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Statistika (2024. g. maijs)
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CTIS darba vides
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publiska timekla vietne, kura Sponsora darbvieta, kur klinisko ES dalibvalstim, EEZ valstim un
ikviens var meklet informaciju pétijumu sponsori un Eiropas Komisijai paredzéta
par kliniskajam parbaudém. organizacijas, kas ar viniem iestazu darba telpa klinisko

strada, var pieteikties kliniskam pétijumu novértésanai,

pétijumam un to vadit lidz 30 atlausanai un parraudzibai

ES/EEZ valstis.
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CTIS dati
. Sponsori var iepazities ar CTIS

Sponsoru rokasgramatu, kura ir
sniegti noradijumi par to, ka
sagatavoties CTIS sistemai.

Create, submit and withdraw a clinical trial (Module 10) v

Respond to requests for information received during the evaluation of a clinical
trial application (Module 11)

o Materléll ir ari CTIS a DméCTbaS Manage a clinical trial through CTIS (Module 05) v
prod ramma ti@ésa iSté, kur ir How to create and submit an annual safety report and respond to related
aDméCTbU kataloqs un aDméCTbU requests for information (Module 18)
mOd u II . Clinical study reports submissions (Module 13) v

Search, view and download information on clinical trials and clinical trial
applications (Module 09)

CTIS for SMEs and Academia (Module 19) v


https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#handbook-for-clinical-trial-sponsors-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#handbook-for-clinical-trial-sponsors-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme

CTIS darbiba

« CTIS nesuta atgadinajumus vai informaciju uz lietotaja e-pastu!
« Katram lietotajam ir jaseko terminiem;

« Ja termini ir nokavéti, neko vairs nevar mainit.



1. Parliecinieties, ka jums ir EMA konts:

« Jums jau ir EMA konts, ja lietojat EMA sistémas, pieméram, Eudravigilance vai vielu,
produktu, organizaciju un atsauces datubazi (SPOR).

- Ja jums vél nav konta, registrejieties, izmantojot EMA kontu parvaldibu.

2. Izvélieties savu lietotaju parvaldibas pieeju (uz organizaciju vai izpéeti orientéta pieeja):

« Uz organizaciju vérsta pieeja lauj administratoram parvaldit lietotajus organizacijas

[imeni1, nevis individualas parbaudes limeni. Ta ir paredzéta organizacijam, kas veiks
vairakus petijumus CTIS sistema.

. Attieciba uz pieeju, kas veérsta uz organizaciju, parliecinieties, ka jusu organizacija ir

registreta OMS un registrejiet savu pirmo augsta limena administratoru ar EMA
kontu parvaldibas starpniecibu.

4. Parliecinieties, ka jisu zales ir registretas XEVMPD

Skatiet “Darba uzsaksSana ar CTIS atro rokasgramatu” sSeit.


https://register.ema.europa.eu/identityiq/home.html
https://www.youtube.com/watch?v=hfzZxwX2W-Y
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisation-management-service-oms
https://register.ema.europa.eu/identityiq/home.html
https://register.ema.europa.eu/identityiq/home.html
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#reference-materials-for-clinical-trial-sponsors-section

Tie tiks pieméroti 18.06.2024 (revised CTIS transparency rules),
un publicéti CTIS publiskaja dala CTIS public portal

nebus iespéjams atlikt dokumentu un datu publiskoSanu;

dati un dokumenti tiks publiskoti saskana ar parbauzu kategoriju, fazi un populacijas vecumu;

publiskoti tiks galvenie interes€josie dokumenti;

netiks publiskoti
o novértéjuma zinojumi un Iémumu véstules
o GCP inspekciju atskaites, korektivo darbibu dokumenti
o RFI dokumenti un RFI atbildes
o dokumenti saistiba ar ad hoc vértésanu
o Union Control plani un zinojumi
o sponsoru parstavju informacija (piem., vards, uzvards, tel. Nr., e-pasta adrese);
o dalibvalstu vértéjumi saistiba ar sponsoru zinojumiem (notifications)


https://www.ema.europa.eu/en/documents/other/revised-ctis-transparency-rules_en.pdf
https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en

Noderigas saites

« Informacija par CTIS: https://www.ema.europa.eu/en/human-requlatory/research-
development/clinical-trials/clinical-trials-regulation

« apmaciba un atbalsts CTIS joma: https://www.ema.europa.eu/en/human-
requlatory/research-development/clinical-trials/clinical-trials-information-system-training-
support

- TieSsaistes modulveida apmaciba par CTIS funkcijam:
https://www.ema.europa.eu/en/human-requlatory/research-development/clinical-
trials/clinical-trials-information-system-ctis-online-modular-training-programme

« (TIS sponsora rokasgramata: https://www.ema.europa.eu/en/human-requlatory/research-
development/clinical-trials/clinical-trials-information-system-training-support#handbook-for-
clinical-trial-sponsors-section

« Informacija par Klinisko parbauzu regulu: Eudralex - 10. séjums - Klinisko pétijumu
pamatnostadnes sabiedribas veselibai (europa.eu) un Projekts - Jautajumi un atbildes:
Requla (ES) 536/2014 - 4.1. versija (2021. gada septembris)



https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-regulation
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-regulation
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#handbook-for-clinical-trial-sponsors-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#handbook-for-clinical-trial-sponsors-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#handbook-for-clinical-trial-sponsors-section
https://ec.europa.eu/health/documents/eudralex/vol-10_en
https://ec.europa.eu/health/documents/eudralex/vol-10_en
http://ec.europa.eu/health/sites/default/files/files/eudralex/vol-10/regulation5362014_qa_en.pdf
http://ec.europa.eu/health/sites/default/files/files/eudralex/vol-10/regulation5362014_qa_en.pdf

Paldies par uzmanibul!
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