891,
KOHTpPOJSIb - 89 352

MeanaHa anuTenbHOCTM HabnoaeHua -11 neTt, nHtepsan 4r.

Bcero — 136 689 tectoB Ha NCA, B cpegHem 2.27 Ha
y4YaCTHUKA

16.6% nonoxuTternbHbiX TecToB [NCA (ICA>3Hr/mn)

85.9% MmyxumnH ¢ NCA>3Hr/mn npoBeaeHa 6-ToyevHad
buoncus

Fritz H. Schroder, M.D., Jona Hu gosson M D., Monique J. Roobol, Ph.D., Teuvo L.J. Tammela, M.D.,
Stefano Ciatto, M. D Vera Nele M D., Ma | Kwiatkowski, M.D., Marcos Lujan, M.D., Hans Lllja, M.D.,
Marco Zappa, Ph.D., Louis J D , M. D F z Recker, M.D., Alvaro Pdez, M.D., Liisa Méaitténen, Ph.D.,

Chris H. Ba gmaMDG A MD Sigri dC |son M.D., Arn |dV|| MDX Rbll rd, M.D.,

Theodorus n der Kwast, I\/I D P ula M. Kujala, M.D., Bert G. Blije b rg, Ph. D Ulf-Hakan St enman, M.D.,

Andreas Huber, M.D., Kimmo Taari, M.D., MttHkma Ph.D., Sue M. Moss, Ph.D., Harry J. de Koning, M.D.,
nd A si Auv 1, M.D., for the ERSPC Investigators®
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Figure 2. Cumulative Hazard of Death from Prostate Cancer among Men
55 to 69 Years of Age.
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A 410 B Poccumn?

U L T e

3-2015 .I. : NepBoe nonynAuMOHHOE UccrnegoBaHne 3aboneBaHnin
npeacrarenbHon xenesbl B Poccumn

C UCnosnb3oBaHNEM aBTOMAaTU4YE€CKUX UMMYHOXUMUYECKNX
aHanusaTopoB Ansa onpeneneHusa olICA

(Access 2, Beckman Coulter)

PernoH: r. HoBoxonepck, BopoHexckasa obnacrtb

Llenb: akTMBHOE BbISIBIIEHNE ClyYaeB paka npeacTaTeribHOM Xenesbl
(PTTXK)

3apgaum:
- OueHnTb pacnpocTtpaHeHHocTb PITK B myxckon nonynsuun HPBO
- OueHunTb CTPYKTYpPY BbigBrieHHoro PIMX no ctagusm n Bo3pacty

- OnpegenuTb AnarHoCTUYeckyto 3HadumocTb Tecta NCA npu
CKpuHuHre PIXK

- PaccuuTtatb 3aTtpartbl Ha CKpuHUHE PITDXK




HayuyHo-HccnepoBaTenbCKMA MHCTHTYT yponorun nmeHdn H.A. JlonaTkmHa

UccneposatenbCkue UeHTpPbLI

1. HayuHo-uccnepoBatTenbCKUU MHCTUTYT yponormm um. H.A. JlonaTkmnHa —
dununan Grey «d®MHUL nmenun MN.A. FfepueHa» MuH3sgpasa Poccuu

2. Erasmus MC, MegnumnHCKUM LEeHTP YHMBEpCUTETa, PoTTepaam,
HuaepnaHabl

3. [AenaptameHT 34paBooxXpaHeHna BopoHexcKkou obnactu, BopoHe,
Poccua

4. MbY3 «Hosoxonepckasa LUIPb», HoBoxonepck, Poccus

5. bBY3 BO «BopoHexckana obnacTHasa KamHMYecKaa 6onbHuua Noly,
BopoHex, Poccua

6. BI'MA — BopoHecKaa [ocygapctBeHHaa MegununHcKaa Akagemma nm.
H.H. bypaeHKo

Erasmus MC




TeKywme pe3ynbTaTbl: NPOoaHarIM3UPOBaHO Ha
ol1CA 3000 yenoBek

L e

Bo3pacr no 2 ur/mn 2-3 ur/mn  3-4 Hr/mn 4-10 10-20 6onee 20 Bceros
(ner) A6c. (%) A6c. (%) Ab6c. (%) Hr/mn Hr/mn Hr/mn rpynne
Abc. (%)  A6¢c. (%)  Ab6c. (%)  A6c. (%)

m 621 (88,34) 46 (6,54) 16 (2,28) 16 (2,28) 2(0,28) 2(0,28)| 703 (100)
L 363 (73,48)| 63 (12,75) m 40 (8,1) 4 (0,81) 4(0,81) 494 (100)

HUtoro 2130 192 86 110 16 19 2553

[NlaumeHTam B AManasoHe OoT 4 Hr/Mn U Bbille ypornoramu
cenyac BbINONHAETCA OMoncus npocTaTthl



CkpuHuHr PINX

L

[MpenBaputensHble peadynetatbl ERSPC n LLBeackoro
nccnegoBaHMii MOKa3bIBaAOT 3HAYUTENBHOE | CMEPTHOCTMU
ot PIMX npu npoBeaeHnn ckpmHuHra (Ha 20-44%)

[1pn bornee anutenbHOM HabnaeHUN oxXuagaeTca bonee
BblpaXXeHHbIN 3P EKT CKPUHUHTa

HepnocTaTok — gMarHoCTUKa «He3Ha4YMMbIX» PaKoB U
pacxoabl 34paBOOXPaHEeHUS:

» YTOObI NpegotBpatutb 1 cmepTb OT PIXK, Heobxoaumo:

NPOBECTU CKPUHUHT cpean 293 - 1068 My>XX4unH



[Tapagurma npu paHHem BbigBneHun PITXK

L e

Hopma / Arnxx

Pak npeacraTtesibHOM
Kenesbl

MoTeHUMnasnbHO
nertanbHbIn PMXK

L]

NaeanbHbIN
CKPUHMHIOBbIN TECT

ApanTtupoBaHo us Npo¢. Tombal ISOBM 2009



HearpeccuBHbIN UMX KIMMHUYECKN HE3HAYUMbIN pakK
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» OTCYyTCTBME CUMMNTOMOB

Banotekywun, He nporpeccupyer

» He BNMSET Ha NpoaoImMKUTENBbHOCTb XXU3HU

» He TpebyeTca pagnkanbHOro neyeHuns

» Heobxoanmo npuMMeHsaTb akTUBHOE HabntoaeHme

A4
A4

OnpenenaT Ha OCHOBaHUM KOMBMHaLVN:
» PacrnpoOCTPaAHEHHOCTU paka (KNMHMU4YeCcKon ctagunmn)
» CYMMbl 6annos no [M1coHy B buonTtare



Kputepumn KNMHUYECKNU 3HAYMMOIOo N KINMHUYECKA
He3Haduumoro PIK
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Kputepuun PRIAS* ana KnnHnueckmn HesHauumoro PMXK:
- Tlenan 12
- MeHee 2-X NONOXKUTENbHbIX TOYEK MO pe3yabTaTy buoncum
- NCA < 8,0 (nnn 10 npu Knaccuyeckom Kannbposke)
- MnotHocTtb NCA < 0,2Hr/mn/cm3
- TancoH <7/

[Ipomokosibl «xakmueHo20 Habr1ro0eHUs »:
onsi nayueHmos ¢ PI)K HU3Kko20 pucka

*PRIAS - Prostate cancer Research International: Active Surveillance



MonekynapHble goopmbl [TCA
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cBob6oaHbIn NMCA
AN

MCA  ‘mpolCA OMNCA  wuHMCA

- :
C’s‘fit': > -
C (od0]0)

Lys145

cli
o DR 00 -
N amuHokmncnor 237 239-244 237 232-2377
Komnnekc [a Het Het Het
3aboneBaHue * Pak arrx ?

*akTuBHbIV [ICA OoTCyTCTBYET B CbIBOPOTKE

Mikolajczyk et al, Urology, 59,797-802, 2002
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hK2 (KannnkpenHnopo6bHas

nenTuaasa YenoBeKa)

APLILSR -PSA —> PSA

- ),

N
T SR-PSA —>  PSA

Y hK2
\a

[-4]Pro
\S R' P SA , (mpomueccupoBanHas hopma)
v

Pro

['Z] PrO (cepuH-aprMHmMH nenTna-

npegwecrBeHHUK — CTa6MI'IbeIl\;1, pe3MCTeHTHbIl\;1 K

akTMBaummn hK2 , cnocobeH HakanamBaTbcsA)
CoO




[-2]npol1CA - bonee crneundUYHbLIN MapKep paka
npocTaThbl

L e

[-2]npol1CA kOHUEHTPUPYETCS B NnepudepnmnHon 3oHe, MecTax fiokanmsauum
paka 1 NnpakTu4eckn He obHapyxmnBaetcsa B nepexogHon 3oHe ¢ OIMMPK

Mikolajczyk et al Cancer Research 2000; 60: 756—759  Mikolajczyk et al Cancer Research 2001; 61: 6958—6963



KnunHnyeckasa 3Ha4vmmocTb nsodopm MNCA.
IHOEeKc 300pOBbs NMpocTaThl

WO L LU, LT T

[launeHTbl C pakom

HTaKTHbI  npollCA MPOCTaThl.
HeaKTUBHbLIU 50%
PSA

29%

Komnnekc
NMCA Cse

859% 8- %celCA

< %npol1CA

oowun NCA  cB.MNCA @

Y 3

([-2]proPSA/fPSA)*VtPSA

phi




CneunduyHoctb PHI Bhbilwe, Yem apyrnx mapkepos
EBponenckoe mMynbsTULeHTPOBOE

nccnegoBsaHue 1 -
0,9 A
BepnuH, N'epmanus — Op. Stephan °
MioHxeH, Fepmanms — Mpodp. Semjonowz 5 |
=
MNapwx, ®paHuua — MNpod. Houlgatte 5 8 0.7 1
. = T
PeHH, ®paHunsa — p. Vincendeau S 306 -
5 £ 05 -
NMauuneHTbI (n) 1362 c @ ’ No discrimination
2 20,4
E :;% —tPSA
= ~ 0,3
C PIMX 694 5 psa
0,2
= phi
bes PIK 668 0,1
O I I 1 I 1
TecT O?Sgb 95% ClI p 0 0,2 0,4 0,6 0,8 1
JNoxxHononoxutenbHble (1 - CneuncpuyHOCTb)
ol1CA Stephan et al. ClinChem 59:1 306-314 (2013)
(MKr/n) 0,56 0,53 - 0,59 -
%cBIMCA 0,61 0,58 - 0,65 <0.0001*

phi 0,74 0,71 -0,77 <0.0001*  *:3HaueHue p vs ol1CA




A Multicenter Study of [-2]Pro-Prostate Specific Antigen
Combined With Prostate Specific Antigen and Free Prostate
Specific Antigen for Prostate Cancer Detection in the

2.0 to 10.0 ng/ml Prostate Specific Antigen Range

’.’/ o = :I l I‘)\ \ [4 William J. Catalona,*,t Alan W. Partin,* Martin G. Sanda,* John T. Wei,8
George G. Klee, ¥ Chris H. Bangma, Kevin M. Slawin,|| Leonard S. Marks, Stacy Loeb,
Dennis L. Broyles,¥# Sanghyuk S. Shin,# Amabelle B. Cruz,¥ Daniel W. Chan,

/ = () ‘
Lori J. Sokoll, William L. Roberts ] Ron H. N. van Schaik and Isaac A. Mizrahit

PCa probability risk assessment using PHI and PHI relationship with biopsy Gleason score

PHI Range
0-249 25.0-34.9 35.0-54.9 55.0+

Risk:
% PCa probability (35% CI) 11.0 (6.5-15.8) 18.1 (13.7-22.6) 32.7 (27.3-38.0) 52.1 (42.0-62.1)
RR (35% Cl) 1.0 1.6 (1.0-3.1) 30 (1953 47  (3.0-8.3)
% Pts 249 32.8 295 295

Biopsy Gleason score:®
No. less than 7 (%) 34 (73.9) 74 (71.8) 116 (69.9) 66 (57.9)
No. 7 or greater (%) 12 (26.1) 29 (28.2) 50 (30.1) 48 (42.1)
RR (95% CI) 1.0 1.08 (0.61, 1.92) 1.15(0.67, 1.98) 1.61(0.95, 2.75)

* One participant excluded with missing Gleason score (Cochran-Armitage test for trend p = 0.01).

CONCLUSIONS
The PHI measurement, [-2]proPSA/fPSA < PSAZ,

may be useful to decrease unnecessary biopsies with
improved specificity at various sensitivities for PCa
detection in men 50 years or older with PSA 2.0 to
10.0 ng/ml and negative DRE findings. Our results
apply to the Access iIybritech n2PSA. PSA and fPSA
assays on the Access l'an) mniu'say Svsiean -

N3mepeHue phi MOXKeT yMeHbLIaTb KOJIMYECTBO
HeobA3aTe/IbHbIX BMOMCMU 3@ CHET JIyYLLEN
cneumpr4HOCTM Npr pas3/IMYHOU YYBCTBUTEIbHOCTU
y MyKumnH cTtapuie 50 net c MNMCA 2.0-10 Hr/Mn u
oTpuuaTesibHbIM PU



Serum Index Test %[-2]proPSA and Prostate Health Index
are More Accurate than Prostate Specific Antigen and %fPSA
in Predicting a Positive Repeat Prostate Biopsy

Massimo Lazzeri,* Alberto Briganti, Vincenzo Scattoni, Giovanni Lughezzani,
Alessandro Larcher, Giulio Maria Gadda, Giuliana Lista, Andrea Cestari,
Nicolomaria Buffi, Vittorio Bini, Massimo Freschi, Patrizio Rigatti,

Francesco Montorsi and Giorgio Guazzoni

From the Department of Urology, San Raffaele Turro, Vita-Salute San Raffaele University (ML, GL, AL, GMG, GL, AC, NB, GG), Department
of Urology (AB, VS, PR, FM) and Department of Pathology (MF), Vita-Salute San Raffaele University, Milan, and Department of Internal
Medicine, University of Perugia, Perugia (VB), Italy

%[-2]npollCA B cbiBOpoTKe 1 MHAEKC 340pOBbA
[pocTaTbl phi 601€e TOYHO NpeACKa3biBaloT
pe3y/ibTaT MOBTOPHOM 6GMOMCUM M NMOMOraloT
M36eKaTb HEHYKHbIX MOBTOPHbIX 6MONCHU

(D4.£49070) DIVPSIES COULA 11AVE DEEIL davolued, IISSIE prosvale cancer 111 0 pauvlieiius.
Conclusions: Serum %p2PSA and Prostate Health Index are more accurate than
standard reference tests in predicting repeat prostate biopsy outcome, and could
avoid unnecessary repeat biopsies|



PHI n aktnBHoe HabnwageHune

Prostate Health Index (phi) as a novel biomarker in active surveillance of prostate
cancer (PCa)

Andrew Eichholz, Frank McCarthy, Nening Dennis, Karen Thomas, Tim Howlett, Jhangir Igbal, Jan
Amin, Mildred Tan, Mausam Singhera, Elizabeth Selvadurai, Robert Anthony Huddart, David Paul
Dearnaley, Chris Parker; The Institue of Cancer Research, The Royal Marsden NHS Foundation Trust,
Sutton, United Kingdom; The Royal Marsden NHS Foundation Trust, Sutton, United Kingdom

J Clin Oncol 32, 2014 (suppl 4; abstr 81)

MeaunaHa BpemeHu o Konunuectso nayumneHToB, He
. Konunuectso
3HaueHue phi N Cvuaes Ha3HauyeHuAa Tepanuu, NeT | NoABepraBLLUNXCA 1IEUYEHUI0 B 5-
n

y (95% Cl) neTHuii nepuogp, % (95% Cl)
Ao 31,4 (kBapTunb 1) 94 6 He oueHunBanocb 95,1 (90,3; 99,9)
31,5-42,9 (kBapTunb 2) 91 17 11,4 (He oueHmnBanOCh) 81,6 (72,8; 90,5)
43,0-58,5 (kBapTuab 3) 93 40 6,4 (4,1; 8,7) 58,9 (48,1; 69,7)
Cebiwe 58,5 (kBapTuab 4) 93 52 51(3,2; 7,1) 54,1 (43,7, 64,5)




Poccutickuli onbim
[IpocnekTMBHOE nUccneaoBaHue
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» Beaywasa opraHm3auunsa:

KnuHuka yponorun MIMCY,
KOHCYnbTaTuBHO-gnarHoctudeckum ueHTp ['Kb Ne 50,
yponorunyeckmne otaeneHna 'Kb Ne 50 r. MockBbl

» Lenb:
OLUEHUTb KNnHU4Yeckyt 3HadnumocTb —[2]npol1CA n PHI B
nonynaumMm POCCUNCKNX MY>KYMH C ypoBHeM obulero [NCA
2-10 Hr/Mn B paMKax npocnekTUBHOro nccnegoBaHus



Nupekc 3aopoBbs Npoctatbl PHI:
pe3ynbraTtbl POCCUNCKOIo nccnenoBaHug
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[Oun3anH nccnepgoBaHuUSA:
» MYX4YUHbI 45 — 75 neT

» OlCA: 2-10 Hr/mn (kanndposka Hybritech)
» Henopo3putenbHbin pesynerat [NPU

C anarHo3om PIK: 68 yenosek | be3 PITXK: 108 yenoBek

~ -
mnucoH 6 | Mmucon 7 | Mmucon 8 | AR |7 PorHeCkA
l‘lpOCTaTI/IT

43 o4 1 71 37

ObLwee konnyecTBo: 176 nauneHToB




Nupekc 3aoposbs NpoctaTtel PHI:
pe3ynbsraTbl POCCUNCKOro nccneaoBaHus
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Koppensuusa PHI co cteneHblo 3nokadyeCTBEHHOCTU

PIDK
PHI npu MucoH 6 — MucoH 7 n MeawunaHa
[MncoH 6 43 39.400
[MucoH 7 24 45.490

Koppensuua PHI ¢ knuHnyeckn 3Haummbim PIDK

PHI npu KnuH. 3Hauum. vﬁ
KnuH. HeaHauum. PITXX n MeauaHa

Kputepum KnnHnuyeckum

He3Hauumoro PMXK:

KnuH. HesHauuMm. PIMXK 30 35.655 LLLLEY

- MeHee 30% NO3UTUBHbIX CTONIOUKOB

KnuH. 3Ha4mm. PTDK 38 YA LA - MeHee 50% onyxonm 8 oaHOM cTonGuKe




PHI — Hanbonee ToYHbIN NPpeauKTop KIMMHUYECKU

e

NcTnHHONoNoXUTEeNbHble (YyBCTBUTENBHOCTD)

0.9 1

0.8 1
HeT pasaeneHuna

i O6wmin NCA

0.7 1

0.6 J

- %CcBIMNCA

- PHI

Tect AUC 95% CI SE
O6w NCA 0.58 0.48-0.68 0.051
, ~ %cBlCA 0.71 0.62-0.79 0.044
’ 02 o4 o 08 ! PHI 0.80 0.73-0.87 0.038

NoxkHononoxutenbHble (1-CneunduryHoCTb)




Pas3Hble ypoBHU cneumndpunvHocTtn tectoB PHI, %cBl1CA n
ol 1CA npun oanHakoBon 4YyBCTBUTESIbHOCTMU MNpu

::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::

THEE R e e i e i e e i iy

wlﬁ/ SIg T LT T

NMauuneHThbI JLEEE
H o6e3 PIMMXKuc
C KNMUHUYECKU KITUHUYECKM
YyBcT | 3HaunmbIM PITX, HE3HAYUMBIM
[Mopor. | BuTEN n= 38 Cneuund PIMX, n= 138
TecT 3Haue bHO MYHOCTb
Hue CTb, | UcTuHH | JloxxHO %
o Ononox ) UcTuHHO- | J1oXKHO-
OTpUL,. | NMOJIOX.
UT. oTpuu.
pe3-Tbl | pe3-Tbl
pe3-Tbl | pe3-Tbl
PHI 27 95 36 2 49 6/ /1
%cBlNCA | 18% 95 36 2 28 38 100
ol1CA | 4,03 95 36 2 19 26 112
HI/MJ1




CokpalleHue KonmyecTsa Heobsa3aTerbHbIX buorncum npum
ncrnonb3doBaHnn Nugekca 3goposbs NpocTtatel PHI npw
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BbiABNEeHUN KnnHudyeckn 3Hadnmoro Pl 1K no cpaBHEHWIO
C %cBI[1CA n ol 1CA

‘-Iucnov % buoncuu,
ononcun, R
Oo6Liee yncno KOTOpbIX AOCk
TecT HeoOA3aTeNbHbIX yAanocb yAa
y n3dexartb
onocnun n3dexartb
onaroaaps
onaropaps PHI
PHI
%cBI1CA 100 29 29%
ol1CA 112 41 379,




CpaBHEHME NMOpPOroBbIX 3HAYEHUM
NHpekca 3aopoBba [Npoctatsbl PHI npn BeisBneHmnn
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KnnHn4deckn aHadmmoro Pl XK

Nopor | YyBcT Creun Nopor | YyBcT Cneun
oBOe BU- oBOe BU-
TecT dpuny- duny-
3Ha4YeH | TenbH 3Ha4eH | TenbH
HOCTb HOCTb
ue OCTb ue OCTb
PHI 25 97% 42% | v 27 95% 49%
%CB (o] (o] (o] S (o] (o] (o]
MNCA 18,4% | 97% 27% 18% 95% 28%
onca|l *° | 97% | 19% 403 ) 9500 | 19%
HI/MN HI/MI




KnnHnyeckun cnyvau

L e i

-~
PHI 95% UKM
(Kannbposka BepOPSlnT)I-II(OCTb AOBEpPUTENbHbLIN Universicatsinikum
Hybritech) MHTepBan
0 —21 8.4 % 1.9-16.1%
21 -40 21.0 % 17.3 —24.6%
» [ 40+ 44.0 % 36.0 —52.9 % |
/
[TagpeHT 156
Bozpact 56 . <
IICA 2,2 S c 3
0 (]
YocBIICA 23 S 4 g o1 S % 50 53
PHI 65 ;E o g9 13 E 46
) T 40 -
Het npepuectByromyx o o o = = 28
_ OHomnCHi ) £ 1 =z 20 14
2 2 8
o 20 A §
Jnarnos: iy T .
A) 20-29  30-39 4049 50-589  BO-69 =70 =80 = <30 30-39 4049 50-59 60-79 280
PH}K n=164 n=204 n=166 n=123 n=86 n=113 n=69 x n=244 n=254 n=197 n=.13g n=127 n=87
phi score phi

[rcon 7 (443)
50% MOTOXXUTETbHBIX
TOYEK

PexomMeHmanuu: OMoIcus




KnuHnyeckmnn cnyyan. Poccus

L e

PHI * 95%

(Kanu6poska Bep‘l’o’;:;“"’ [OBEPUTENLHBI
Hybritech ) UHTepBan

l_[auI/IeHT vee 0_21 8.4% 1.9_ 16.1 %
Bospact 62 roja 21 — 40 21.0 % 17.3 — 24.6%
[ICA 1,21

» 40+ 44.0 % 36.0 — 52.9 %

%cBIICA 14
PHI 49

Her npepectByromux
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Comprehensive

NGO Cancer NCCN Guidelines Version 1.2014 N Guidelings Ind:

Network® Prostate Cancer Early Detection iscussion
INDICATIONS FOR BIOPSY
TRUS-GUIDED BIOPSY
DRE suspicious for TBUS-QUlded n ment of Bi Initial and Repeat .
cancer at any PSA level biopsy PROSD-4 < Number of Cores:
(category 2B) » Sextant (6),
» Lateral peripheral zone (6), and
» Lesion-directed at palpable nodule or
suspicious image
« Anteriorly directed biopsy is not supported in
routine biopsy. However, the addition of a
If TRUS-guided biopsy not performed follow transition zone biopsyt to an ?xtended biopsy
up in 6-12 mo with PSA/DRE. Consider use of DESSONOR SR £l CEVPRCR BN M S RPN
PSA >3.0 ng/mLd > ’ : biopsy if PSAis persistently elevated.
percent free PSA, PHI, and/or PCA3 in those « After 2 negative extended TRUS biopsies,
with serum PSA between 3 ng/mL and 10 prostate cancer is not commonly found at
ng/mLf repeat biopsy. Additional imaging (MRI, T2
weighting, and diffusion weighting) may help
identify regions of cancer missed on prior
biopsies and should be considered in
selected cases.
i . . « For high-risk men with negative biopsies,
Excess flsk based . P?rcent free PSA, PHI, or PCA3 in selected patients . consideration can be given to a saturation
on mu":'p'e factors with serum PSA values between 3 ngme and 10 I’lgll’l"lL biopsy s!rategy (inc[uding trasperinea[
(category 2B) techniques) and/or the use of multiparametric
MRI followed by an appropriate biopsy
5 ; technique based on the results.
9The level of PSA correlates with the risk of prostate cancer. The Prostate Cancer « Local anesthesia can decrease
Prevention Trial (PCPT) demonstrated that 15% of men with a PSA level of <4.0 pain/discomfort associated with prostate
ng/mL and a normal DRE had prostate cancer diagnosed on end-of-study i
biopsies. Approximately 30% to 35% of men with serum PSA between 4 to 10 biopsy and should be offered to all patients.

ng/mL will be found to have cancer. Total PSA levels >10 ng/mL confer a greater
than 67% likelihood of prostate cancer.

©Many factors may influence and better inform decisions on biopsy including PSA  'Biomarkers that improve the specificity of detection are not recommended as first-
kinietics and/or velocity. Alternatively, risk calculators could be used in those men  line screening tests, but are reserved, for the most part, in selecting those who

similar to cohorts where risk calculators have been developed. These tools have undergone at least one negative biopsy for a repeat biopsy. However, there
combine factors including age, family history, ethnicity, DRE, and PSA to aid in the may be some patients who meet either PSA or DRE standards for biopsy, but for
decision of whom to biopsy. They have not been tested in randomized clinical whom the patients and/or the physician wish to further define the probability of
trials and which cut-point of risk would be associated with a reduction in prostate  cancer before undergoing biopsy. A PHI >35, precent free PSA <10% and/or PCA3
cancer mortality remains unknown. score >35 are strongly suspicious for prostate cancer.

Note: All dations are category 2A unless otherwise indicated

Clinical Trials: NCCN believes that the best o of any patient is in a clinical trial. Participation in clinical trials is especially ged

Version 12014, 03/10/14 © Nasonal Comprehe naive Canasr Network, Inc. 2014, Al rights reserved. The NCCN Guidelines® and fis Bustation may not be reproduced in 8y rm without the express writen permission of NCCN® PROSD-3



PekomeHpgaunn MenbbypHCKOro KOHcCeHcyca
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CornacHo 3 nyHKTY MenbbypHCKOro KOHCEHCYCa MUPOBbIX
9KCMepTOoB MO paHHEMY BbISABIEHUIO paKka npeacratenbHOW Xenesbl,
014 NOBbIWEHUS CneundUYHOCTU U CHUXKEHUS rnnepamnarHoCTmKn
PEKOMEHAYETCA UCMOSb30BaTh KOMMIEKCHbLIN MHOMOMaKTOPHbIN
noaxo4, BKIovatowmn B cebsl, B HaCTHOCTU, NCMNOSIb30BaHMUE HOBOIO
mapkepa PHI.

The Melbourne Consensus Statement on the early detection of

prostate cancer BJU Int. 2014: «Consensus Statement 3: PSA Test/ng
Should Not Be Considered on Its Own, But Rather as Part of a
Approach to Early Prostate Cancer Detection PSA is a weakgy
predictor of current risk and additional variables...new toolsif
such as the Prostate Health Index (phi) test. ..
can help to better risk stratify men, potentially
reducing over-diagnosis and over-treatment
of indolent prostate cancer» ppostate Cancer

World Congress

AUSTRALIA 2013
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A.10. Mywkaps,
A.B. ToBopoB,

b.A. Anexcees,
C.A. EBruHa,

A.B. PymaHcKan

Knuinyeckoe ucnonb3o0BaHue
Wnpekca 3noposea [poctathl (PHI)
npu OQUarHocTKe paka
npeacTaTeNbHON Xenesbl

MeTononyeckue peKoMeHaaLum
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[nana 8. Fax npeACTATENbHON Meaeia 7 %

/ 21
X NPOBEASHHOID HCCICA0RIHMN. DRoposmeckin pdeTuBlocTs TaHHOH
KNUHHYBCKHE peoMEeHAaLMH MeTOmIEN TpelyeT J0ToaHNTEALHOH OLEHI,

Hmpenc 3goposss npocraTsi

Onpeseacise wiaexca PHI yenenmHo uenoksyor & Kiusiteckoll npax-
THEE LS OITT MWW KT CCKOR WYRCTRNTCARHOCTH W ETII:‘Il'III"IH":I HOCTH
NP OMpeneTeHnn seposTHooTd Hamrems PTUK 8 avansaose ofimero [CA
(ol1CA) ot 2 a0 10 Hrfsn ®# CTPMUBTENLHOM («HOPMATLHOM= ) PEIVIBTATE

1PH.
yp on 0 r“ﬂ Hunexe PHI — pacuéminil noxasareis, GopMyia KOTOporo olneauin-

er auanelnn TpEX cumopotoumkx Tecton: ofllCA, enllCA w -2npollCA
«2npolICA swmeren modopsoil caoboanoro MTCA n konueiTprpyercs
Naa peganusei T TRAHH Nepudepirsecrod 10NE NPCACTATC RN Xenc s
H.T. Anseea, B xoae MymETHIEHTPOBOIO MPOSTICK THRHOM MECACA0RANNA BLia0 NoKam-
N.B. Mnsi6ouko #0, w10 menamaoramse PHI nossamser inficxkoms 40 20% 1ak HaiuBioMbx
d sHeofsaTepH s Gnoncui. [Moxasaus Koppensas serwgais PHI co ce-
0.10. Nywwapa T T R
Bicnosenwe o dopaviy Hinexca PHI ssauersd tpex mipreposa obycaos-
AHERET HEOHTONHMOCTE TOIHON CAEIOBEHUN TPCOORAHMEM NPELMLTHTIYE .
CKOIG YTATA WCCACIORAHIA UTH K400 13 k. OGPl KposH MAWIEHToN
HEOGXOANMO HCHTDHGDYTHPORATY, CHBOPOTKY OTHCIMTE OT CIYCTRE M HOCe-
ADRATH FUTH 3RMOPOINTE He MOGAHEE, YoM Yopal 34 mocae I\Iﬁﬂl\-‘ KON Y -
werTa. B npoTHRHOM CTYVRE B CHDBOPOTES KPOBH NOMICKOINT MyIPacTanmne
KoHueHTPRIN -20poTTCA 1w nomxe ke Komesrmpam cslTCA, wo npe-
BERET K MOTY9EHHID TEHO TBLIIEHHOD IHaneHns wrackca PHI

Poccuiickme

Hitsl BLuth onpetencHil KTHHIMCCKER TYBCTHINTEALHOCTE 1 CnsudirHocT,
PHI ¢ passnamy noporonsiym sHaserimi (raba. 8.4).
Tabnmya 8.4, Karsuueckan syscTaaTesssoCts 0 CNEUAPWHHOCT: SHABNEHRA DKE

MPRACTATENLHOR MENEIW AN DALNNLHLA RODOFOBL IHAUEH IR MMIENCS JA0N0BNS
npoctar (PHI) y myisns © OTRRUSTEARHLMA PETYIATETAMM RANBUBROMD DENTARLSOD

obcrenceanes’
Hamnfip Hybritach Hanmfpoasa BO3

CRan vym- | Moporosoe swawe- | Kawwwseckan | Mloporonoe msawe- ] Hanismiecian
CTRMTRAL- | Wi AN NONAIATE- | COSUMGNY- | HIE AN NONADATE- | CReuMdM-
HOCTh, % an PHI MOETE, % an PRI | wocrs, %

L3 17.78 a7 19.86 | Ea

L1 1844 105 20.57 | 98

95 113 182 2145 161

50 FER s | 2593 | 283

! Np# oapegerems ofiCA » calilA wonbesionasm annSparops Hybsitech » BOI,

KOHIPECC POCCUINCKOIO OBLLECTBA YPOIOIOB
CAPATOB 10-12 CEHTABPS 2014 & pecomn



Haekc sagopoBbs npoctatbl PHI BHeceH B MeTognyeckne
peEKOMEHJaUnu genaptamMeHTa 3apaBooxpaHeHus r. MockBbl Mo
ANarHocTuke paka npencrarensHoWn »xerespl

e e L

Y4pexraeHHe-pazpadoTIHK: TocynapcTeeHHOE OromKeTHO® VUpeKIeHHE
TPABHTEIBCTBO MOCKBBI

Heraprasir sapaooxpacina ropaza Mockasa 30paeooxpaHeHHd ropoma MockBel «loponckad KIHHHYecKad OolmpHHIIA Ne 50»

JemapTaMeHTa 3IpapooxpaHeHHs ropoia Mockeel, 'ocymgapcTBeHHOe OOIKETHOE

COLIACOBAHO VYTBEPKIAID
JameeTurens npeacenarers Tepsaiii samecTnrens pyxosomiTens

o0pazopaTenpHOe  VHUPEXISHHe BHICIIETO  NpodecCHOHATBEHOTO  00pa3oBaHHT

VaeHoro Mezuliickaro conera Jlenapravena vipasooxpareima

JlemapTaventa 11panooxpaneri

«MOCKOBCKHH rocynapcmemmﬁ METHKO-CTOMATOIOT HIeCKHH YVHHBEPCHTET HMEHH

e

A .. ERIoKHMOBa» MHHHCTEPCTBA 3IpaBooXpaHeHH PoccHiickod deepallHH.

Koctomapona / H.H. otexaen
wdd » 24278 2015 roma Xy 28 par e 2015 roma
CocraButemn: aIM.H, npod. JFO. Ilymraps, &EM.H AB. TOBOpOB,
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MHpekc 3aoposbs [poctatbl PHI:
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= 3HaumTenbHO ynydwaert BbisBnsgemocts PIDK ans
MY>X4nH ¢ ypoBHeM OlCA ot 2 go 10 Hr/mn

= [lpeacTtaBnaeT KNUMHNYECKYIO LLEHHOCTbL NPU NEPBUYHON
1 NOBTOPHOW Broncun

= CHWXaeT Konm4ecTBo Heoba3aTenbHbIX bnoncumn
npegcraTenbHON Xenesbl

= [loBblllaeT aPPEKTUBHOCTb BbIABIIEHNSA KNMMHUYECKU
3HA4YMMOro paka npocTarbl

= MoxeT ObITb UCNoNb30BaH A5d akTUBHOIroO HabnwaeHus
NP BbIABIIEHUN KIMHNYECKU HE3HAYMMOrO paka
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