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Darba kartiba

« KP Regulas 536/2014 piemérosSana
« CTIS prezentacija
« Jautajumi un atbildes
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Regulas 536/2014 piemérosana un
parejas periods

¢ CTIS uzsaks darbibu

* Nacionalie MK noteikumi izstrades stadija
N O 3 1 . O 1 . 202 2 . e Sakas 3 gadu parejas periods

lespéjams sniegt KP pieteikumus Direktivas ietvaros 1 gadu

N O 3 1 . O 1 . 202 3 . e Visi jauni KP pieteikumi tikai CTIS

No 3 1. O 1. ) O ) 5] Visinotiekosie kP CTIS sistema




Atlautie un notiekosie kliniskie
pétijumi 2016.-2021. gada
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Petijumu skaita dinamika
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Klinisko petijumu pietiekumu izvertésana
saskana ar Regulu 536/2014

Zalu valsts

agentara
CTA submission to Part I: Joint assessment coordinated by RMS® [45-76d)
all M5 via EU - Eemﬁtll'rﬂl: S55Ess miEnt
portal = Chemistry, manufacturing, and control (CMC)
# =  IMP Labelling
= Imvestigator’s Brochure Sponsor
= Assessment Report (AR] notification
= - on MSC
RMS selection and RMS national
CTa validation —— *  decision ™ decision
{10-25d) - on Part | [Part 1)
Part II: National assessment by each MSC [45-76d) through
=  Suitability of trial centres and investigators EU portal
informed consents (5d]
. Data protection
Darmage,/financial compensation
Biobanking
Recruitment activities
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I dalas dokumentu validacija: zZVA (ari II dalas

dokumentiem)
Zaju valsts notiks paraleli ar zinotajdalibvalsts izveli (RMS)
agentara
Part I: Validation Validation objectives:

a) Project falls under Regulation
b) Application dossier is complete

Tacit £TA has Taxit

walidation laps=d walidation

o Davssier incomplete: sponsor is requested i Validasion
Validation by RMS (< 10d]) to comiplete dossier (< 104 | date

M5C comments [first 7d]

ey O Day 57 Day 10 Dy 20 Day 23

RMS- zinotajdalibvalsts (reporting Member State) CTIS seminars, 21.01.2022.



I dalas dokumentu noverteésana
ZVA+Etikas komiteja
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Part [: Assessment

Validation date dR (Draft assessment report | for Part| Reporting date Reporting date

Initizl assrszment by Jnint assezoment by
RMS [ 26d]) all MISC [«12d) P
Comments by ML -

Initial assesment by Jpint azsesoment by Currrsorbulathess Phasa Tor R from the sponso Jint aszeosment
RMS [ 26d) all M5 [«124) RS {<7d} [xl2d ) by all MSEC [12d)

Comments by M5C

Dy O Dy 26 Dy 43 Dy 76
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II dalas dokumentu novertésana:
Validacija: ZVA
Zalu valsts Novértésana: Etikas komitejas

agentadra

Part II: Assessment

Validation date

CTA has lapsed

Finalisation of Part Il AR (<19d) .
e |

Assessment (<d44d) RHA from the sponsor (<12d)
| |
Dey 0 "

D=y 23
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Termini saskana ar Regulu
536/2014

of Medicines
Republic of Latvia

*RFl: Request for (additional] information
Part |

W Validation

B Re—submission due to validation issues
m Validation of re-zubmizsion

M Initial assessment phase

CTA without amy issues [&0d)

CTA with validation issues [75d)

E
|

CT& with RFI* during assessment [21d) W Coordinated review phase
W Consolidation
CTA with validstion issues and RFI* during W RH*
assessment {10€4]  2nd coordinated review phase
2nd consclideaton

o 20 40 &0 80 100 120
Deadlines for Part || comparable to Part |
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