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Kputipra mpoodou vocou

= Epdavion VEwWV aKTLVOAOYLKWY EUPNUATWY
=  Auénon tou pey€Bouc Kal aplBpoU TwV UMTAPKTWY LETPHOLUWVY
OKTLVOAOYLKWV EVUPNUATWY

= ZgkdBopn aKTVOAOYLKN EMOEVWON TWV KN LETPACLUWY OLKTIVOAOY LKWV
EUPNUATWY

= Erudeivwon tng KAWLKAC CUMMTWHATOAOYLOC KOt onpeloAoylag pe R xwplc
aKTWVoAoyLKn eTiideivwon

= [oootikn avénon n avevpeon PLodelktwy o cuvdUACOUO UE TA
TIOPOTIOVW, OE KATIOLEG LOPDEC CUUTIAYWV OYKWV

Dancey JE, Dodd LE, Ford R, et al. Recommendations for the assessment of progression in randomised cancer treatment trials. Eur J Cancer.
2009 Jan;45(2):281-9



Mpoodoc vocou- OpLopol

Recurrence : umotpomnn PETA amo nAnpn e€adavion tou
OyKOU

Relapse : umotpomn PETA o PEPLK avTaToOKpLon 1 otaBepn
vOGoO
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Survival rates

Overall survival (OS): o xpovoc armo tnv Evapén tne Bepareiog ewc To
Bavarto

Progression free survival (PFS) i Time to progression (TTP) : o xpovoc armo
Vv €vapén tng Bepareiac ewc tnv mpwtn npoodo vodou (yLa
TIPOXWPNMEVN 1 LETALOTATLKI) VOCO)

Disease free survival (DFS) 1 Duration of response (DOR) : 0 xpovoc amno
Vv €vapén tng Beparmeiac ewc TNV mpwtn MPpoodo vodou (yLa ETLKOUPLKN
Bepareia)
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ATTOTEAECHOTIKOTNTA AVTLVEOTTAQOHATIKAG Oepareiog

= AKTLVOAOYLKQ KpLTtripla
= KAwka kpLeipla
= Blobeikteg



AKTLVOAOYLKA KpLTipLOL
Avaykn yla O€omion kpltnpiwv

* OLTPWTEC MPOOTIAOELEC KAOOPLOUOU AVILKELMEVIKAC AVTOTTOKPLONG TNG
OVTLVEOTIAQLOLOTLKAC Bepareiag oTn cuppikvwon Tou OyKou
TomoBetolvTal oTLC apXEC Tou 1960

e AvAyKn yLo Xprion EVPEWC ATTOOEKTWY KOl KOWVWV YLoLt OAOUC OPLOUWYV YL
TNV OMTOTEAECUATLKOTNTA TNC Beparmeiag

e Jta p€oa mpoc tEAOC tnS dekaetiag tou 1970 uoBetBnkav oL oplopol TNG
OVTLKELMEVLIKAC OKTVOAOYLKAC OVTOTIOKPLONG



AKTLVOAOYLKA KPLTAPLA VLA TNV OVTLKELUEVLKN QVIOTTIOKPLON TWV
CUMTTOYWV OYKWV

* H B€oTon TWV KPLTNPLWV AVTLKELMEVIKAC OKTVOAOYLKAC QVTOTTOKPLONC TWV
CUMTTAYWV OYKWV Ttpaypatornot)fnke to 2000 kot Atav amoteAecua

SdleBvouc cuvepyaoiag
RECIST

* To 2008 BeoTmioTnKAV TO OVAVEWUEVA KPLTHPLAL

Revised RECIST (version 1.1)

* H aAAayn tov ¢poptiou tn¢ vooou (Ektaon tTnG kakonOeLac) eivat
ONMOVTLKO X PAKTNPLOTLKO OTNV EKTLNON TNE OIOTEAECLOTIKOTNTOLG
gVoc dapuaKkou



RESPONSE EVALUATION CRITERIA IN SOLID TUMORS
(RECIST)

Xpnotlpomolouvtol

2TLC KALVIKEC LEAETEC TTOU TIPOLYLLOTOTIOLOUVTOL OE aKAONUAIKA LVoTITOUT
2TLC KALVIKEG HEAETEC TTOU oxedLlalovtal amo GapUAKEUTIKES ETALPELEC
2 TNV KaBnUepLVA KALVIKA TIPAKTLKH



RESPONSE EVALUATION CRITERIA IN SOLID TUMORS
(RECIST)

* AedOUEVOU OTL TTPOKELTAL YLOL OVTLKELEVIKA KpLTARpLa Ttou ekdppalouy tnv
£KTaon TN KakonBeLag (poptio vooou) kaBodnyouv tn AnYPn
BepATEVTIKWY OMODACEWV

 Me Bdon ta kprtpta RECIST anodaciletal n diakomnin tng Oepamneiac ko
n aAAayn Oepanevtikol napayovia (ypappn Oepaneiog)



RESPONSE EVALUATION CRITERIA IN SOLID TUMORS
(RECIST) GUIDELINES

H apyLkn ekTipnon Kat n HETEMELTA TTOPoLkoAovOnon yivetal pe
afovikEC Topoypadiec pe tn xopynon evéodAEBLlov oklaypadikou
HEOOU

HayVNTIKEG Topoypadiec pue xopnpynon evéodpAEBLov oklaypodpikol
HEOOU

EmtumA€ov amelkovioTIKEG e€eTdoelc onwe PET CT, scanning ootwv
oUUBAAAOUV OTNV ApXLKN EKTLNON Kol SLEVKpivion acadwv EVpNUATWV.



RESPONSE EVALUATION CRITERIA IN SOLID TUMORS
(RECIST) GUIDELINES

YnoAoyLopog tou cuvoAlkoU ¢opTtiou TNG VOGoU OTNV aPXLK LETPNON KoL TTPLV
NV €vapén Beparmeiac, mou Ba xpnoLlpomnolnOel yia cUYKPLON OTLC ETIOUEVEG
LETPNOELC

YIOAOYLOMOG TOU aOpOoioHATOC TWV SLAUETPWV OAWV TWV METPACLUWVY BAaBwv (N
HeyaAUtepn Slapetpoc yla BAAPBec o Opyava, N LKpOTePN SLAUETPOC yLa
Aepdadevecg)

O dLapetpol Twv pn petpnotpwy BAaBwv dev cuvunoAoyilovtal oto abpolopa

To baseline aBpolopa xpnoLpomnoleitatl yia cUYKPLON Kol EKTLLNON AVTATTOKPLONG
(neiwon) N emdeivwonc (avénon) otn Bepaneia



RESPONSE EVALUATION CRITERIA IN SOLID TUMORS
(RECIST) GUIDELINES

* Target lesions (BAaBeg otoxot, petpnopec BAABEec)

v uetpnotpec BAaBec otnv afovikn topoypadia

v' 2 BAABeC avd 6pyavo

V' ew¢ 5 BAGPBEC ouVOALKA

v\ QVTUTPOOWTIEVTIKEC 0TO OUVOAO TNC VOOOU £POOOV ElVaL LETAOTATLKA

|

o



Target lesions (BAaBec otoxol, petpnotpueg BAaPec)

Tumours Malignant lymph nodes

CT scan: long axis » 10mm Short axis diameter » 15mm
Chest X-ray: long axis » 20mm

Selection of lesions
Choose 1 to 5 target lesions, equally distributed over affected
organs (with a maximum of 2 per organ)
Preferably choose largest lesions
Preferably choose well-described lesions that are easy to measure




RESPONSE EVALUATION CRITERIA IN SOLID TUMORS
(RECIST) GUIDELINES

* Non target lesions (un petpnotlpeg BAABeCQ)

v BA&Bec mou Sev uropolv va LeTpnBoUV He KPLTAPLA AEOVIKAC
Topoypadiog
v' gwc 10 BA&BEC cuVOALKA

| LAY AR ‘

Non-target lesions: miliary lung metastases of
ovarian cancer.



Non target lesions (un petpnopeg BAaBec)

Not eligible for target lesions

- Small tumours < 10mm
- Lymph nodes with short-axis of 10 - 15 mm

- Unmeasurable lesions - e.g. leptomeningeal disease,
ascites, effusions, inflammatory breast disease, lymphangitic
involvement

- Bone lesions - blastic lesions, only seen on bone scan or PET Non-measurable lesions
- Simple cystic lesions
- Malignant brain tumors

- Tumors with other criteria: Lymphoma, GIST during
Glivec therapy, HCC during molecular targeted growth
inhibitor therapy

Left: non-measurable metastasis. Right: measurable
metastasis.



N X

RESPONSE EVALUATION CRITERIA IN SOLID TUMORS
(RECIST) GUIDELINES

Complete response (MARpn¢ avtanokpion)
E¢adavion OAwV TwV LETPACLUWYV KAl N LETPAOLUWY BAaBwv
Muwkpotepn Stapetpoc Aspdadevwy katw armo 10 xhootd

Partial response (peplkn avtamokpion)

>30% peilwon tou aBpoiopatog Twv HETPNOLUWY BAaBwv pe A xwplg
uTIOXWPNON TWV KUN METPNOLUWY BAaBwV



RESPONSE




RESPONSE EVALUATION CRITERIA IN SOLID TUMORS
(RECIST) GUIDELINES

* Progressive disease (mpoodoc¢ vocou)

v’ >20% avénon tou aBpolopatoc TwV PETPAOLUWY BAABWV
v' ZekdBapn embeivwon twv KN HETPAOLHLWY BAaBwv

v' Néec BAAPEC

: é P IS <
. v )
{ &' £ O
- g 4

New lesions means progressive disease Progressive disease of non-target lesions



RESPONSE EVALUATION CRITERIA IN SOLID TUMORS
(RECIST) GUIDELINES

» Stable disease (ota@epn voooc)

v' Xwpig emapkr ouppikvwon Tou OYKOU TIOU Va. OTOLXELODETEL
avaTamokpLon

v Xwpic cadn erudeivwon nou va otolyelobetel tpdodo vooou



ATTOTEAECHOTIKOTNTA AVTLVEOTTAQOHATIKAG Oepareiog

= AKTWVOAOYLKA KpLTApLa
= KAwvika kpueipla
= Blobeikteg



KAwika kprttinpla

e EKtipnon tng acPpaAelog Kot TG OoTEAECHATIKOTNTOC TNEG Oeparmeiog

e Aebdopgvou OTL n avtveomAaopatikn Beparmeia Bava va £xel TOAANATIAEC
emldpAoeLC oToVv acBevr), elval xprioLo va Xpnotpormotn0ouv taAAamAd
KALVIKO EpYAAELD £TOL WOTE VAL EKTLUNOOUV ol aAAAYEC TTOU eTILPEPEL N
Bepareila 0TNV KALVLKI KATAOTAON TOU 0.0BgvoUC
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KAwvika epyaleia

EPOTHMATOAOIIA - KAIMAKEZ

TNV €KTiPNON TNC AELTOUPYLKOTNTAC TOU OYKOAOYLKOU alcBevouC
TNV EKTLUNON TNG OUVALOBNUOTIKNC KATAOTAONG TOU

TN UELWON TWV CUUMTWHATWY TOU KapKivou

NV epdavion MOPEVEPYELWV TNC Bepareiag



KAwvika epyaleia
Ektipnon kAwikn¢ kataotaong- KAipaka ECOG

Table25:  ECOG Performance Status Grading

Description Grade

Fully active, able to carry on all pre-disease performance without restriction 0

Restricted in physically strenuous activity, but ambulatory and able to carry out
work of a light or sedentary nature (1e, light house work, office work).

Ambulatory and capable of all self-care but unable to carry out any work s
activities. Up and about more than 50% of waking hours.

Capable of only limited self-care, confined to bed or chair more than 50% of

waking hours. 3
Completely disabled. Cannot carry on any self-care. Totally confined to bed or 4
char.

Dead 5

Source: (Oken, 1982)
Abbreviation: ECOG=Eastern Cooperative Oncology Group.



KAwvika epyaleia
Ektipnon kAwikic kataotaonc- KAipaka Karnofsky

B
Grade

ECO( Status

Karmofslky Stams

Karmofsloy
Grade

MNormal, no complaints

Able to carry on normal
activities. Minor signs of
symptoms of disease

Normal activity with effiort

Care for self. Unable to camy
on normal activity or to do
active work

Requires occasional assistance,
but able to care for most of his
needs

Requires considerable
assistance and frequent medical
care

Disabled. Requires special care
and assistance

Severely disabled.
HospitaliFzation indicated
though death no imminent
Very sick. Hospitalization
necessary. Active supportive
reatment necessary

Moribund

aad

100

o0

B0

70

650

40

30

10

b

b

L

Fully active, able to carry on all pre-disease
performance without restriction

Restricted in physically stremuous activity but
ambulatory and able to carmy out work of a light
or sedentary natore, e_g . light house work, office
work

Restricted im physically stremmous activity but
ambulatory and able to carry out work of a hight
or sedentary natore, e.g., light house work, office
work

Ambulatory and capable of all selfcare but unable
o carry out any work activities. Up and about
more than 50% of waking houors

Ambulatory and capable of all selfcare but unable
to carry out any work activities. Up and about
more than 50%: of waking hours

Capable of only linited selfcare, confined to bed
of chair more than 50% of waking hours
Capable of only limited selfcare, confined to bed
or chair more than 50%: of waking hours
Completely disabled. Cannot carry on any

selfcare. Totally confined to bed or chair

Completely disabled. Cannot carry on amy
selfcare. Totally confined to bed or chair

Completely disabled. Cannot carry on amy
selfcare. Totally confined to bed or chair

Dread



KAwwka epyaleia nowdtntog {wnc- EpwtnpatoAoyto QLQ-LC13

ENZLTISHR

&>

EORTC OQLO -1.C13

Patients sometimes report that they have the following symptoms or problems. Please indicate the
extent to which you have experienced these symptoms or problems durin week. Please
answer by circling the number that best applies to vou.

During the past week :

Mot at
L a

31 How much did vou cough? 2 4
32 Dyid you cough up blood? 2 3 4
33 Were you short of breath when yvouo rested? 3 4
34 Woere you short of breath when you walked? 1 2 3 4
35 Were you short of breath when you climbed ¥ 2 3 4
36. Have you had a sore mouth or to ? 1 2 3 4
37 Hawe you had trouble swallgean 1 2 3 4
38. gl ] 1 2 3 4
3G9 i 1 2 3 4
40 1 2 3 4
41 1 2 3 4
42 1 2 3 4
43 Did vou take medicine for pain?

1 o ¥ ] Yes

If yes, how much did it help? 1 2 3 4

& OLO-CHLCTS Copyright 1994 EORTC Quality of life Group. All rights reserved



KAwika epyaleia rototntoc {wnc- EpwtnuoatoAoyio QLQ-LC30

ENGLISH

E ENGLISH

EORTC QLQ-C30 (version 3) During the past week: Notat A Quite Very
All Litthe aBit  Much
We are interested in some things about you and your health. Please answer all of the questions yourself by circling the

number that best applies o you. There are no “right™ or "wrong" answers. The information that you provide wall 17. Have you had diarrhea? i 5 3 4
remain strictly confidential.

18, Were you tired? | 2 3 4
Please fill in your initials: LLil]
Your birthdate { Day, Month, Year): Lot o b sl 19, Did pain interfere with your daily activities?
Tody's datc (Do, Manth, Veur): b 20. Have you had difficulty in concentrating on things,

like reading a newspaper or watching television?

Not Very
H uch 21, Ind you feel tense?
1. Do you have any trouble doing strenuous activities,
like carrying a heavy shopping bag or a suitcase? 4 22 Did you worry?
2. Do you have any trouble taking a long walk? 4 23, Did you feel iritable?
3. Do you have any trouble taking a short walk outside of the house” 3 4 24, Did you feel depressed?
4, Do youneed to stay in bed or a chair during the day? 3 4 25. Have you had difficulty remembering things?
5. Do you need help with eating, dressing, washi 26, Has your physical condition or medical
yourself o using the toilet? 2 3 4 inecficed with your Sy lif?
27. Has your physical condition or medical it
interfered with 1al activities?,
During the past week: Notat A Quite  Very " W YOUT et actvities
Al Ligle  aBit  Much 28, Has your physical condition or medigal treatment
| . caused you financial diffic ? 1 2 3 4

6. r or other dily activities? 1 2 3 4
7. o ather . ) 3 4 For the followin ase circle the number between 1 and 7 that

best applies to
8. 1 2 3 4 )

29, How % th during the past week?
9. 1 2 3 4 3 4 5 6 7
10 ! 2 3 4 Very Excellent
11 1 2 3 4
12 " 3 5 4 30. How rate your overall guality of life during the past week?

. | 2 3 4 5 6 T

13, Have you lacked appetite? 1 2 3 4

Vi Excellent
14, Have you felt nauscated? 1 2 3 4 i el
15. Have vou vomited? 1 2 3 4
16. Have you heen constipated? 1 2 3 4

Please go on to the next page
© Copyright 1995 EORTC Quality of Life Group, All rights reserved, Version 3.0



KAwwka epyaleia- EpwtnuatoAoyito PRO CTCAE
EKTLLNON CUUMTWUATWY KoL TIOLPEVEPYELWV AVOAUTLKA

NCI- PRO-CTCAE® ITEMS-ENGLISH
Itemn Library Versiom 1.0
As individuals go through treatment for their cancer they sometimes experience different
symptoms and side effects. For each question, please select the one response that best

describes your experiences over the past 7 days...

1. PRO-CTCAE® Symptom Term: Diry mouth

a. In the last 7 days, what was the SEVERITY of your DRY MOUTH at its WORST?
O None | O Mild | O Moderate O Severe O Very severe

2. PRO-CTCAE® Symptom Term: Difficulty swallowing

a. In the last 7 days, what was the SEVERITY of your DIFFICULTY SWALLOWING at its WORST?
O None O paild | O Moderate O Severe O Very severs

3. PRO-CTCAE® Symptom Term: Mouth/throat sores

a. In the last 7 days, what was the SEVERITY of your MOUTH OR THROAT SORES at their WORST?
O None | O mild | O Moderate | O Severe | O Very severs

b. In the last 7 days, how much did MOUTH OR THROAT SORES INTERFERE with your usual or daily activities?
O Not at all | O A little bit | O Somewhat | O Quite a bit |0'\.{er\;much

4. PRO-CTCAE®™ Symptom Term: Cracking at the corners of the mouth (cheilosis/cheilitis)

a. In the last 7 days, what was the SEVERITY of SKIN CRACKING AT THE CORMERS OF YOUR MOUTH at its WORST?
O None O mild O Moderate | O Severe | O Very severs

5. PRO-CTCAE® Symptom Term: Voice quality changes

a. In the last 7 days, did you have anmy WOICE CHANGES?
O Yes O Mo

The PRO-CTCAE® items and information herein were developed by the Division of Cancer Control and Population Sciences in the
NATIOMAL CAMCER INSTITUTE at the NATIONAL INSTITUTES OF HEALTH, in Bethesda, Maryland, U.5_A. Use of the PRO- CTCAE® is
subject to NCI's Terms of Use.

Version date: 3/25/2022



ATTOTEAECHOTIKOTNTA AVTLVEOTTAQOHATIKAG Oepareiog

= AKTWVOAOYLKA KpLTApLa
= KAwka kpLeipla
=  BLodeiKteg



Blodeiktec

* 0O o6poc Blodeiktng avadepetal o Eva KABOPLOUEVO XOPAKTNPLOTLKO TTOU
Urtopel va LetpnBel, va kataypadel kat va xpnotpornotn0et we delktng
duolodoykwv BlroAoylkwyv dtadikaolwy, taBoloylkwyv Sltadlkaclwy N cav
QmAvInon o€ pla BepamevTikn mapeuBaon.

* Emopévwc ival eva petafAntocg deiktng mou oxetiletal pe tTnv EKBoaon
NG VOoOoU



N N X X X X

Blodeiktec
Mp&mel va mAnpoLV ta €€AC KpLTrpLa

E€€taon pouTtivag

AmtAn e€€taon

[priyopa amoteAéopata
AvarmapaywyLun (emoavaAnmrikotnta)
[MOCOTIKA LETPAOLUN

Tumomnolnuévn

XapnAo K6otog



AN

AN

Aldyvwon

Awadopiki dtayvwon
Mpoyvwon

Oepansia
Avtarmnokplon otn Bepareia
MNapakoAovOnon

Mpo6odoc vooou
Yrotpornn

Blodeiktec



Blodeiktec

Yridpyouv TpLwv edwv BLodelkTeg TOL ¥pnoLpomoLloUVTaL OTNV KALVIKA
TIPOLKTLKA KOl TNV €pEuva

MpoyvwoTtikoi fLodeikTec
MpoPAemtikol BlodelkTeC
Qoappakoduvapikoi Blodeikteg



MpoyvwoTtikoi BLodeiKTEC

e Mapexouv NTANPOPOPLEC OYXETLKA LE TNV VOOO KOl TNV
ekBaon,omwc tnv mbavotnta mpoodou VOoou, UTTOTPOTING N
Bavatou, aveédptnta ano to £ido¢ Ospansiac.

e AvtavakAouv to BloAoyko urtoBabpo tTng vooou Kal th
duoLkn TnG nopeia, aveéaptnta ano to eidoc Oepaneiac.

F'uvaikeg pe kapkivo pootou HER2 positive ou dev €xouv AdBeL Beparmeia €xouv
Xelwpotepn emnBiwon ano HER2 negative



MpoBAentikol BLOSEIKTEC

* [lapExouv mAnpodoplec yla 1o amoteEAeopa TG Beparmelac Kol yLo tTnv
nbavotnta avianokplong otnv Bepaneio eKAOYAC.

AoBeveic pe apxLlko otadlo kapkivou paotol HER2 positive wdelovvtal amno
™ HER2 otoxeupévn Beparneia

AocBeveic pe EGFR ) ALK | ROS 1 kapkivo mveupova wdeAolvtol amo tn
OTOXEVUEVN Bepareia



AN

Doappakoduvapikoi Blodeiktec

NoapExouv MAnpodopiec yia
ot GAPLOKOAOYLKA ATtOTEAECHATA TG Oepareiag,
NV arnoduyn TokoTNTAC,

TNV Katavonon Tou UNXOVLIoHOoU avTioTaong N aviamokpLong otn
Beparmeia

Mrmopouv va tpoBAEPouv averlBuuntec avildpAoelg mou oxetilovtal
HE TN Oepaneia



Blodeiktec

 Mrmopouv va xpnotpomnotnBouv yla

v\ TNV MPWLHN AVIXVEUOT UTTOTPOTAC TG VOoOU, TPtV TV EKSAAWON
CUMMTWHATWV

v TNV EKTIMNON TNC AVTOITOKPLONCG ot Bepaneioa

Y& a.00evelc pe KapKivo TaXEOC EVTEPOU, N TTOPOKOAOUVONON TWV EMLITEOS WV
TOU KapKIVOEUBpuULkoU avtiyovou (CEA) yia tTnv mpwLn avixveuon Nroatikwy
LLETAOTAOEWV UETA ATIO EMLKOUPLKNA Beparmeia
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