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6. celostatni setkdni studijnich sester a koordindtord klinickych hodnoceni
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6. celostdtni setkdni studijnich sester a koordindtort klinickych hodnocenf

1997-2023: od Data Office k Oddéleni klinickych studii
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Informované souhlasy: cteni na pokracovani
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Souhlas pacienta

Mezindrodni, randomisovand otev¥end studie, srovndvajic{
intensivni, epirubicin obsahujici kombinaci v&etn? cyklofosfa-
midu a 5-fluorouracilu s konvendnim antracyklin neobsahujic{
kombinaci,

Jméno pacienta:
¢islo chorobopisus

Souhlasim s pou%itim chemoterapie v 16&b& mé nemoci. Jsem srozuména
s poltem chemoterapeutickych 1ékd pouZitych v kombinaci p¥i 163b&
mého druhu onemocn&ni, Jedna ze standartnich chemoterapii

pouZitych v 1é&b& obsahuje t¥i 1éky: cyklofosfamid, methotrexdt,
5-fluorouracil., Celkovd doba poddvdni je 6-8 m&sicd. Bylo mné
vysvétleno, %e je to novy typ chemoterapie pouZity pro moji nemoc.
Tento 1é&ebny re%im trvajici 6-8 mésicl, obsahuje CFA, 5~FU a t&%
novou ldtku jménem epirubicin, ktery Je velmi efektivni p¥i lé&en{
onemocnéni Z¥en se stejnou dignosou jako je moje nemoc, Neni zndmo,
Jestli tento reZim je stejn& dobry nebo lepd{ Jako standartni CMF,
sle protoZe obsahuje vysokoddvkovany epirubicin, tak se p¥edpokléd-
dé, Ze bude lep3i,

Chépu, Z%e jsem dobrovolnikem v klinické studii, kterd se zabyvd
zji¥t&nim, zda kombinace CEF je stejn& u¥innd nebo Udinn&j&1{

ne# kombinace CMF v 1é&b& mé nemoci. Chdpu a souhlasim s tim,

%e jako dobrovoln& se zulastiujici studie miZu byt zatazena do
jgdnoho z obou lé&ebnych skupin, Budu v&d&t, do které skupiny

jéem byla zatazena,

Byly mi vysvé&tleny komplikace chemoterapie, Z nejzndm&j&ich ne¥ddou~
cich U¢inkd je ztrdta = vypaddvdni vlasd, ale mohou byt i iiné

Pacientka byla poutena o klinické studii SafeHerfM028048 ., informacim porozuméla a dn

stud.dokumentaci.

R .

krvinek budu pravideln& kontrolovdna, budu opatrnd a budu se ¥idit
pokyny mych sester a lékafd, Chemoterapeutické ddvky budou pPizpl-
sobeny na minimalisaci me¥ddoucich W&inkd 1é&by,

P

Epirubicin, jako novy 1ék, miZe vyvolat onemocnéni srdce, ale v ddvce

pouzité v této studii bylo by to velice neobvyklé. Riziko vypaddvdn{
vlasl a infekce je pravdépodobndjsi ve skuping, kterd je lé&ena
kombinac{ CEF, neZ ve skupin& 1lé¥ené kombinaci CMF,

Po cely &as 1é&by mi bude umoZnino zménit typ 1é3by, za jiﬁj, budu=-1i

to pova¥ovat za nejlepii,

R

)
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6. celostdtni setkdni studijnich sester a koordindtort klinickych hodnocenf

Konec 90. let: 2 strany

Vim, %e podas 8 m&sicl chemoterapeutické 1é&by, musi byt ty¥dné
kontrolovén krevni obraz a budou mi pravideln® provddény kontrolni
testy a vyZet¥eni mym lékarem jako u vdech ostatnich pacientek
1éZenveh pro toto onemocnéni, Souhlasim s tim, ¥e budu v urditych
intervalech tédzéna na své pocity tykajici se snd¥enlivosti 1ééby

a na to, jak se citim,

Jsem informovéna o tom, Ze bez ohledu na typ 1é%by budu mit stejnou
pé¥i a starostlivost ze strany léka¥ld a sester polas a po ukonlen{
chemoterapie,

Vvim, %e vysledky této studie mohou byt pouZité pro publikaci, ale
moje zdznamy budou tajné a moje Jméno nebude uveFejnéno., Lékaiské

a studijné zdznamy mohou byt kontrolovdny pravideln& zdstupbi
Farmitalia Carlo Erba nebo jimi povd¥enymi osobami oviem op&t p¥i
zachovéni pPisného utajeni. Carlo Erba je vyrobcem epirubicinu

a podporuje tuto studii.

Se svym lékarem lékafem - Dr. Ivo Kocdk = jsem podepisovala vy¥e
ugedené informace a,byly mi zodpovézeny nékteré mé& zajimajici otdzky,
tykajici se moji 1é%by. Vim %e moje ulast je naprosto dobrovolnd
mohu 1é%¥bu kdykoliv pFerusit a ze studie odejit, KdyZ =i to budu
prdt, mdj léka® bude pokralovat v 1é&b& podle svych nejlepSich
mo¥nosti a schopnosti. Jestli bych nesouhlasila s uUlast{ ve studii,
dostenu standartni chemoterapii, kterou navrhne mij léka¥ a nebude
nikdy predpojaty k mému léka¥i, jenZ bude o mé& pelovat, Vim, Ze
kdykoliv, kdy# budu mit otdzky tykajici se mé uEasti na tomto
projektu, mohu se setkat s lékatem odpov&dnym za tento projekt
nebo s vedoucim odd&leni odpov&dného za studii, Mém prdvo dostat

2012: zaznam o podpisu IS v ZD

kopii - souhlasu pacienta k 1éZbé&.
w

@ 7 v 7/ Ve
es podepsala IS verze CZ 3.0. 1 vytisk obdrZzela pacientka, 1 vytisk uloZen ve

pacientka zafazena do studie Safe HER

g / F 4 g F
Svédek: Jméno: %74% Yalan?, tedr rasa: Kavkazska bila
fis Ny 3 . w .
postaveni: [elarle pacientka dnes zarazena do studie, podepsla 1S

podpis: //,4%.)< i
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" Soucdasnost

navisEvy, musite o wom vias miormovar rhoudejiciho lékad
vysveili, eo musite wdilan & jaki vvietend v probdhu srudid
kalendsf smodinich vyieteni Studyni 1é8bo mibkere dostd
studin, poloud se Vy a Vil shoudepicd békead budete domndvs
lécha bude ukondens, polnd se u Vis obgevi aeakeeptovany
Vade onemocndni zhorti. Lékat Vim vysvédi dived. Po rof
absalvmete studijnd navitévn v den ubm poslednd divkey snod
28 dnech po ukondend studigni 18y, Dile budete pokrady
smodigni mivitdvy (osobnl nebo velefonicke) usloomelni kaddy
mitke bit také pledfasnéd ukondena Vice mformaci s dof
POEUD SE OBJEVI NOVE INFORMACE? Celkové enn|
na délee Vali Béasn ve smedin, bihem virupaibo obdobi o |

o bude an 200 ml v dallich cyklech aun 40-100 ml Ko

Priklad aktualné probihajici studie faze 3
pro ca prsu (MOU):

» Pre-screeningovy souhlas: 7 stran

> Hlavni souhlas: 11 stran
.. Prilaha lt hlayvinimii cniithlaciie Q ctran

6. celostdtni setkdni studijnich sester a koordindtort klinickych hodnocenf

e obdiobi Sledorac obdobi
Siednem
Ciu
Komes o Nisled
2 fcaf {3f | modomi | wkontemt | SEOCE
deg | Wby | stedipd
ety
28 dmipo | Kaddé 3
P16 D22 (D1 | DAS || D2 EOT porledn | mbwi
dives | poEOT
X|X|X| X |x| X X X
X X| X X X

Pac. byl dne 4.3.2021 informovén o mnzn& Géasti v Klin. studii R22/20, byl mu vydéan informovany souhlas k prostudovéni, vée mu bylo naleZité wsvetleno, viem informacim
porozumél. Pac. s GEasti ve studii souhlasi a proto se dnes 29.3.2021 dostavil k podpisu IS a provedeni screningovych procedur:

Podepsal tyto informované souhlasy:

1, Informace pro pacienty a formular informovaného souhlasu pro protokol

2, Informace pro pacienty a informovany souhlas - geneticky vyzkum (V3.0 z 1;; ;&;l podepsal 2x, stejnopis obdrZel.
Déle mu byla pfedana Pfiloha k informacim o pacientovi finformovanému souhlasu [PISJICF), zohlediujici poZadavky obecného nafizeni EU o ochrané osobnich ddaji (2016/679,

GDPR]

-k ICF_ I LV02 05JAN2021

Byla mu pfedana bezpetnostni karticka (Patient ID card_CZ_V1_290CT2020). Informovan o jejim pouZiti.

strulohery genil), trv. HEL test, tento vzorek miike bit poy
ayplndm elebtromckyich demibu (e-denik) obdrine elektrong
mobilu a persondl studgnibo centra Vias s timio rafirenim o

Witupe -
bdobi Lottt cladob

C= cylchas

D = dea vcykin = co Cl
EOT = bease vondipad Wby

Mk
rahmovat
o

aavisbr

Wity

D15 | D&

Kosnwols pmpmsery &

demoprafie

» Cross over: 10 stran
> Sledovani téhotenstvi: 6 stran

CELKEM: 67 stran (51 bez cross over a
téhotenstvi)

[ VD3, 15.1.2021), podepsal 2x, stejnopis obdrZel.
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Zarazovaci kritéria: hledani jehly v kupce sena
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5 PATIENT SELECTION 14. Subject must have progressed on at least 1 line of prior therapy for locally
dvanced/metastatic NSCLC:

5.1 Sample si .

ST — ro k 1 99 5 e Subjects WITHOUT an actionable gene alteration: subjects must have progressed on (or be

An estim, i i i
ated total of up to 1480 patients (including 10% drop-out or not evaluable) will be studied

(see 8.5 for i i
bt e :a':lc:lr?‘t:;rgé r%?%raot)i(::tast?ll'nya t1 ?r?a - z:go centers will enroll patients in the trial. There will
accrue two patients during the first year, or dg not :g;ﬁa’ﬁdt: e promes, . Canters that do i

enroliment. Accrual will end when th
1 ; C e DSMB h i i
(disease progression by objective criteria) has ogzu?reetzrr;gggr%it:ga tt;htgerequued g, D

EW> ai aphic lance of patients, accrual may be
NEW> /n order to chieve a reasonable geographic ba
"

terminated at all centers in a particular countr y while other countries continue to accrue

5.2 Inclusion criteria

1. Adult females with histologi i
gically/cytologicall
recurrent or at presentation, whocv{toulg be e o o
for advanced disease.

: cancer, either newly*
considered for tamoxifen (single-agent) therap))/'

2. The tumor must be estro ;
ume gen or progesterone receptor sitive
quantitative assay or py positi\(e immunofiuorescent staﬁ?ving of(aEsgraaffng/ ?irs:t?;t)ﬂglék

must stain iti 3 i
allowed? positive for ER+ or PR+; retrospective

3. Patients must have at least
must one measurable or evaluable lesion, in th :
g’r:teet:ssitoar:|ct:3J c;n:eatse, Or a primary or locally recurrent breast turﬁor ofea;c;rrsnizoel.w;:vanced A
est wall or skin (T4 a-c) which is unsuitable for surgical excision during the

course of the trial. Definitions of * . . -
soction 7, of "measurable” and ‘evaluable” disease are given in

4. Performance status >60 on the Karnofsky scale
5. Estimated life expectancy of 6 months or more

6. Written informed consent

53 Exclusion criteria

Patients fulfilling one or more of the following criteria must be excluded from the trial:

1. Prior hgrmonal therapy for breast
year prior to randomization

MO

L/J Masaryk(v
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cancer, except adjuvant therapy terminated at least 1
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6 vstupnich
12 vylucujicich kritérii

— rok 2023
15 -30 vstupnich
30 - 50 vylucujicich kritérii

AZ 40 % studii ma dodatek k
protokolu, jesté nez
probéhne prvni vizita, mj.

¢asty dlvod pro zpozdéni KH

30 % z aktualné otevrenych studi

v MOU ma Uzce profilovanou
populaci (KRAS G12C, HIF, RET,
PIK3CA, BRCA, NTRK, FGFR)

I’

czE

p=1
INFR

considered ineligible for) platinum-based chemotherapy and immune checkpoint inhibitor
(as monotherapy or in combination with chemotherapy).

e Subjects WITH an actionable gene alteration for which immune checkpoint inhibitor therapy
is not standard of care (e.g., anaplastic lymphoma kinase [ALK] translocation): subjects must
have progressed on (or be considered ineligible for) anti-cancer therapy targeting driver
gene alterations and platinum-based chemotherapy.
¢ Subjects with actionable gene alterations for which immune checkpoint inhibitor is

standard of care must have also progressed on (or be considered ineligible for) immune
checkpoint inhibitor (as monotherapy or in combination with chemotherapy).

15. Subject must not have recelved prior @l targeted antibodies.
16. Subject must not have received prior [ therapy.
17. Subject must be considered appropriate for docetaxel therapy based on the assessment of
the treating physician,
18. Subjects with metastases to the central nervous system (CNS) are eligible only after
definitive therapy (such as surgery or radiotherapy) is provided and:
e There is no evidence of progression of CNS metastases at least 2 weeks after definitive
therapy.
e They are asymptomatic and off or on a stable or reducing dose of systemic steroids and/or
anticonvulsants for at least 2 weeks prior to first dose of telisotuzumab vedotin,
19. Subjects must not have a history of other malignancies except:
e Malignancy treated with curative intent and with no known active disease present for
2 2 years before the first dose of study drug and felt to be at low risk for recurrence by
investigator.
e Adequately treated non-melanoma skin cancer or lentigo maligna without evidence of
disease.
e Adequately treated carcinoma in situ without current evidence of disease.
20. Subject must not have a history of idiopathic pulmonary fibrosis, organizing pneumonia
(e.g., bronchiolitis obliterans), drug-induced pneumonitis, or idiopathic pneumonitis, or
evidence of active pneumonitis on screening chest CT scan. For imaging findings deemed
dlinically insignificant by the treating physician, subject may be eligible after discussion with and
approval from the [l medical monitor,
21. History of prior radiation pneumonitis in the radiation field (fibrosis) is permitted.
22. Subject must not have unresolved clinically significant AE 2 Grade 2 from prior anticancer
therapy, except for alopecia or anemia.
23. Subject must not have had major surgery within 21 days prior to the first dose of
telisotuzumab vedotin,
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.Y/ Dopad na nabor
O)I v 1\"3\”
Primérny pocet screenovanych pacientt a
neudspésny screening v MOU (2000-2022)
30 70% Zahrnuto 339 KHL, zah&jenych od roku 2000 v MOU, celkem 3 690 pacient(i
25 24 60% o o . .. " . . "
Prumeér screenovanych pacientu na studii za celé obdobi na studii: 11
- 50%
16 400 Primérny pocet nelispésné screenovanych pacientt je 20 %, v
15 ! 0% poslednich 5 letech uzZ 34 % a dale narista
10 8 5 8 . o _
20% Jen 3,5 % KH od roku 2000 nezaradilo Zadného pacienta
5 10%
0 I - Screen failure rate kolisa dle typu KH, snizuje ho mozZnost testovani v lokalni
0 v
N — OO0~ OILMSTMNHAN—O O WNWOUIWL ST MmN — O laboratori
N &N AN & = v v v s s s s O O O O O O O o o o
O O O O O O O O O O O O O O O O O O o o o o o
AN AN AN AN AN AN AN AN AN AN AN AN AN AN AN AN AN AN NN AN NN
mmmm primérny pocet screenovanych pacient( na 1 studii v MOU - podpis ICF
=== priimérny screen failure rate (%)
Zdroj: NIS GreyFox k 25.8.2023
VCetné studii s pokraCujicim ndborem
MO MUNI CZECRIN A
/) Masarykiiy _ PraArRMAROUND
onkologicky MED W o NABACHI FOND



Studijni procedury: evoluce excelové tabulky
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5.5 STUDY CALENDAR

Early
Termination
Visit

Cycles

Procedures Screening 1-4

Study Drug
infusion

Informed Consent

Medical History

Physical Exam

Height

Weight

Vital Signs®

— Jesté vroce 2014 proceduram v protokolu nékdy stacila 1 strana

ECOG Evaluation

CBC®

Chemistry Panel®

PT/aPTT/INR

x| o=l o= o= x| x| x| x| x| x| =

Urinalysis”

Adverse Events

Serum Pregnancy

PK Sampling®

CRP/IL-6

DEXA Scan’ X
Tumor X
Measurements®
EORTC-QLQ-C30" X
Concomitant X
Medications
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e SOUCASNOSt
Table 8-17 Schedule for PK blood collection during dose escalation with BV RS
(DAILY dose) in combination with Sl et
v (Arm 3)
Flowchart az na 12 stran + PK Period @ Endof |
g Cycle Day Schedule time (hours) Analytes Treatment/
Period 2 Period g z 1 1 Pre-dose or pre-infusion (0 h)
: : s :
Poriod T . visit Name 1 1 End of infusion (within 30 min) |
§ Visit Name “ o 1 1 1 h post dose (¢ 5 min) |
VisitName | @ 1 1 2 h post dose (£ 10 min) |
1 1 3 h post dose (£ 15 min)
pays o |1]?| pays 28 |1]2 ] 1 4 h post dose (2 20 min)
Days 28 | to 1 1 6 h post dose (£ 30 min)
Days 28 to | Prior antineoplastic | X =1 . .
A -1 | therapy Creatinine X " 1 2 24 h post dose or post infusion (£ 1 X
Blood sample for ECOG X clearance via h)
PK analysis (all Performance status Prior/concomitant | X | Continu ~ o =y it 1 8 168h post infusion (£ 12 h)
Shibyies) Tanner Scale X | medications formuta
E;nd sample for (pediatric only) méjn;!tum X | see Se _ 1 15 336 h post infusion (£ 12 h)
hydroxycholesterol characteristics wmmm X | Refert| 2 1 Pre-dose or pre-infusion (0 h) X
m Lansky <cal X | Archival tumor X | Referte X -
e scale hiopsy Adverse events Continu | 2 1 1 h post dose (¢ 5 min) L
| i
Blood sample for | X E'):d':tmc H X :e"u&y;gt;yned X Blood sample for Refer to 1apie o-12, 1aDie &-13, 1aDIE - 14, |ADIE &- 15, 1 dDIE -1Y, and | aDIe B-LU
SIDNA 9 PK analysis (all
Blood sample for Treatmentgroup | X analytes)
E"ﬂ?_ Weight X | assignment Blood for Refer to Table 8-14, Table B-20 for time points
? Vital Signs (include | X _ _SEREaiRNmalADA
Everolinus dosieg $p02) PhysicalBam 1S 1S\ S| Blopd sample for | X X X Xae X
_ Chest X-fay (Japan | X g o X clDNA
| Blood sample for Refer to Table 8-21
dosing
: | Hematology X ~ . - -
:.nuqs_es since Chemistry X | x X X x-m“Q Weekly or daily dosing
i CRP X Everol:us dosing Dally dosing
T—— Monthly dosing
M o ||| nfusion
M ki - FHARMAROUND
U onkologicky MED W s @)) NADACNI FOND
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Vétsi riziko chyby/deviace protokolu
Nutnost delSiho screeningu TostPano s Collecton Tansport _ Shipping
Vyssi pravdépodobnost screen failure

Two - 1.8mL Cear Top

Riziko odmitnuti studie pacientem G 2 LavederTop
. , Visk Level, - Tube w2 EDTA

Roste pocet nestandardnich procedur pro areszmeon, | co g | IR | pec s

s v . v , . . 6HR Post, 24HR Post, E __Z' )

ucely studie, Cerstvé biopsie IR i

Naroky na personal, zvétSujici se studijni

tymy (zejm. laboranti, farmaceuti, sestry, s

Tube w2 EDTA
PK 4 BETAY
PK 4 BETA2 [Per Temepaint]

koordinatori, data manazeri)

CPKLBETA

——

2wl Lavender Top

Tube w2 EDTA
PK TAMIN-1
PK TAMIN-2 [Per Temopont)

C-PK TAMIN

Mgsarykuv MUl C_ZECRIN @ PHARMAROUND
Sotay 9K MED W s NAGACHI FOND
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w¢» DOpad na nabor

[

O\‘\‘.r‘\TO/\)
(0 o
s qum\\o

Nabor (recruitment) a udrZeni (retention) pacientl je zasadnim predpokladem Uspéchu studie.
Nedostatecny nabor je nejcastéjSim divodem predcasného ukonceni studie, az 80 % studii nedosahne
cilového poctu pacientl dle planu (prodlouZeni studie, nova centra = znacné vyssi finan¢ni naklady).**
* 11 % center nezaradi zadného pacienta a 37 % nedosahne svého naborového cile *

Dulvody: design protokoll - cilena terapie, problematicka in/ex, dlouhy screening, centralni testovani,
schvalovani pacientl, kompetitivni studie, horsi orientace ve studiich pro vice dg., Casté zmény kohort

V MOU takrka nulovy drop-out rate (lost to
follow-up, stazeni souhlasu) - detailni vstupni i
opakovana edukace pacientt, kontakt s
koordinatorkou a zkousSejicim.

Zdroje:

* Chaudhari N, Ravi R, Gogtay NJ, Thatte UM. Recruitment and retention of the
participants in clinical trials: Challenges and solutions. Perspect Clin Res. 2020 Apr-
Jun;11(2):64-69.

** Desai M. Recruitment and retention of participants in clinical studies: Critical issues
and challenges. Perspect Clin Res. 2020 Apr-Jun;11(2):51-53.
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Sbér a kontrola dat: papirova nostalgie
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- 3 Pierre Fabre Product Protocol N°
Pierre Fabre Product Protocol N J f 3 ) )
Medicament NAVELBINE 9 PM 259 97 IN 201 BO S Medicament NAVELBINE 9 PM 259 97 IN 201 BO (‘ZES(i_lé)sji\ii’(']JKU(
Patient N°  [A//] L1 Patient's initials | | || || | P a p irové C R F " PatientN°  |1/| 0 7|0 | ]| Patient's initials [ |7 [/] || 2]
CONCOMITANT THERAPY FORM i i i TREATMENT FORM
o -
, Pl i e Dl Malo sbiranych dat COURSE N° 06 (Adjuvant Therapy)
Please describe below any med: s), including transfi s), oral ptives and other than py, received 15 y :
days prior to enrolment and during all trial period. Any use of medications must be documented. HEIGHT OF PATIENT (cm) 21414
VA 2
DURING THE TRIAL PERIOD, ANY CHANGE IN THE POSOLOGY (DECREASE OR INCREASE) NEEDS TO STOP THE - , , L el BODY SURFACE AREA : |7 |®|( | /|m
TREATMENT WITH THE INITIAL POSOLOLOGY AND TO FILL IN A NEW TREATMENT LINE WITH THE NEW POSOLOG P r |J emnes et k ani (kg) |006 |5
Product name Type Route Dose / Date - Indication for use s DA<Y1, 5
(INN) see code 5 | see code 6 Schedule (D/M/Y) n a d kavo u S = : 5
‘ Onset | |« || 17| Z1-] : monitorem, kte ry DATE OF DRUG ADMINISTRATION: = | [I) pl=| JA [ ) - |
W ] End |/ 717)| 2| ) L] si odvezl vyp Inéné DRUG ror NAVELBINE EPIRUBICIN
| ongoing O .. 7,
£ 2 2
onset | 21171211711 origina |y 30 mg/m 35 mg/m
| [=] End |21 L[ 7| L[| || = REAL DOSE ADMINISTERED (mg) el L [~] Sle|2]
ongoing O v Je :
Onset Z p et n e d Ota Zy If reduced or postponed, specify and sum up codes ) (see codeT) Code 7.; 1=h log. , 2 logic, 4=hepatic,
e l_‘_l e l_l_l . v 8=renal, 32=other toxicity, 64=other reason
L End |2 1202214 s doraZ”y pOStOU
o = onedne: T vz HAEMATOLOGY || (0=not Done, I=done)  SAMPLEDATE |_|“ || /| ||.“|"| (D/M/Y)
goine O nebo faxem v radu : 5
Onset |7 |V || 7] 7| =1 7] | t , d n Loj WHO WHO
4 | End L y
i ongoing [
Onset |/ |v || Z|Z][Z|7]
l¢' |71 1 T R [ e e

[ INSTRUCTIONS FOR COMPLETING CASE REPORT FORMS l
Wrong Right

ELBINE EPIRUBICIN

| copy copY

1. Use a black ballpoint pen D [ED

b mg/m?2 35 mg/m2

[Ele|i&/| (S S o]

: Nevyhodou byla
2. Use capital letters ~*Small C}?All;(l)T%,S prOStorova

ki narocnost :
LTIES ' i WLEDATE || ||| ||| oMy (OUND

Code 7 : 1=haematolog. , 2=neurologic, 4=hepatic,
8=renal, 32=other toxicity, 64=other reason
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(B Cycle 1 Day 1 (1)

[ Visit Date

[ Physical Exam (Short
Form)

[& Vital Signs (On Study)

[ Health Care Resource
Utilization

[ Hospitalization

[& EQ-5D 3L

[& FACT-G (Version 4)

@ NCCN-FACT FKSI-19
(Version2)

[ Nivolumab Record of
Study Medication_BL0

[ Nivolumab Infusion De

[ Ipilimumab/Placebo
Record of Study
Medication_BL02

[ Ipilimumab/Placebo
Infusion Details

[ External Data Trackinc
(LABS, WBLD, AIMP,
SBIO, PBMC, MDSC,
CIRCTUM, C1D1)

[ Pharmacokinetics
Tracking_3 (Nivo_lpi
PK_IMG 4 row)

[& Pharmacokinetics

Tracking_3 (Nivo_lpi P
row EOI)

: medidata

Enter Verification Code

Please enter your verification code for
security purposes.

Text Message sent to +42X000CXXX06

El Remember this device for 7 days.

The study eCRF data need to be added within 5 days from the subject visit. Your site has
the median of data entry 4, 0, 4 and 1 days for Nov21, Dec21, Jan22 and Feb22
respectively (see the picture below). Well done.

Visit to Entry (All CRFs)
6.00 405 sus Data limiting
2 4.00 4,00

Series by
< 2.00 1.00
. 0.00 030 f’..w 0.53 (Column Names)
T 0.00
=
L]

047 al Median(Visit to Entry..

= s Wl Avg(Visit to Entry Int..

0 # StdDev(Visit to Entry...
CRF Entry Date (Month)

Visit to Entry (All CRFs)
Color by:
20 (Column Names)

o

@ Min(Visit to Entry Int...
@ Max(Visit to Entry Inf___

10 &

°u ° IS

eCRF

Casova naro¢nost vyskoleni, kyberneticka bezpe¢nost
Povinnost vkladat data do 2-5 dnd od vizity

Vzdalena kontrola dat

Dedikovany tym data manazer(

Trouble receiving your code?

==
m &
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Vendori: cesta do pekla dlazdena dobrymi umysly



General

/sponsors

Longboat

Firecrest

Trifecta -
Investigator
Space

Medpoint

Clinergize

eCRF

Medidata
RAVE

REDCap

Oracle
InForm

Calyx

Veeva Vault

IWRS

Clinphone

Bracket

ICON IRT

Clintrak

Endpoint

Cenduit

Signant

Health

Impala

central labs

Patient
nensatio

islo studie

nazev studie

cislo protokolu

CT queries

CT odesilani

Labcorp kity

LONGBOAT

dotazniky

CLINERGIZE

Labcorp queries

Iogin:

heslo:

Iogin:

heslo:

login:
heslo:

login:

heslo:

login:
heslo:

login:

heslo:

Iogin:

heslo:

Iogin:

heslo:

Itrials.

Iogin:

n/

heslo:

Iogin:

heslo:

Central ECG

Perceptive

Central
radiology
AG Mednet

Keosys

ICON
SQUARE

Clario

Invicro

Calyx

Biotel

Zelta (IBM)

Perceptive-
AMBRA

ePRO
/Patients

TrialMax

Yprime

Medable

Invoicing

GreenPhire

IQVIA

eClinical




Studijni tymy: rozpad superkoordinatora
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Evoluce studijniho koordindtora v MOU

@ 2000 - 2006: ,,All-in-one" superkoordinator

ﬁ ﬁ 2006: Koordinator + start-up koordinator

? ? ? 2011: Koordinator + start-koordinator + data manazer

? ? ? ? 2012: koordinator + start-koordinator + data manazer + asistentka

? ?? ? ﬁ 2016: koordinator + start-koordinator + data manazer + asistentka + studijni
laborant
? ?? ? ? ? 2022: koordinator + start-koordinator + data manazer + asistentka + studijni laborant + Stud|Jn| sestra
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Jak si udrzet studijniho koordinatoraz

Béhem 23 let jsme zavedli:

6 mésicni

Hrazeny
adaptacni certifikovany
program checklisty kurz
a pracovni
postupy t z/

44 SOP

mentoring
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Dékuji za pozornost.

michaela.hanakova@mou.cz



