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Shared Investigator Platform
Pohled uzivatele

Hana Blahynkova, Masaryk(v onkologicky tstav
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Zivotni cyklus studie v SIP

Pruzkum zkusenosti z center
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Shared Investigator Platform

Systém Shared Investigator Platform byl vyvinut ke zjednoduSeni komunikace mezi zkousejicimi a
sponzory klinickych studii - Roche, MSD, BMS, Eli Lilly, Amgen, Pfizer a Boehringer Ingelheim.

Spusténv USAvr. 2016

Planovani, zahdjeni a ¢innosti spojené s provadénim studie

Cilem byla eliminace mnoZstvi pristupl do vendoru, zjednoduseni komunikace, vzajemné uznavani
trénink( a certifikatd, sdileni dokumenta.
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Shared

Investigator
Platform

a SPonsors 3 Investigators *& Reg“mo's

_ Kvalita, zjednoduseni
. procesu, spoluprace

Naklady na

“ tréninky,
dokumenty, help
desk, start-up time

Produktivita (reduced

" tasks), ziednodugeni

procesu, lepsi pristup k
informacim

- Cas k zahajeni studie,

povinné tréninky

Proces auditu
elektronicky, moznost
elektronicky kontrolovat
studii




A
%gK.N[ S,

. o . 5. celostatni setkani studijnich sester a koordindtoru klinickych hodnoceni
e Historie SIP v CR

0\‘\ '\TO/\) (/
0
kS I-L)IN\\O'

&
OO

* Rok 2018- zahajeno se 4 zadavateli

* Rok 2022- 7 zadavatell

- V soucasnosti 252 registrovanych center a 4 922 uzivatell (od loriského roku pfibylo 804 uZivatel()

. Eli LiIIy * + Novi sponzofi: * Bez dalSich
* BMS novych

) M.SD . Amgen zadavatelU

« Pfizer - Boehringer ) Roc?e taci

. Ingelheim Implementaci

Roche g e
N\ J NS J \__pozastavil

MO MUNTI CZECRIN
U g ME D e ©) rosvwoomn
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Zivotni cyklus stud
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Akceptovani
2.Profil centra 3.Feasibilita studie a

6. Pribézna
aktualizace
studie

5. Start-up
proces

delegovani
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1.Vytvoreni uctu uzivatele

Zadavatel, nebo jiz aktivni uzivatel musi zaslat ,,pozvanku‘ do SIP.

- Aktivacni email s kddem (¢asové omezend platnost) Zjednoduseni

, y y . , procesu od 7/2022-
* Nutné pro vSechny ¢leny studijniho tymu oouze jeden
* Platnost hesla cca 2 mésice overovaci email

Nastaveni security questions

Manualni prepis zivotopisu, nahrani GCP certifikatu, prirazeni k facility a department

Nutné vytvorit profil ,,Facility manager

MO

U Masaryklv
onkologlcky
ustav
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& Sponsor/CRO v B Documents v U safety v Ll Survey v O Training v & Admin v

My Profile

Last Modified Date 23-Jun-2022

Vyhody: pri peclivém
nastaveni v Uvodu,

(s userrrotierom [ rssenenssus | [ o | FZISKame kompletni CV s
detailnimi informacemi.

USER PROFILE CV HISTORY EXPORTED USER PROFILE
© Basic etails Profile Attachments
® Facilities Attach documents supporting site and staff research qualifications (for example: certifications, degrees, certificates,
License to Handle Controlled Substances, Radio-Label Handling License, Joint Rater License)
@ Education Document Mame Document Description Document Type Actions
Clin e Other
Clinical Research Clinical Research x
& Professional Experience Experience, Experience/Zkusenosti s klinickym
ZkuEenosti s KH 23- hodnocenimi/studiemi.
@ Research Experience Jun-2022_09-57-
02_GMT.docx
Q GCP Training
. [ Upload New Document ]
o License Details
‘ Profis Adtaciments  License Details Publications & Presentations >
Publications & Presentations

[ Preview 5P Abbreviated CV ]

[_-.quulu & eSign SIP Abbreviated _]

( T A |
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5. celostdtni setkdni studijnich sester a koordindtord klinickych hodnoceni

2. Vytvoreni profilu centra
Profil nemocnice + profily vSech zapojenych pracovist (laborator, kliniky, Iékarna, etickd
komise, radiologie)

Detailni informace, vé¢etné nahravani dokumenti- nutnost aktualizaci

MMO ) MUNI CZECRIN
Ugik:%lgglg‘l-’(y M E D
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Masarykuv Onkologicky Ustav Last Modified Date :31-Mar-202

[v] Facility Mame & Address Faci llt}( & Equ | pment

@ Fracility Contacts FACILITY CAPABILITIES

Facility Capabilities

(] Therapeutic Areas & Patient

Population Can your Facility support patient visits on weekends? Yes No
Can your Facility support in-patient admissions for research studies?
® IRB/ERB/Ethics Committee ves No
Does your study staff have sufficient English knowledge to understand Yes No
® LocalLab communications in English?
Does your Facility have access to translator and translation support for study Yes No
C & & Traini conduct (e.g. consent, study specific instruction]? .
@ consen raining Mot Apyicnbile
@ Facility & Equipment DUFTS the FauElty have storage space for Study-Related materials, (e.g. Lab Kits, Yes No
Patient Materials, etc.)?
@ investigational Product (IP) & Is the lab kit storage space able to support early phase studies which may Yes Mo
Controlled Substances require an increased number of kits?
Does your Facility have the ability to collect and store PK/PD specimens? Yes No
@ source Documerl1tat|on& Does your Facility have the ability to collect PK/PD samples beyond normal Yes No
Remote Monitoring S TERE T
Additional Locations Does your Facility typically allow the collection of Pharmacogenomic (PGX) Yes No

samples for research purposes?

Additional Information & EQUIPMENT
Attachments

Identify the Diagnostic Equipment available at or near the Facility to support Research studies?

Check all that a
Organization Affiliations { PPly)

[ ]INA Mot Applicable

CT Scan Computerized Tomography Scan

[ ]|Dxa Dual-Energy X-ray Absorptiometry or Bone Densitometry
ECG/EKG Electrocardiogram

[ ] FLrRO Fluoroscopy

MRI Magnetic Resonance Imaging

[ ]|MRa Magnetic Resonance Angiography

[ ]|MRrs Magnetic Resonance Spectroscopy




© User Profile v B Facility v & Sponsor/CRO v I Documents v U safety v ldd Survey v 0 Training v

acility > Masarykuv onkologicky ustav > HKlinika komplexni onkologicke pece

Klinika Komplexni Onkologicke Pece

& Department Name & Address Source Documentation

Department Contacts
(v pa ! Source Documents

B . § ) What type of source documents will be used? (Select all that a
o herapeutic Areas & Patient

Population

& IRB/ERB/Ethics Committee
® LocalLab
& Consent & Training

(] Department & Equipment

v

® Invest gational Product (IP) & W
Controlled Substances
o Source Documentation

Additional Locations

Additional Information & —
Attachments Monitoring

Check all equipment that will be available to Monitors:

Organization Affiliations None Phone Copy Machines ternet Access

< Investigational Product (IP) & Controlled Substances Additional Locations »




. %?"TKA N7 S?\

[

OEE e
S Fy

O\v,\\ ATO I
R

&)

5. celostdtni setkdni studijnich sester a koordindtord klinickych hodnoceni
y v WY

3. Feasibilita

- Momentdlné pouze od 2 sponzora v SIP

Nevyhodou je nutnost nahlaseni jména Pl jesté pred zacatkem feasibility- nesoulad s béZnym postupem
na MOU

7

Zjednoduseni procesu (¢astecné vyuzivani jiz vyplnénych informaci)
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3. Feasibilita

O User Profile v

B Facility v & Sponsor/CRO v

I Documents v U Safety v ll Survey v
T:} 02-Jun-2022 T:} 26-May-2022 20-May-2022
< Planned Maintenance SIP Performance Improvement PL.. Thank you for being a force be...
Announcement Announcement Mews (Pfizer)

TASKS (1) STUDY SPECIFIC TASKS (1)

=

Iy Tasks

ALL NEW @

0 0

0 1

1

(Sur'.fc",r Management Tasks -flj)
Due Later

Lilly - Other - J2J-MC-JZLH - 5-13768 : J2J-MC-JZLH_ONC_PreStudy_5Su rue;r__ur Department Klinika Komplexni Onkologicke Pece Of Facility Masarykuv Onkologicky Ustav -
Received

Lilly has sent you the following Other - Survey - J2J-MC-JZLH_ONC_PreStudy_Survey_Krasenska_Marta for Study J2J-MC-JZLH for Department Klinika komplexni onkologicke pece of Facility Masarykuv >
onkologicky ustav. Please respond to the survey.

Assigned: 01-Jun-2022

Due: 09-Dec-2022
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[ 0 Introduction & Overview ] mtdeUCtan & OUE‘I-WE'W

You will not be able to respond to the survey as it is assigned on your behalf to the delegate Blahynkova, Hana.

Survey 1D: 5-13768
Survey Title: J2J-MC-JZLH_ONC_PreStudy_Survey_Krasenska_Marta
Survey Version: 1.0
Survey Due Date: 09-Dec-22 23:59:59
SURVEY INTRODUCTION

Flease complete the pre-study survey for Eli Lilly protocol J2J-MC-JZLH. Thank you.

STUDY DETAILS
Survey Delegation

Field Name Details Field Name Details
Sponsor Name Lilly Study 1D J2J-MC-JZLH
Survey Attachments )
Sponsor Therapeutic Area | Oncology dy Phase I
Compound Selective Estrogen R
Contact Sponsor De..
Indication Breast Neoplas
Protocol Description Imlunestrant Adjuva HER- Early Breast Cancer
Protocol Title Protocol Title to be deterr®hed.
SURVEY PARTICIPATION
For responding to the survey, please refer Survey Attachments for any additional
M o information, if available.
Do you wish to participate in this survey?
|/ Masaryki / particip v PHARMAROUND
onkologicky NADACNT FOND
ustav

Yes Mo
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4. Akceptovani studie a delegovani managera studie

Manage Delegation

a‘f?}

MY DELEGATES DELEGATED TO ME

Delegate My Study Sites

User Profile
< * You can assign a delegate for each Facility/Department.
urvey s Your delegate will be able to view and manage pre-study documents and will receive pre-study and study invitations
on your behalf.
Study Site Profile Maintenance s When a study invitation is accepted you will be notified.
= Your delegate will also have access to any ongoing studies.
Safety Contact & Regulatory
Contact (Pl Delegate) STUDY SITE MAINTENANCE DELEGATES
Delegate for Facility/ Department = Delegate Mame >  Email Address  Phone Number Effective Date®  Remowve
Delegate
‘ Mo Delegate
[ Add Delegate ]
The table below displays all the existing study site maintenance delegate for your studies. You can assign one or maore one
time delegate to help you mamtaln Study Site Profile for each of your Studies. If you have a delegate assigned, you can
end the assignmen
CURRENT STUDY SITE DELEGATES
M o SponsorfCRO % StudyID = StudySite ID % Delegate Name % Start Date & End Date = Motes Actions
U Masarykuv = UND
onkologicky |MsD |6482-011  |2203 Blahynkova, Hana 20-Apr-2022 | @ |

ustav
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' 5, Start- -up proces

5. celostdtni setkdni studijnich sester a koordindtord klinickych hodnoceni

‘ponsor @) Study Site Details
O IRB/ERB/Ethics Committee

O Clinical Laboratories

‘ ® site st

0 Investigational Product Shipping
Address

0 Investigational Product Storage

Location(s)
0 Contacts/Shipping Details

Study Site Profile Summary

[ Replace Primary Facility/Department
[ Request Pl Change
U Masaryklv
onkologlcky

ustav

1 OO0 O 0 O &g

for Role

Vyhody: systém access request- pfi zmeéne
SC, PI, Sl lze uzivatele a pfistupy do IWRS,
eCRF jednoduse zmeénit. Pridanim nového
Clena study staff volime pfistupy dIe potreby.

Riss, [gor LI Unblinded Pharmacist
Lakoy, Radek D Unblinded Study
Navratil, Jir Sub-Investigator
Spelda, Stanislav Sub-Investigator
Tomasek, Jiri Sub-Investigator
Blahynkova, Delegate for SIP Study
Hana Site Maintenance
MUNI
MED

23-Jun-2022
23-Jun-2022
23-Jun-2022

20-Apr-2022

V CZECH ELINICAL RESEARCH
INFRASTRUCTURE NETWORK

System Access
Request

o OLF OO O OO O OF O IF

B

Phone Number Actions

420543136222 ODx e
420543132217 Ox e
420543132216 =
420543134102 =
420543132203 4 =
420543136216 4=
420543136111 =
420543136309 =
(0420543136233 R

@ PHARMAROUND



Document Search

‘ Q, Search Study documents across all levels by Name or Keyword Search Smart search tips Upload

All Documents Recently Uploaded
) ] 2 3
Showing 1- 10 out of : Show/Hide columns

Upload File X

ctUp at A iles Ipload 3
FILTERS Clear Filter ] Docu Select Upload Path ddFiles Upload Date Uploaded Document Version
Choose the relevant m
D 1000 15:01 Fri 8 Jul 2021 09:15:01 1.0
Documents = CAZ24 =
Document Status
] 2021 Compound L00:37 Fri 30 Apr 2021 12:00:36 1.0
O Approved (148) CAZ94
[ inReview (24) O A2 eT—— — o munication Plan £00:56 1.0
[l Draft (57 ) . - N 01.01.13 Investigator Newsletter
0 Berm English selectvalue dd-mmm-yyy) B2 01.04.03 M Additional Information
e :40:04 0.4
[l in Progress (41) . 02.01.01 Investigators Brachure
[ Planned (2 ~esenprion 02.01.01 Investigators Brochure Addenda
anned (2}
- 02.01.01 Investigators Brochure Main
O Benc 853 10
02.01.02 Protocol
Shicy Ex I | 02.01.02 Pratocol Administrative Letter
‘ CA224-072 - n Blanl 02.01.04 Protocol Amendment 47202 10
02.01.07 Blank Sample Case Report Form
02.02.01 Subject Diary Blank
Site ID N - N 121-
1 e Blanl 02.02.02 Subject Questionnairs-QOL 3110 10
0048 x 02.02.03 IC Optional
0 e 02.02.03 IC Protocol Specific Country P 0Q
‘ Select Site ID ‘ i 02.02.02 IC Protocal Specific Site ' ’
02.02.04 Subject Information Sheet
Document Type J BMS_RBM_Site Awareness L ...  § CA224-073 Czech Republic D048 £02.02.05 Subject Alert Card 4549 1.0
02.02.06 Advertisements for Subject Recruitment
‘ Select Document Type - . 02.02.07 Other Information Given to Subjects
] BMS0781762_CA224-073_Sp... 3§ CA224-073 Czech Republic 0048 C 1:40 1.0

03.01.01 HA Submission-CTSIF
|03.01.01HA Submission-Qualified Investigator Undertaking |
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»¥+"  spravovani uctu

Cognizant
D S, £ o

Platform

O User Profile v B Facility v Documents U Safety v Ll Survey v L0 Training v & Admin v

@ Listview O Dashboard View

TASKS (187)

My Tasks

=
=
=
g
)
=l
o
(=]
&

A< ANNOUNCEMENTS

W Assigned Date

=
wr
L=
-

BMS

-

BMS Has Sent You A Document Protocol Amendment Signature Page 05 Jun 2022 CA2 JRFFAH May2022.Pdf Placed In Document Type 05.02.03 Protocol Amendment PROFILE STATUS

Signature Page To Review And Sign For CA209-8HW 0087

Boehringer Ingelheim )
BMS is requesting that you Review and Sign the following document(s): Berng e My Profile @ Completed »
Document: Lilly

Protocol Amendment Signature Page 05 Jun 2022 CA209-8HW PAQT Signature Page 10May202 S

Document Type: 05.02.03 Protocol Amendment Signature Page
Comments:

Compound: CA209

Study |D: CA209-8HW Set Favorites >>
Study Site 1D: 0087

Investigator Name: Jiri Tomasek

Click here

FAVORITES RECENT STUDIES

to navigate to 'Document Details' screen and claim the task, perform task action, share comments/feedback. LINKS

Assigned: 22-Jul-2022 Due: 06-Aug-2022
Access My Exostar Dashboard

Study CA209-8HW - 0087 - Tomasek - Upload 04.01.02 IRB Or IEC Approval Annual SIP User Survey 2022

BMS has requested site document(s)
Placeholder:

R7.1- French Recorded Webinar
IRBor IEC Approval-11 R7.1- Spanish Recorded Webinar

Document Type: 04.01.02 IRB or IEC Approval Registry and results database of international clinical studies
Comments:
Compound: CA209 SIP RT.1 Key Enhancements for Site Users

Study ID: CA209-8HW —
Click here Site User Webinar Recordings

to navigate to 'Document Details' screen and claim the task, perform task action, share comments/feedback.
Assigned: 09-Jul-2022 Due: 24-Jul-2022

TransCelerate

World Health Organization



Safety = My Safety Notifications

My Safety Notifications

Search Safety Notifications

Vyhoda: Susary na jednom miste

For acknowledging safety notifications, please select notifications and perform any of these 3 actions-'Acknowledge Safety Motification(s), ‘Download Safety Motification(s)” or click Document Name link. System would not update acknowledgement

status for Safety notifications that do not require acknowledgement.

N I A I A I A

Showing 26-30 of 108 document

Urgent Motification Received Date

09-Mar-2022
04-Mar-2022
04-Mar-2022
03-Mar-2022

01-Mar-2022

Acknowledgement Status  Acknowledgement Due Date  Safety Notification Type

Mot Required
Mot Required
Mot Required

Nt Bed Sined

Acknowledged

Mot Applicable
Mot Applicable
Mot Applicable
Mot Applicable

08-Mar-2022

DSUR/PSUR/SUSAR Line Listing
Other Safety Notification
DSUR/PSUR/SUSAR Line Listing
Other Safety Notification

DSUR/PSUR/SUSAR Line Listing

Sub-Type
SUSAR Line Listing

SUSAR Line Listing

PSUR

4

Sponsor
ROCHE

ROCHE
ROCHE
ROCHE

BMS

@ 9 ﬂ Snow/Hide columns -

Document Mame
SSR Blinded_RO5304020_Trastuzumab Emtansine_22-AUG-2021-:

RO4368451 Pertuzumab - 1B Version 21 - February 2022.pdf
SSR Blinded_RO5532561_Ipatasertib_0S-AUG-2021-08-FEB-2022.f
RO0508231 Erlotinib - 1B Version 26 - February 2022, pdf

530182675ipilimumab-sc-investigator-sa-susar-14aug2021-to-13fe

View Studies

= - - - -



Shared f] t k..:.. R
Investigator omasek@mou.cz

Platform User Id : tomasekj_4

© user Profile v B Facility v 2 Sponsor/CRO Vv I Documents v Ll Survey v O Training v
ty P Y 4

Atezolizumab DIL 27 Jul 2022 Immune-Mediated Pericardial Disorders with TECENTRIQ (atezolizumab) use.pdf

[ i Download ] [ My Safety Motification Inbax ]

Modified by System User on Wed 27 Jul 2022 22:04:03

[ ®

5 EE|5&% | |_[Jownload | @ ¥ Document Actions

(% View Audit Trail

E . _ .
" "y " ; J El Export Audit Trail (Excel)
Vyhoda: zadné papiry navic, (B Export Auit Tl (POF)
Sponsor Contact Timothy Eizen,

. H i dOkument u|ozen V Systému’ E Download with Document Details
o 2 kdykoliv k nahlédnuti. > Propertis

Roche> Dear Iny

| Medicinal Product | TECENTRIQS (atezolzumah) To: Inveshgator / Independent Ethics Committee | Insttubienal Review Board
Topic of Safety The Identified Risk of Immune-Mediated Pericardial Disorders |
Communication associated with the use of TECENTRIQ {atezolizumak).

Dear Investigator Letter

Cizar Investigator Letier Approval Date: S22 dae inth ronic signature N
manifesiation below Identified Risk: Immune-Mediated Pericardial Disorders with TECENTRIG®
{atezolizumab) use

Dear Investigator Latier A

=d by: Ses =lectronic signature manifestation bel

Dizar Investigaters,
F. Hoffmann-La Reche Limited would like to inform you of the following:
Summary

* [Immune-mediated pericardial disorders including pericarditis, pericardial
effusion and cardiac tsmponade have been sssocisted with use of immune
checkpaint inhibitors as 2 class of medications.

» Cardiac tamponade is an uncommon but potentially life-threatening medical
emergency.

« A comprehensive analysis of the data available across the TECENTRIC®
[(atezolizumab) program has identified cases of immune-mediated pericarditis,
pericardial effusion and cardiac tamponade following atezolizumab use.

» Based upon the iotality of evidence, immune-medisted pericardial disorders
are now considerad to be an identified risk for atezolizumab.

# Consequently, the Sponser will update the Informed Consent Form,
Investigators Brochure {IB) and Study Profocols o reflect immune-mediated
pericardial disorders as an identified risk and the study protocols and 1B to
include appropriate management guidelines.

Date sud Time (UTC)  Reasen for Siguing Name

27-Fell 20T 0BIRAT CMD

Background on the safety concern

ses of the pericardium including
causas ingl
chest radiotherapy),
nd autcimmune

Pericardial disonder: compass a range of dizea
pericarditis, pericardial effusion and cardiac tam
inf articularly viral), rrelated (metasiatic
Flease review the details contained in the Subsequent pages of this document. | ca injury refated (post myocardial infarction or istrog
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Nevyhody- souhrn

Velkd nejednotnost poZzadavk( a miry zapojeni napfi¢ sponzory, a zarovern jejich nizky celkovy pocet
znemoznuje dosahnout pavodniho cile SIP

Spamovani emailovych schranek studijnimu tymu, ¢asto nadbytecné emaily, které neobsahuji primy link
do SIP, kde je nutné/mozné kol splnit

Absence kontaktni osoby pri technickych problémech na strané SIP (zvysené opatreni nemocnic v ramci
kyberbezpecnosti)

Castd zména hesla, security question

V praktickém provozu centra nerealné, aby si icet spravovali sami zkousejici (nizkd motivace z diivodu
neprehlednosti a chybéjicich uzivatelskych vyhod).

* Nejednoznacnost pfi nastavovani kontaktnich adres

MO

U Masaryklv
onkologlcky
ustav
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5. celostdtni setkdni studijnich sester a koordindtord klinickych hodnoceni

Nevyhody- souhrn

- Desitky az stovky otevrenych ,,task® v jednotlivych profilech uzivatel(, které se rfesi az na podmét
monitora studie, dle priority, zkousejici nema sanci se zorientovat o |
@ Listview O Dashboard View

TASKS (159)
* Ve vysledku administrativni nardst pro agendu centra, zejména studijni koordinatory

* Ani po 4 letech nedoslo k zprovoznéni vSech avizovanych funkcionalit

- Absence primého kontaktu na platformu SIP + moznosti proskoleni na uzivani systému
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IT vs. SIP - ukazka

Mo a v piipadé vasi stranky je tam t&ch chyb opravdu hodné, miZete se na né sama podivat:
hitps-/idnssec-analyzer verisignlabs comisecureaccess exostar com

Menechte se zmast nazvem domény. Vy se piihlaZujate sice na: ups: wow sharedinvestizator com homs
jenze po kliknuti na LOGIN tlacitko jste pfesmérovana pravé na secureaccess.exostar.com

Mo nas DNS server kiery se pta za vas jesili je vie v pofadku, vyhodnoti, Ze nikoliv a zamitne pfistup.
Takze pokud si to neopravi, tak by to nemélo fungovat.

Jednou nastavena ochrana se neda zrusit, ale da se tfeba fict, Ze ty IP adresy vam poskytne misto jejich DNS serveru na DNS server, coZ jsem také nastavil.
To ale bude fungovat jen do doby, neZ se na jgjich serveru zméni IP adresy. Oni =i to na svém DNS serveru nastavi, ale my s o tom nemame jak dozv&dét, kromé toho, Z& to pfestane opét fungovat.

Pak muZame tu nadi obezlicku opét upravit. Jen tedy to celkem vytéZuje nas na IT.

Mnohem lepsi by bylo, kdyby si to opravili oni.
Stadi aby si zobrazili stranku kterou jsem uZ uvadél, a uvidi, Ze v tom maji boréus: hitps:/{dnssec-analyzer verisignlabs.com/secureaccess.exostar.com

Vypadat by to mélo tak jak na naZem DNS serveru (vie zeleng)
hitps/{dnssec-analyzer verisignlabs. com/mou cz

Takze ja jesté ten HD zavirat nebudu. Vy je kontaktujete a poZlete jejich ajtaka ke mné na kobereéek a ja mu vysvEtlim, £ si ma udélat pofadek.

Z mailu sprdvce sité MOU pfi Feseni nefunkénosti stranky SIP
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5. celostdtni setkdni studijnich sester a koordindtord klinickych hodnoceni

Vyhody

2 sponzofi pouzivaji CV a GCP ze SIPu (umozni to ale i nova legislativa s pozadavkem SUKL na podpis?)

* 2 sponzofi pouzivaji SIP pro feasibility dotaznik- mirné zjednoduseni procesu feasibility

Snadnéjsi pristup k SUSARIm

Moznost spravovat profil i ze strany CRO — nastavi centrum

STUDY HOME STUDY SUMMARY STUDY SITE PROFILE STUDY DOCUMENTS STUDY TRAINING STUDY CONTACTS

Select the Study Site Profile you want to update or review. 2203 v

& study Site Details

Study Site Profile Summary

Osvédcilo se delegovani SIP managera za celé centrum (pro n€j ovsem ¢asoveé ndro¢nd agenda — Uvazek?)

Allow Sponsor/CRO to also update Study Site Profile
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&
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Pomér KH s ndborem v MOU dle SIP a nonSIP zadavatel( (v %)

- Pocet studii se SIP zadavateli: 15 (KH s ndborem k 31. 8. 2022)
» Pocet studii s nonSIP zadavateli: 21 (KH s ndborem k 31. 8. 2022)
* Maximalni vyuziti SIPu pouze pro 2 sponzory

- Absence dalsich velkych sponzorlt neumozZriuje centru nastavit
jednotny proces

® SIP sponzor ® nonSIP sponzor
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Dotaznikoveé Setreni o vyuzivani SIPu na centrech

Kratké dotaznikové Setreni uverejnéné na FCB strankach koordinatorek klinickych studii
* Vice nez 90% respondent( (celkem 15) — studijni koordinatorky

* 66 % respondentu z fakultnich nemocnic
* 20 % centrum specializované péce
* 14 % soukromé zdravotnické zarizeni

* VSichni respondenti uzivaji SIP
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Jak dlouho pouzivate portal SIP?

@ MEné neZ 1 rok.
@ 1-2 roky.
O Vice nez 2 roky.

Zhodnodte znamkou (1 - nejlepsi, 5 - nejhorsi), jak SIP ve vasem centru
Ziednodusil nebo zrychlil proces feasibility klinické studie?

5 (33,3 %) 5 (33,3 %)

{l{{ll%] 010 %)




Zhodnodte znamkou (1 - nejlepsi, 5 - nejhorsi), jak SIP ve vasem centru
zjednodusil nebo zrychlil proces feasibility klinické studie?

6
5 (33,3 %) 5 (33,3 %) 5 (33,3 %)
4
2
0 (0 %) 0 (0 %)
0 | |
1 2

Do jaké miry pouzivaji na vasem centru SIP zkousejici lékari?

@ dle potfeby pouZivaji
@ spise nepouZivaji

@ vibec nepouZivaji
® nevim




Jak ¢asto vyuzivaji zadavatelé/CRO SIP pro ziskani Zivotopisd, bez nutnosti
novych podpist?

@ V50 - 75 % pfipadd.
& WV 25 - 50 % pfipadd.

@ Nikdy.
@ Mevim/nepouZivam

@ Ve vice neZ 75 % pfipadd.

@ vV méné nef 25 % pfipadl.

Zjednodusil ve vasem centru SIP proces pfidélovani pfistuptd do studie?

-l

& Ano

& Ne

® Castefna
@ MNevim



Jak casto se pri pouzivani SIP setkavate s technickymi potizemi?

@ Skoro pokazdé (ve vice nez 75 %
pouZivani)

@ Velmi casto (50 - 75 %)

@ Obtas (25 - 50 %)

@ Malokdy (do 25 %)

@ Nikdy.

Znate kontaktni osobu, na kterou se ucinné obratit v pripadé technickych potizi?

® Ano
® e

@ Nemam technické potize
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Shrnuti

&S I{);N\\L‘Q

Ocenujeme dobrou myslenku pfi zavedeni SIPu, ktera by pfi plném vyuziti funkcionalit a plném
akceptovani napric sponzory byla velkou usporou casu.

Bohuzel existuje vice podobnych portalt na drovni jednotlivych sponzor( — pro centra tak vznika
roztriSténost a nutnost vést administrativni agendu mnoha zplsoby

- Otazkou zustava, zda je realné najit v budoucnosti jeden portal, pro vSechny zadavatele klinickych studii?
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