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Rekrutésanas pasakumi

> Rekrutésanas apraksts

Eudarlex 10 Informed consent and patient recruitment procedure template

» Jair materiali, tad tam jabut noraditam apraksta un otradi

> Valoda

> Transition pétijumos- ja REKRUTESANA BEIGUSIES-NEIESNIEDZ




Rekrutésanas materiali- kvalitate

» TULKOJUMI!
> Etika
> Bez nepamatotiem solijjumiem

> Arsti tapat neizmantos - nav arguments

> Ja izmantotas hipersaites vai kvadratkodi - TIEM JADARBOJAS



Informeéeta piekrisana

> Atbilstiba regulas V.nodalai
> Atbilstiba Pacientu tiesibu likuma prasibam

> Skaidri uzrakstit- KO PETIS: kadas zales un kadi mérki



Piezimes par ICF

» leklaujamas informacijas apjoms un piekrisanas garums

» Pacienta spéja izlasit, uztvert, saprast un visur parakstities
(iniciali)

» Pacienta izpratne — kas ir piekrisana (nevis ligums, projekts)

> Piekrisana piedalities pétijuma un piekrisana datu apstradei

» Pacienta izpratne par standartterapiju (rutinas, acs)

un vélako arstésanu

» No pacienta nedrikst prasit konfidencialitati (ICF, daliba
pétijuma)

> Piekrisanas neitralitate




Petnieka piemérotiba |

Q Arsts - Pl
> Ir tiesibas nodarboties ar arstniecibu: AP registrs
> Praktiska pieredze ar parbaudes jomu saistita nozareé:

v derigs sertifikats specialitaté (AP registrs)
v’ cits sertifikats (ar parbaudes jomu saistita nozare)

v Apguvis aktualas LKP vadlinijas:
Guideline for good clinical practice -Step 5 Final adoption by
cHvip SDBGEIBEREONB 0ate for coming into effect IAMUNBEOL

A I.fazes pétijums Pl — pieredze kliniskajas parbaudés




Petnieka piemeérotiba i

>

EUDRALEX Volume 10 - LOTI REKOMENDEJAM Investigator CV
template

CV ir AKTUALS (12 ménesi) ar $adu informaciju
specialitate/-es ar sertifikata terminu

darba vietas un amati

LKP apmacibas datums un versija

pieredze kliniskajos pétijumos: indikacija, IMP veids-
citas zinas: academia, publikacijas, uzstasanas, amati. org.

LKP sertifikats NAV japievieno CTIS

Dokumenti TIKAI par Pl




Petnieka piemerotiba lll

» Interesu deklaracija (DOI)

v EUDRALEX Volume 10

v BET tas nav dokuments

un aizmirstam

v Domajam, ko rakstam

Declaration of Interest Template

This template may be used by Sponsors of clinical trials as part of the application dossier. A separate
declaration should be completed and submitted for the Principal/Lead Investigator at each site.

This template has been developed and endorsed by the EU Clinical Trials Expert Group to comply with
Regulation (EU) No. 536/2014 Clinical Trials on Medicinal Products for Human Use.

This declaration is in relation to the following clinical trial [Please insert the full title and reference
number below]

Click or tap here to enter text.

Are there any interests, such as economic interests, institutional affiliations or personal interests,
which may influence your impartiality?

Yes L] No L
If Yes, please give details of all interests:

Click or tap here to enter text.

| declare that the information provided above is accurate to the best of my knowledge.
Name of investigator: Click or tap here to enter text
Name of Institution: Click or tap here to enter text.

Date': Click or tap to enter a date.




Pétnieka piemeérotiba IV

> Centru saraksts/ List of Trial Sites (CTR Annex | M64)- nereti aizmirstas

v Centri

v' Pétnieku vards uzvards

v Dalibnieku skaits

Clinical Trial title:

Clinical Trial code:

Dalibnieku skaitam CTIS (MSCs) un

visos dokumentos jasakrit

(apdr. 2)

List of Clinical Trial Sites/Suitability of the Investigators: Latvia

EU CT number:
Date: .
Principal investigator (P1) Clinical trial site Name & Address Clinical Trial Site OMS Planned atus (applicable
(Name and position) Registered Name & num€§e number of er the clinical trial
subjects s authorized)
Dry ) _ Daugavpils Regional Hospital, " Daugavpils Regional Hospital NA
Head of | Department | Department, Vasarnicu str. 20, LV-5417, | SIA, ORG-100042868, LOC-
Daugavpils, Latvia 100070851
DrC_.. . _ .. ___, Head Liepajas Regional Hospital, Liepajas Regionala Slimnica SIA, | 2 NA
of t Center o, =, Slimnicas str. 25, LV- ORG-100042871, LOC-
3414, Liepaja, Latvia 100070855
Dr\ . ..._ __.__.___, Headof | LLCRiga EastUniversity Hospital, Clinic | Rigas Austrumu kliniska 2 NA
Clinic of ./and - f universitates slimnica SIA, ORG-
. S ' Hipokrata str. 2, LV-1079, Riga, Latvia 100030603, LOC-100078191
I
Dr' =, Head of P. Stradins Clinical University Hospital, Pauls Stradins Clinical University | 2 NA
R o Pilsonu str. 13, LV- Hospital, ORG-100030006, LOC-
1002, Riga, Latvia 100047409




Telpu piemerotiba

> Site Suitability
v’ Saskana ar dalibvalsti pastavos$o sistemu (UR)
v atbildigas personas pienacigi pamatota rakstiska deklaracija
v’ tas ir arstniecibas iestades, nevis CRO dokuments
v" CRO sagatavo projektu, jo Al vadiba nezin protokolu

v' Paraksta arstniecibas iestades vaditajs, NEVIS pétnieks
v EUDRALEX Volume 10 paraugs

v' Domajam, ko rakstam un ko NERAKSTAM (COPY/PASTE)

v' Sniegt informaciju par:
" piemeérotibu parbaudei (pétijjumam)
" pielagota pétamo zalu 1patnibam un lietosanai: skapji, ledusskapji
" jeklauj aprakstu par telpu, aprikojuma, cilvékresursu piemérotibu
saldetavas, RAN, ITP, dienas stacionars
" personala specialo zinasanu aprakstu: komandas kvalifikacija




Template site suitability statement, Yersion 3.0, September 2023

Site Suitability (Template ???

- This form ma = used by Sponsors. of clinical trials as part of the ag ation dossier. This is
mnot a mandatory foMgand different national arramngements mggePe in place which showuld bBe
confirmed prior o s iy

- To minimise the number of REWgest For Informatis RFiIs) that ocould e raised durimg the
process and possikle rejection, kKindASNSSypowide gg ailed and informative responses to each amd
every guestion at thie best of your knowilsPNee

- Wihen completing this form, amy Cmal guide s should also e referred to with regards to
welhiich sections must e corng =ted. Where mo naticormgeouidelines exist, the form should e
completed in full.

- Wiherns informatis wehiich is requested in this form is prowvided 2 E erz imn the application
dossier, thge®®fOocurment can just be referenced rather than repeating Wgiformation.

- A sEp Aate docurment should be completed and submitted for each site.

- ey using this template, the CTR Annex | reguirement M7 is fulfilled.

is template has been endorsed by the EL Climical Trials Coordination and Advisory Group o cormip

weithh Regulation (EU) Mo. 5362014 Clinical Trals on Medicinal Products for Human Use.

EU trial murmber

Sponsor’s

Title of climical wrial

protocol Number

MMame of site, city

If applicable”, unigue
identfication mnurmib-er of the
=ite

MNarme towr

Flamnmed numbBber of trial
participants at the site

/.

Saction 2

a) Please provide a comprehaensive written statement on the suitability of the site
adapted to the nature and use of the Investigational medicinal product.




Telpu piemerotiba

Section 2

) Please provide a COMPREHENSIVE written statement on the SUITABILITY OF THESITE
ADAPTED to the nature and use of the INVESTIGATIONAL MEDICINAL PRODUCT.

v’ Vispariga aprakstosa informacija par centru

v’ Centra pielagotiba IMP 1patnibam un lietoSanai: skapiji, ledusskapiji, u.c.

b) Please describe in detail the _

v' Pétljluma centra telpu un infrastruktdras apraksts: telpas, infrastruktdra, IT, birojs

v RAN un ITP pieejamiba atb. protokolam (anafilakse, Kvinkes tiska)

v' Pétnieks un vina profesionalitate nav telpu apraksts ©

C) Please describe accurately the _

v medidniskais aprikojums iekartas,: EKG, centrifigas, saldétavas




Telpu piemerotiba

Section 2

d) Please provide a detailed description of all TRIAL PROCEDURES which will take
place ATTHESITE:

v" Centra veicamas procediras no schedule of assessments- 1x un koncentréti

v’ cilvékresursu piemérotibas personala specialo zinasanu aprakstu: komandas
sastavs (Sl, SN, SC) to kvalifikacija

v’ Sl specialitate, ja Pl nav sertificéts (vai min. pieredze) konkrétaja specialitaté
(pediatrija, antibiotikas klirurgjja, internas specialitates)




APDROSINASANAS VAl ATLIDZINASANAS
GARANTIJU PIERADIJUMS

d Apdrosinasanas ligums

» Polise ar info:
v protokola nr. (vai visi sponsora pétijumi)

v’ valsts un centri (vai visas valstis un visi centri)

v’ pacientu skaits (vai visi pétijuma pacienti ()

v termins - lai nebeidzas pétijuma norises laika (jasniedz update)

v apdroéinééanas noteikumi (polises pielikums, izn.: neapstipr. zales, vakc. rentgena star.)

v Apdrosinasanas sertifikats ir liguma kopsavilkums

(1 Sikak- atseviska prezentacija



FINANSESANAS UN CITI NOTEIKUMI

d Informacijas sniegSanas meérkis:

a. sponsora finansiala spéja (un nodoms) veikt un pabeigt pétijumu dalibniekam drosa veida

b. pétijuma norisé iesaistito personu negodiga, koruptiva un neétiska ietekmésana ar LKP
neatbilstoSiem meérkiem (drosiba un dati)

c. finansésanas caurspidigums un sabiedribas uzticiba zinatnei

Q ES vadlinijas par personas datu un komercinformacijas aizsardzibu CTIS

» Financial and other arrangements

Confidential informadn not for publication accding to Regulation (EU) 536/2014

Data and documents

Categories of personal Categories of

Discl d T late (if ilabl
data captured in CTIS data subjects isclose petll L UUR L)

Data and document Specific documents

catennrsfbms (if applicable)
N
Financial and other MNot expected Clinical Trials
arrangements However if any personal data | SPonsor/
is provided note that this Head of the clinic/
document type is exempt institution or other
from publication responsible person

* Annex | - Guidance document on how to approach the protection of personal data and commercially confidential information while using the Clinical Trials Information System (CTIS) Version 1.1




FINANSESANAS UN CITI NOTEIKUMI

Regula nosaka

A Kliniskas parbaudes finansésanas iss apraksts

v Paraugu (ES template) Nav

 Informacija par finansu darfjumiem ar pétnieku/centru

v’ Pétijuma budzets
d Informacija par kompensacijam un maksajumiem dalibniekam

Nacionalas prasibas
d MK noteikumi Nr. 192

Liguma ieklauj
v' aprékinu par papildu izdevumiem Al, taja skaita ar
v’ cilvékresursu un

v’ materialas bazes izmaksas




FINANSESANAS UN CITI NOTEIKUMI

0 Kompensacijas un maksajumi dalibniekiem Compensation for trial participants

v EUDRALEX Volume 10 EU trial number

Title of clinical trial

1. Will compensation be offered? (select only one box)
No [ Please explain why not Click or tap here to enter text.

Yes [] Please complete sections 2 -3

2. Who will compensation be offered to and in what format? (select all boxes that apply)

subjects parent/carer legal Other
representatives | individuals
travel expenses OJ O O L]
accommodation O O ] ]
Monetary payment — NAUDAS expenses
MAKSAJUMS pacientam, nevis cela meal expenses = - = =
) L d loss of earnings O Il ] L]
izdevumu kompensacija Fronetary — 0 O 0 0
payment
non-monetary O O ] ]
NON-monetary payment — NNp2yment
y pay %’ O O O O

PRIEKSMETI : somas, pildspalvas,
pudeles, kruzes

If this information is included in a different document in the application dossier (eg. Subject
Information Sheet), a reference to this document is sufficient: Click or tap here to enter
text.

of the
sation or the type of compensation: Click or tap here to enter text.

If you enter “oth

If loss of earnings is compensated, please explain how the amount is calculated with

Maksajuma apméra PAMATOJUMS

justification: >

.wn;;’:\-rzljayment is offered, please specify the amount with justificatioW
here aLloxt.

If non-monetary payment is offerea, prease speciny the type and value of the benefit with

justification: Click or tap here to enter text.




Apliecinajums par nacionalo prasibu ieverosanu
personas datu aizsardziba

Datu reguléjums:
(J FORM dala Compliance with Regulation (EU) 2016/679 — EUDRALEX Volume 10 template

d11. dala Compliance with national requirements on Data Protection — template nav

Nacionalais reguléjums
v’ Fizisko personu datu apstrades likums
v’ Pacientu tiestbu likums un izrietosie noteikumi

v MK noteikumi Nr. 192

v’ Jaraksta t3, lai attiektos uz jebkuru MSc un tas nacionalo reguléjumu:

| hereby certify that any personal data collected during the conduct of this clinical trial
will be collected and processed in accordance with Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April 2016 on the protection of natural
persons with regard to the processing of personal data and on the free movement of
such data, and with any applicable EU country data protection law.




Apliecinajums par biologisko paraugu nemsanu

d EUDRALEX Volume 10 template Compliance with use of Biological
samples

v Atbilstiba protokolam un ICF.: paraugu veidi, apjoms (ml),
v' Maksimalais panemtais daudzums

v Nemsanas reizu skaits

> Veidlapa JAAIZPILDA VISAS SADALAS, kas attiecas uz pétijumu



Dazi ieteikumi visu értibai

» Formas, kas attiecas uz protokolu (EQ-5D-5L, EORTC-QLQ-C30, C-
SSRS, Study drug instructions, u.c.) ievietot Part |, tas nav ICF

> lesniedzot SM
v' komentaros vélams noradit SM numuru
v’ jaunas ICF versijas ievietot zem ta pasa dokumenta, iepriekséja versija
klUs par Previous
v’ Pievérst uzmanibu ICF datumiem dokumenta un CTIS noraditaja

» Transition pétijumos
v’ lesniedzot Part Il obligata prasiba ir ICF jaunakas versija
v’ lesniedzot pirmo SM parliecinieties vai ICF ir EU CT numurs un pareiza
EK kontaktinformacija

v EUDRALEX Volume 10 - Guidelines, Q&A




Kaitejuma atlidziba un
apdrosindasana petijumos
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Ginta Labrence
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komiteja



Kaitejuma atlidziba un apdrosinasana

» CTR 76.pants

Dalibvalstis nodrosina, ka par jebkadu to teritorija veikta kliniskas parbaudes raditu
kaitéejumu pétamajai personai ir pieejamas kompensacijas sistémas
APDROSINASANAS, garantijas vai lidziga mehanisma veida, kas ir lidzvértigs sava mérka

zina un ir atbilstigs riska veida un apmera zina.

» CTR 47.pants

Kliniskas parbaudes sponsors un petnieks nodrosina, ka klinisko parbaudi veic
saskana ar protokolu un labas kliniskas prakses principiem.

(..)sponsors un pétnieks (..)Sis regulas (..) piemérosSana pienacigi nem véra (..) ICH

pamatnostadnes par labu klinisko praksi.

> Farmacijas likums 26.1 panta tresa dala:
Zalu kliniskaja parbaudée nodrosinama laba kliniska prakse atbilstosi regulas
Nr. 536/2014 4/. pantam



Petijjumu
apdrosinasana

LABA KLINISKA PRAKSE

5.8.71. Ja to noteic attiecigas normativas prasibas, sponsoram javeic
apdrosinasana vai jakompensé pétnieka / institlicijas (tiesiskie vai
finansialie) izdevumi, kas ir tiesi saistiti ar prasibam un kuri radusies
petijuma sakara, iznemot gadijumus, kad prasibas piesaka sakara

ar pretlikumigu un / vai nolaidigu ricibu.

5.8.2. Sponsora notelkumos un proceduras jabut noteiktiem
arstésanas izdevumiem par petamo personu veselibas bojajumiem,
ja tie radusies petijuma sakara, un Siem noteikumiem un proceduram

jaatbilst attiecigam normativam prasibam.




Kaitejuma atlidziba un
apdrosinasana

FARMACIJAS LIKUMS 26.3 pants
> Sponsors apdrosina zalu kliniskas parbaudes: SEVI un PETNIEKU

> Arstniecibas iestade apdrosina maziejauk$anas parbaudes

> noslédz attieciba UZ KATRU ATSEVISKO zalu klinisko parbaudi

un maziejauksanas klinisko parbaudi pirms attiecigas parbaudes.



Petijumu apdrosinasana

> ARF noteikumi neattiecas uz klinisko pétijumu ietvaros sanemto

arstniecibulll

> MK NOTEIKUMI Nr. 192
v Obligata civiltiesiska apdrosinasana
v Apdrosinasanas objekts:
= CIVILTIESISKA ATBILDIBA PAR Dalibnieka veselibai vai dzivibai
nodarits KAITEJUMU
darbibas vai bezdarbibas del zalu kliniskas parbaudes vai

maziejauksanas kliniskas parbaudes ietvaros.




Petijumu apdrosinasana

v Min. atbildibas limits:
« Kliniskajam parbaudém 48 min. ménesalgas ( 700 X48 = 33600)
« MaziejaukSanas pétijumiem 12 min. ménesalgas (700x12= 8400)
« Bez apakslimitiem

v" Riski:

- Arstnieciba, ierices, paliglidzekli

ParejoSa darbnespéja

Zaudeta darbnespeja

Nave

Apbedisana

Moralais kaitejums: sapes cieSanas no traumas, sakrpolojuma inv.,
naves.

« Var paredzet citus riskus




Kompensacijas par kaitéejumu un
petijumu apdrosinasana

SPONSORA APDROSINASANA

SEDZ: NESEDZ:

« Pétnieka kludu, nolaidibas, pavirsibas
« Protokola pielaistu kludu
« Protokola parkapumu
* IMP sekas
« Pacienta parkapumu
« Protokola paredzétu proceduru,
rezultata nodaritu kaitéjumu

izmekléjumu rezultata nodaritu

kaitéjumu




Petnieku civiltiesiskas atbildibas apdrosinasana

> Perk:

v' arstniecibas iestade

v’ pétnieks pats

» Min. atbildibas limits:
» Kliniskajam parbaudém 48 min. ménesalgas ( 700 X48 = 33600)
« MaziejaukSanas pétijumiem 12 min. ménesalgas (700x12= 8400)
« Bez apakslimitiem

v" Riski:

. Arstnieciba, ierices, paliglidzekli

Parejosa darbnespé€ja

Zaudéeta darbnespeéja

Nave

Apbedisana

Moralais kaitejums: sapes cieSanas no traumas, sakrpolojuma. inv., naves.

Var paredzet citus riskus
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