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Modality hodnoceni

* Klinicky stav
* Onkomarkery

e Zobrazovaci metody (pouzivat identickou zobrazovaci
metodu)



RECIST 1.1 - CT

* Méritelné léze — ty, které splnuji meéritelnost, tj. mohou byt presné zmeéreny v
nejdelSim prdméru (LD = longest diameter):

e Rozmér LD musi byt min. 10 mm (pfi tloustce rezu max. 5 mm)

e Pokud patologické lymfatické uzliny — u nich se misto LD bere rozmér SA (short axis) a
musi byt > 15 mm. Uzliny s SA mezi 10 - 14 mm se berou jako necilové a uzliny s SA

pod 10 mm jako nepatologické.

* Léze v oblastech v minulosti ozarovanych musi mit progresi velikosti, aby mohly byt
oznaceny jako targetni.



RECIST 1.1

* Nemeritelné léze:

* malé patologické léze (LD < 10 mm) nebo malé patologické lymfatické uzliny
(SA = 10-14 mm). Neumoznuji kvantifikovatelné méreni a posouzeni choroby.

* Dalsi typické neméritelné |éze: leptomeningealni postizeni, ascites,
pleuralni/perikardialni vypotek, lymfangoitis, zanétlivé postizeni prsu, lytické kostni
|éze



RECIST 1.1

* Cilové léze (target lesions):

* Mély by byt vybrany na zakladé velikosti (s nejvétSim LD), byt reprezentativni a
vhodné pro opakované méreni v pribéhu studie

* Mély by (pokud mozno) zahrnovat vSechny organy, kde se nemoc vyskytuje.

e Pokud to budou patologické lymfatické uzliny - pouze ty, kde SA (short axis) je > 15
mm. Priklad: pacientovi byla detekovana patologicka abdominalni uzlina s rozmeéry
20 x 30 mm. Jako méritelny rozmeér se nastavi SA = 20 mm, a dale se bude posuzovat.



RECIST 1.1

* Necilové léze (non-target lesions):

* Neméritelné léze
* Také méritelné léze, které nebyly zvoleny do cilovych

* Jsou posuzovany kvalitativné

* Vice necilovych lézi vyskytujicich se v 1 organu lze nastavit a interpretovat jako celek,

napr. mnohocetné panevni uzliny, mnohocetné jaterni meta apod.



RECIST 1.1

* Vyhodnoceni - cilové léze:

» Baseline snimek: uréeni vychoziho celkového souctu rozmért vybranych
meéritelnych lézi (SA pro lymfatické léze, LD pro vSechny ostatni).

* Tento soucet bude referenci pfi posuzovani terapeutické odpovédi v priibéhu
studie.

* V pripadé vymizeni léze se zaznamena 0 mm.



RECIST 1.1

* Vyhodnoceni - cilové léze:

Target lesion response

Complete response (CR) Complete disappearance of target lesions outside the liver
Complete disappearance of typical HCC enhancement from all
target liver lesions

All target lymph nodes <10 mm

Partial response (PR) At least a 30% decrease in the sum of diameters from baseline

Progressive disease (PD) At least a 20% increase in the sum of diameters from the smallest
value seen during the trial (including baseline), with at least a 5 mm
absolute increase in the sum

Stable disease (SD) Neither enough shrinkage to qualify as PR, nor enough growth to
qualify as PD
Non-evaluable (NE) One or more target lesions not evaluated because of imaging

issues, coverage, or change in imaging technique

Please note that when lymph nodes are included as target lesions, a CR may occur even when
the sum of diameters is not zero, since a normal lymph node will have a diameter greater than
zero but less than 10 mm.




RECIST 1.1

* Vyhodnoceni — necilové léze:

e Zvétseni pouze jedné nebo jen nékolika necilovych |ézi jeSté nemusi znamenat
jednoznacnou progresi (unequivocal progression).

* Pokud dojde k jednoznacné progresi necilovych |ézi, musi to byt posouzeno
i s ohledem na léze cilové, aby bylo mozno vyslovit zavér ,Progressive disease”.

Non-target lesion response
Complete response (CR) Complete disappearance of non-target lesions outside the liver
Complete disappearance of typical HCC enhancement from all non-
target liver lesions
All non-target lymph nodes <10 mm
Resolution of malignant portal vein thrombosis (if present)
Progressive disease (PD) | Unequivocal progression of non-target lesions as a whole
Non-CR/Non-PD Non-target lesions still present, without unequivocal progression
Not all evaluated One or more non-target lesions not evaluated because of imaging
issues, coverage, or change in imaging technique




RECIST 1.1

* Vyhodnoceni — nové léze:

e Jakakoli nova léze jednoznacné maligni, je dolozenim progrese.

e Nalez nové léze by mél byt jednoznacny (ne pricteny napr. zenam ve scanovaci
technice apod.).

e Pokud bude suspekce na nové |éze v kostni tkani, je treba provést scintigrafii
kosti (indikovano zkousSejicim lékarem).

e Pozn.: Kostni léze se vSak zpravidla nenastavuiji jako cilové léze (pouze
vyjimecné pripady — s identifikovatelnymi komponentami v mékkych tkanich).



RECIST 1.1 — hodnoceni odpovedi

Table 14-3: Response for patients with target and non-target lesions

Table 14-4: Response for patients with non-target lesions only

Non-Target

New Lesions

Overall Response

. Non-Target R Overall Best Response for this
Target Lesions . New Lesions .
Lesions Response |category also requires
CR CR No CR
CR Non-CR/Non-PD | No PR
CR Not evaluated No PR
PR Non-PD or not all No PR
evaluated
D Non-PD or not all No D Documented -at 1§ast 6 wk.
evaluated from randomization
Not all evaluated |Non-PD no NE
PD Any Yes or No PD
Any PD Yes or No PD
Any Any Yes PD

Lesions

CR No CR
Non-CR/Non-PD No Non-CR/non-PD*
Not evaluated No NE

Unequivocal PD Yes or No PD

Any Yes PD

Subjects with a global deterioration of health status requiring discontinuation of treatment without
objective evidence of disease progression at that time should be reported as “symptomatic
deterioration”. Every effort should be made to document the objective progression even after
discontinuation of treatment.

* Non-CR/non-PD i1s preferred over “stable disease” for non-target disease.
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IMRECIST

Table 1. Companson of imRBECIST With RECIST v1.1 and rRC

Criterion RECIST w1.1 irRC" imRECIST®
Tumor burden Unidimensional Bidimensional per WHO Unidmensional,
Up to five target lesions/two per organ Up to 10 target lesions/ with other target
five per organ lesion crteria
(nurmber,

mieasurability)
per RECIST 1.1

MNew lesions Always represent PD Mew lesions do not categoncally
define PO
Measurable new lesions incorporated into the total tumor burden
Monmeasurable new lesions preclude CH

Montarget lesions Can contribute to defining CR or PD Montarget progression does not define PD
{unequivocal progression) Can only contribute to defining CR (complete disappearance
required)
Pl = 20% increase in the SLD (RECIST) Determined only on the basis of measurable disease

and = & mm increase compared with
nadir, unequivocal progression n
nontarget lesions, andfor appearance
of new lesions
Megated by subsequent non-PD assessment = 4 weeks from the
date first documented (lack of confirmation)

= 25% increase in the SLD = 20% Iincrease in
compared with baseline/ SLD (RECIST)
nadir compared with
baseline/madir
Confirmmation of FD not required Best response may ocour Best response may
before confirmed PD occur after any
nurmber of FD
assessments

Abbreviations: CR, complete response; imBECIST, mmune modified RECIST; rRC, immune-related response critena; PD, progressive disease; RECIST, Response
Evaluation Critena In Solid Tumaors; SLD, sum of longest diameters.
"ImRECIST follows RECIST w1.1 conventions unless otherwise stated.




