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YU'1. ~<rct'r;n u.a~v1LLtll.'ilL~lJL~lJ BGU~n~lJucy~na1-11(;1EJ1~-rul.l8\1a1lJ1";)";)1ni'3PJ'U11I11m~m~Vl~1~m';jfl~~
_ ~ 0'" .v3 .
~~LVI'Um';j(;l1LlJ'Um';j (;I~lJ

Gl. t1i''\.JtI';j~L~t1lJl'IJ'Ii'mj~il 'Un1';jLun~1eJfi1EJ11lJlfl';j~ nTH un ~ \JI';j~fhi'n'li1'VieJ1\11a, . .

rl1V1-r'\.J~U1Elt~fllJ::L~'ILLa::ta~(;I1'Y1eJ1(1::U\I OCPA) ~1eJn1~eJ1Abiraterone/En atutamide ~~1~-rn~1

1 ~ I d ~ d~ u
. ';jfll.l~L'i'l(;ltllJ~nVl1.l1n ~1sa~L8eJ(;ItI';j1n!llJl1lJi;1~'YI:t'I'IlJ1(;11eJGl

l!>. fi1'VllJ(;ILYilJL~B'Ul'IJ'Ii'8u'lit\Jm'iLun~1sfi1El1 Abiraterone l!> ilaani'lJ llJm1i'n~1

hfllJ~L~~~m.J~n~lJ1m~s::u.'Yi~n';j:::~1eJ Iuseuu OCPA ';j1Ela~LaeJ(;Itl11n!lmlJ~ ~~~lJ1~'JEll!>

sn,n1V1LJ(;ImlJ1CUnTnUmn Abiraterone VI~B Enzatutamide1 EJl\1tfh.nrum1Liin~1eJ

~Bflf-1 hlLn\J~1'U1'WEJ1vtlmu l!> L~B'U

~" n1V1'U(;I...



-\!)-

~. fhVl\J~1~L\jmhEJfhtl1 Abiraterone Hibjd1Uf)~~1~n1V1'U~~~il
~.m EJ1 Abiraterone fl11lJU.~..:Jl!:>ero ijft~n-rlJ elm1 mbo \J1Yl~mii

~.\!) EJ1 Abiraterone fl'l1lJLL~.:!erdO ija~n-rlJ f)~~1 ml!:>o \J1Yl~8~

vt-1,Q 1~ilr.m1.aiiu~R\Ja1'w!\JRT~O'tf1''''w1\J1a~Ln~~'U~_'LLfi-r1J~ ri)~ n'in4J1I'Ul lD b~ LtJ1J~'Ult1

a1'V1i''Uer~'i1L\jmhvR1tJ11.l1ne.lataiiu_'R\Ja1'V1i''Ufhi'n'l:f1'ritJ1'U1i\~Ul~~'U:_'LL~-r'Uvt6) vt A~muu 'Ii:l<tl>ct'

L\J\J~ult1

.. .. .d 1\.1 ... , ...... .....,j..,j..,j ... ... \.I......... I '1. ..,j\).:IL'lEJ'UlJ1Wi'eJ~~Yl~1'ULLa~u.\).:I~VlL\)1V1'U1YlYlLntJ'l'!l8.:jt)8!l\J~~8 8'U4 a1lJi'it)
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UU";)'t'l1~fhnun1'n\jmhmhv1 Abiraterone/Enzalutamide LUL'nUJ::t

(Protocol ABT-CRPC,ENZ:-CRPC)

(t1fuu~~flf.:jf11 ~1ll'Vnj.:jaeJn'a1J,j'Y;jni\1~f1 nfl 0416.2/";) 693 i\.:jwf1 28

UQ. ~ ""1. ~nJff:U\JLJlatl1U'V'la1U1f1UfI::U'V'l't'lV~'am~1 .

1.1 LUtlL,).:IVW1\J1r1~ihL~V16~L~m'll1tym~i\J\o1~.:I~eJeJ~~ \o1~al~,j~,)~1ml ~V1
hR1J:::L~.:I1V1EJ1\o1~tn'l1'iJ1Pi'aai'l1a\Jl{,):::\J\JVl1.:jL&1\Ji1aa11:::

1.2 uv.V1eJ~-rm~11,,:::t;i'tl,MI!\Jn1'l1JClU"'1J1CJ"1n~e1t11am') 1').:IWV1\J1r11urns t\1\J~
• t... ... I fI,J

{I1alJ'ijn"VIl.nm~E1~LLw')m~'l1EJ\Jl1lJ1'111'11."aeJ1.:1WllJ1:::"'lJua~,)\J
L\1t1'l~.:j1'U'i~\J\Jn1'a\Jl'a1'liUl\Jn1~Lijn~1El\Jl'i.:jfheJ1L'SfllJ:::L~.:jfht<i~1a~.:IlJItl'h~n1~mq,vI:l~""m"

m'S\J~m'S"'161'Sruq'iJ(a~\Jla.) LY1aL-b'1'S:::uU'~

I Q.t'/:'" ,. ., I • A. 2. LnnJ"n1".i";)1d~aEJ~".ifl1J::L'i.'l\Jla1J~n"ll1n''i::tJ::LI:w'an'i::;)1E1'11U~Castration r",c:iC+:~h+prostate cancer
(CRPC)1~tIi1L~atl''iJfI'SuVJn.ijaii'.:IlJItllt1tl

2.1 t;i'tl.:jii~an1'lVl,)1~'V11-1~V1B1V1El1'iJa.:llJ:::l~.:Iliia1J\\nVl1J1n
2.2 iiVl~mi1t1n1'SU'S:::W'U'S:::fJ::'Yltl.:l1~fI'hL\jU7:::EJ:::Uvdm:::,;)1v '...

1ihlilEJ VI~tlm~\Jl'S1"V11.:1~El1B1'V1El1ru fi1UVlU.:l~iin1'~·n'i:::,;)1tJ'Yltl.:lhfl
2.31~i\m1'S1il';);1'mtitl castration resistant prostate cancer

n1'iin~1~1EJ1ti androgen deprivation therapy '~uri n'1'ii'mJ1~1Vmedical castration

castration

, 3. lnru"t1~1ffim'iL\jmi1afhtJ1 AbirateronelEnzalutamide
3.1 1-uttln1')i'n~1lJ::L~~~euan",u1m::El::LL "'~n'S::"1a'llUVI CRPCPost cnernotnerapy v1iinT'ln1L~\J

"
'Yltl-1hflVl~.:I"1nl~El1LflihhuUl1J1rlCltlmh~uaa 1 'YlU1l.1mllvb::,!1'U,jty;jEl1V1~nu ~ '~url Docetaxel
VI~aMitoxantrone L~El\J'S:aijtl~1n"'\J'IatJl 'SRLvllJ;1'UVI~aiim'aLvlu~tI'Yla.:lf'h PSA 25% lfla~tI~'U

r.lm~uVltlEh.:!uaa 2 fI~.:I\-i1-1r1l.1mh.:luml1 atl~1'"
3.2 ~tJ'lEJvtwVltl\Jatla.:l~tlEll Abiraterone 250 un, Iiitl1t11t1n1'iin~1 CRPCPre ...h'3rY\'....thor::o ....,

LLa::'W\Jltl\J"'tla.:l~mJ1Lfliith,j~lllnutlClei1.:1UeEJ 1 'Yltl1t1\Jl1uvl"l::,!1t1,jty;jeJ1V1~nLL
• II I .,

VI~ClMitoxantrone l~atl"l~Li1l.1~nn~mavhflLV4ll:a'U VI~aiim"lL~u;jtl'iJa.:lf'h PSA
r.lm~tl~aEh.:lllmJ 2 flf~ wl~numh~,j'aEJ 1 atl~1'" a11Jl'Stl'Yltla~~n1'nijn~1afhfJ1

VI~aEnzalutamide 1t1 Protocol m~
1,000 un.

4. -tieJ~11Jn1"lLUnFiltJ1
4.1 ~tJ'lavlLflEll~i'\JEl1'1ilUMii-1Abiraterone1,000 lJn. ~mu,Apalutamide,UdIlJlUIJ:l111

lUltJu\J.nllm"li'n~1.x.:llt1 castration sensitive prostate cancer LLrI::castration ro ..;'.t+-:l.,...+ .....'r,...-t..,.+.."

LLa::hjVltl\Jal.la.:!~aEl1t1l.1 ., lJ1LLft1hii:l.ijmJa'Yltl.:ln1"lLt1~EJtlfJ11tlmllJL~
I " ,

mtilvtwli1a\Jal.la.:l~tl Abiraterone 250 lln. via1t1)

1



4.2 ~i11E1fl1"i'~i'Un1"i~1~~ bilateral orchiectomy riaUn1"ii'm~n~1vV1

n"iruvl~i11v\JnLt16n1"ivhn1"i~1~~ ~::1~t11111"HlLijmhtl1millm rULila medical rb,,,tr,.tir,n~ ~ .
analogue1~

4.3 ~J11V.~i11E1ECOG3· 4 LLa::tu~i11E1v1iisianificant comorbidities '''n'''C-''''''uoi~ ~:>

;i11JlL'ti'Unqllijil1E1 bed ridden, severe dementia ~\J1E1vtwt11111't'I~aa1'nYiau
II .... ..J... ~.,.,
'(J1-3LFlV.:I'VILn~~1nn1';j'm~n~~

'. '
,.

d 0

5. "U'U1fltl1'V1U'U::'U1
5.1 Abiraterone250 lIn.Pia1u Yili1l1il'MJl ~~a 1,000lin. Pia1u'(Jru:mtl.:l11-3+ D~"''''''ni''r\I"...nt:l

9i£l1'U

• mruvtwlJleJuaua.:llliaV1Abiraterone250 lIn.lIimu a1111'lt'IL~1IL{J\J1,000

+ Prednisolone 5 • 10 1Jn.Pia1u1~
5.2 Enzalutamide 1601Jn.Pia1u

\'I1J1tlL\'I'J:t~Li)naiWLn\JAf-1a:: 2 L~a\J

6. LnWftln1"mVftV1•
6.1WlJlatl~ua.:llJian1"ii'm~1~1nn1"i1Jl"i1~wtl"iavl "iA~1J1n~\J••"'·...n':>.

ua::i'.:Imu';lQamaiim~Ly:j~\J"UCl.:Ifh PSAa~1-1Uaa25% l~E1ihruumj1-1Uaa2 fl~-3
6.2 iia1m"i~'VI'~~a~ ,l1nall1wijthmuu ECOG3 • 41~a comorbiditles

,,;)1nhfl ,,;)1nEl1ii~lfIl~flrull1v.~lJIa~a-1 L';U bed ridden

7.n'l~fl~'1Jl~i1-1n1~n~1
7.1 Pl~Vl11J~am"ii'm~f1~1am"iin\J'::-m m"iVl"i1';l~1-3n1aLLa::01"iA';j1~fhPSA
7.2 \J'i::Ljju~an1'li'm~J1~1ai'-1a1il~Qmi1aii.uau-1~Vl1-1f1ailn 1\JU~L1wilii'laEl ..001""" ,,11',-... ,

mn ijn~1VfhEl1
7.3 'h::Ljju~a.u1~LfiEl-1~Ln~~1nEJ1il1m'lEiauLWHEI,h~flw::-a'nfl11l.J~\Jta~

ua::IJI'1~l'hm'iYi1-31'U'(Ja~~mU\J'i:: E1::

8. Lnn01nh::natln1liJ!l1;JOiltJ
8.1 ri1L\J1L1'11'l::Lijv'Ui-3LLIJiL~1Im"i1il~QEIhfl1l::L ~-1lJial.J~n\11J1n,h::natl~1E1

".'t.. !i _, ., _,• .. .. .. .. .I 'I II.. ".~",U~EJn-1'V1A'l1Ii1WUm'l'in"d1'V1~1U1J1'i11Jt'I~tl'U'VInLL~Um"i"in"d1'VJCil::~~ntl~lJ1a
, .. ... ..1..1 II

8.2 Lana1'ln1'l~11J1~LLa::~IJIt'lm"i'VILnEl1'(Ja~

8.3 '1V-11\J~a'VI1-3WEl1~~~1I~
8.4 'l1V~1U~am"iIJl"i1~'VI1~i'~~1il,,;)QEJ'[lJlm~aLLWVu1
8.5 Lana1"im"imn"d1'V11-1i'~ai'n"d1~~a Lan~1"iaW~am"i,,··;:t:·:;;~n.........;;;:.i.....,

fi1 Potassium~1 \1111

1

2
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U'U1~1.uhntJ01·numhtlfi1t11 Abiraterone 250 ijaan~lI t'Ul~flll=L~~Pii)ll\ln'MlI n"i=tI=uvdn~::\l1t1

(Protocol A25Q-CRPC)
., 9 .,.:c .d .,.d A 565)(Vl111'M'U.:J"i)n~lItJty'Umn.:J'VInfl 0416.2/') 693 a.:J1'U'VI28 lIQ'U1fJ'U

._ I.,,,,
1. ~ruillltJVlaa1'U'VUJ1\J1aLLa=UYf'VIfl~'Sn'd1

1.1 L{J'Uh:!VlEll\Jla~iiuVl'VIei~L~El1'1!lf1!vI1~i'\Jvnj.:JftuCl\~~"'1a1~u~'S"l1nUTl'VIEJa

hflll::L~.:Ji'VIEJ1l\~u al'Ulf'imJl'lla~fi::'U\J'VI1.:JL~'Ui1aa11::

1.2 uYl'Vlei~i'n~1"l::9ia-11~i''Un1'nJe)\J'VI1J1El~1n~ehtJ1Eln1'Sh.:JVlEJ1\J1~lun1~l ~'U'i 1'Sn1'"Ii'mf11"SfllJ::L~.:J~ ~
I ... a I ..,. ._ t • V ~.,,:J II

(IlulJ~n"'lJ1n'S::El::LLVl'Sn'S::"l1El~1ll1'1!1'UTluEl1.:JL'VIlJ1::alJuaesu ~VI'I!a\J(Ilan1'S~Wi.lUlJ 1.:J01'SU'n'VIElVl\jn(lla-1

L\J 'U\l~.:J1\.I'l::' I' 1n1'l(ll'l1';)aP.l1Jmn i'in~1~J(Il'l-1f'i1~J11'SfllJ~L~.:JfhH~1FJ\1-1~mhUn1~fJL an ~\.Ilfl1'"I~ 'l'l\latl\J

n1'S'U'im'"I~"ti1'HlJ'1'i.1(aVltJ1a.)L~mcU1'S::\J\Jl~

2. LnN';n1~i\l\lQtll'Sflll=L~.:J9ii)lI~n'VIlJln~::tJ::uYfin~::\l'tJ'UQfI Castration rest nt prostate cancer

(CRPC)IViEliiL~a'Ul'i.1flwYlncUi)ii'-1~uhJil
2.1 ~u-1iir.Jan1'SVI'S'l"l'VI1.:JVlEl1fi1V1EJ1'Utl.:JlJ::L~.:J~alJ\ln'VIlJ1n

2.2 ii'VIanfl\.lm'lth::Lii'U"i::El::'UEl.:Jhfl11L{JU'i::El::u'n~m::,nEl~1m.h::1~n1"l~'n"l .:Jn1£1O1'S~n\lVl1.:Ji'.:Ja

iU"lQEl ".,~tln1"l~'S1"lVl1.:J'nEl1fi1V1EJ1ru ~humi.:JYliim'In'I~1El'i.ltl.:Jl 'Sfl

2.3 l~i'\J01"liihIQeJL{J~ castration resistant prostate cancer lV1EJU",an!ltJa\! a\!~·h'WVltltJatJtl.:J~tl

01"li'n'd1~1El1~ androgen deprivation therapy l~un 01"Ii'mf1~"lfJ medical c tration "'~Cl surgical

castration

3. Lnru';i)\p.mn1"iLUmhElfhfl1 Abiraterone 250 ijaan~lIPii)1U

1cHLtJ\.IEl1vtt.ui'n-ennaU01"li'm:f1Lflihhufi (Pre chemotherapy) 1Un1"li'n'd1
LL'Yiim~1El'!lijfl CRPCt(J}tlU"l::wu'l1nVl\J"li)EJhflLv:ilJ~UV1~Clii01"lLv:i1J~U'IItl.:JfhPSA

~aLatll7lilEh.:Jlii)El2 fl~.:J~1.:J';umh.:J,jtltJ 1 iUVl1l1

4. ,j'i),"11J01"iLUmhv1
v_~ "" , VOl' ..I 'I'" • ...4.1 ~lJ1EJVlLflElL~"l\JtJ1LVlEJ1'V1'U.:JL~u.nAbiraterone, Apalutamlde, Daroluta de V1'ltl Enzalutamide

. lJ1rlel\.l1f1eJ\!\J"l'llJn1'li'n'd1yY.:JLucastration sensitive uae castration resistant pr state cancer L~'i).:J\l1n
'1.,...... .."",. co .. 8. .. t1:t 'UJlJ"lItllJfl'Utl'101"lLuaEJ'UElILunqlJLI7IEl1nUU11;)~Lnfl'I~ LEJ"IIU

4.2 ~\J'lElfl'l"il~i'tJn1"l~1~VI bilateral orchiectomy ritlUn1'Ii'm~1~'lEJEJ1Abirat rone mtUYI~\J'lEJu!iLai)

n1'SvilO1"I~.h~VI~~'Wa1lJl"lClLijnfi1EJ1milJvtt.uL~amedical castration L'fiuGnRH nalogue l~

" .L"l'lIJli)lJ~n'VIlJ1m::EJ::

~1.:JlielEJ25% 1171ElEiuau

..I •
5. 'U'lJ'VlElI~U.'U:ru1

Abiraterone 'IIU1171250 lin. ~i)1U nnh;;ym.!'Wlelltl1l'111 + Prednisolone5



~6. lnruCfln1'rn~fttJ1
l ' I., or ..I 36.1 lJlJltl\H"Utl~lJlClm'l'mtt1~1nn1'im1~VI\J'H1EJ~'iflVllJ1n'llU u", ..,n>l'. ~ ~

ua::r~Wm~QEJmtlijm'iL~lnhrtJi}:lf'h PSAClcl1.rutlEJ25% l~EJti\JJutlEi"rueEJ2 Ri'-l

6.2 litl1m'iifVl,llla~ ~1nam.,..€tI1EJLtJUECOG 3 - 41lllEJcornorblditles

~1nhR ~1nEJ1ii~·lat";RtuJl1V1:ailJlallla~L'liUbed ridden•

. ,

. 7. n1~~flWllJ~:vI'h~n1~i'm:t1

7.1 OilJlVl1lJ~am'ii'n"d1~"mm'iointh'::-m lJl'l1~~1~mEJLLa::PSAVln 1 - 3 Lt1tlU•
7.2 t1'i::LijlJ~am7i'n"d1~1EJi'~a1il~QEJLiltlii;;eu~iV11~Railn 'tU\J~L1ru~ij~tlEJt 'l Un1'i'lltltritltl'{lii

mnUmhEJR1EJ1

7.3 ~muVlEl1\J1aa1lJ1'imatlntl';::LiiuRruIl1.,..;11lJl~\l1EJ~1filt1';LLmlJ EQ SD. "
"fln 6 L~tllJ
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