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Regulas ievieSanas laika grafiks

Stajas Koordinacijas Vadibas TTEl Apakierupas
spéka grupa vélésanas el
Metodologija,
leintereséto proceduras, =
o vadlinijas, SAKAM!
pusu tikls ievieSanas
dokumenti




leviesanas dokumenti

https://health.ec.europa.eu/health-technology-assessment/implementation-requlation-

health-technoloqgy-assessment en#implementing-acts

|zstradati:

- onjoint clinical assessment (JCA) of medicinal products for human use

- on exchange of information with the European Medicines Agency

- on conflict-of-interest rules under the EU Health Technology Assessment Regulation
Publiskas konsultacijas:

- joint scientific consultations (JSC) on medicinal products for human use

- joint scientific consultations (JSC) on medical devices and in-vitro diagnostic medical devices
|zstradeé:

- joint clinical assessment (JCA) of medical devices and in-vitro diagnostic medical devices


https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment_en#implementing-acts
https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment_en#implementing-acts

https://health.ec.europa.eu/health-technology-assessment/key-
documents en?f%5B0%5D=0e publication title%3Aguidance

- izstradati 6 galvenie vadliniju dokumenti, 3 veidlapas un citi
dokumenti

- turpmak sniegs atbalstu produktiem specifiskos metodologiskos
jautajumos JCA vai JSC gadijumos, apkopos informaciju par esoso
vadliniju dokumentu aktualizésanas nepiecieSamibu


https://health.ec.europa.eu/health-technology-assessment/key-documents_en?f%5B0%5D=oe_publication_title%3Aguidance
https://health.ec.europa.eu/health-technology-assessment/key-documents_en?f%5B0%5D=oe_publication_title%3Aguidance

- piedalisanas metodisko dokumentu izstrade
- PICO 3 + 3 vingrinajumi pavasari
- atkartotas aptaujas par dalibvalstis pieejamiem resursiem

- gatavosanas “izlukosanai ar kauju”- tiks sakts specifisko produktu
kopé€jais kliniskais novértéjums



- darbs pie horizon scanning sistémas izveides
Prognozes JCA apjomam 2025. gada:

- EMA, pamatojoties informaciju no 2023. gada decembra- 25 jaunas
zales, t.sk. 20 onkologija, 7 ATMP (2 ir gan onkologija, gan ATMP)

- IHSI (The International Horizon Scanning Initiative) 2024.gada
septembra datu apkopojums- 45 jaunas zales onkologija, 15 ATMP

HTA Koordinacijas grupa:

- JCA 17 jauniem zalu visparigie nosaukumiem onkologija un 8 ATMP



Planotas:

- 5- 7 konsultacijas zalém

- 1-3 konsultacijas mediciniskajam iericém
PieteikSanas periodi:

- 3. februaris- 3. marts- tikai zalém

- 2.- 30. junijs- gan zalém, gan iericém



- jau 71 organizacija, Sogad pievienojusas vél 26 (pacientu un arstu)
- 2024. gada- 2 klatienes tiksanas un vairaki izglitojosi vebinari
- aktiva daliba publiskajas konsultacijas

- tiks aicinati nominét savus ekspertus kopéjam darbam (péc interesu
konflikta risku parbaudes)



- galvena informacijas apmainas vietne

- atrodamas vadlinijas, sanaksmju protokoli, visa cita informacija
- izveidotas sadalas visam iesaistitajam pusém

- pieejamiba atkariba no pieskirtas lomas (specifiska vai publiska)



Standarta procediira

JCA procdure - NCE; standard procedure 406 dys f
Submission to EMA and HTA 1dy Submission to EMA and HTA | HTD
Administrative run-in 7 dys Administrative run-inpp;. ASR/co-ASR;HTA Sec
Assessment scope proposal 14 dys Assessment scope proposal |" . ASR/co-ASR
PICO survey 21 dys PICO survey |3 JCASG
PICO consolidation 14 dys PICO consolidation |73 ASR/co-ASR
Expert review consolidated PICO 7 dys Expert review consolidated PICO i external experts
JCA SG review consolidated PICO 7dys JCA SG review consolidated PICO jj JCA SG
Assessment scope revision 7 dys Assessment scope revision | ASR/co-ASR
JCA SG assessment scope finalisation 14 dys JCA SG assessment scope finalisation [y JCA SG
Assessment scope shared with HTD 3dys Assessment scope shared with HTD HTA Sec
Assessment scope explanation meeting 20 dys Assessment scope explanation meeting |i 1 JCA SG, HTD, HTA Sec
Dossier preparation by HTD 100 dys Dossier preparation by HTD ), HTD
EC check for dossier completeness, add. submission 36 dys EC check for dossier completeness, add. submission # § Com;HTD
1. draft JCA by ASR/co-ASR 100 dys 1. draft JCA by ASR/co-ASR | |© 3. ASR/co-ASR
JCA SG review 1. draft JCA 21 dys JCA SG review 1. draft JCA "y JCA SG
Revision JCA (2. draft) by ASR/so-ASR 28 dys Revision JCA (2. draft) by ASR/so-ASR | ASR/co-ASR
Expert input 2. draft JCA 7 dys Expert input 2. draft JCA ) external experts
Fact check (2. draft JCA) by HTD 7 dys Fact check (2. draft JCA) by HTD jj HTD
JCA SG review of 2. draft 14 dys JCA SG review of 2. draft |7 JCAS
Revision JCA (3. draft) by ASR/co-ASR 14 dys Revision JCA (3. draft) by ASR/co-ASR |73 ASR/co-ASR
Finalisation/validation JCA by JCA SG 14 dys Finalisation/validation JCAby JCASG | JCASG
JCA review and endorsement by HTA CG 28 dys JCA review and endorsement by HTA CG ") HTA CG




Paatrinata (accelerated) procedura

JCA procdure - accelerated procedure 277 dys
Submission to EMA and HTA 1dy Submission to EMA and HTA _j HTD
Assessment scope proposal 7 dys Assessment scope proposal ;3. ASR/co-ASR
PICO survey 14 dys PICO survey| |~ | JCA SG
PICO consolidation 7 dys PICO consolidation |7, ASR/co-ASR
Expert review consolidated PICO 5 dys Expert review consolidated PICO ﬂ' External experts
JCA SG review consolidated PICO 7 dys JCA SG review consolidated PICO 7§ JCASG
Assessment scope revision 7 dys Assessment scope reyision '} ASR/co-ASR
JCA SG assessment scope finalisation 7 dys JCA SG assessment scope finalisation ﬁ] JCA SG
Assessment scope shared with HTD 1dy Assessment scope shared with HTD 7 HTA SEc
Assessment scope explanation meeting 20 dys Assessment scope explanation meeting |i | JCASG, HTD, HTA Sec
Dossier preparation by HTD 60 dys Dossier preparation by HTD +, HTD
EC check for dossier completeness, add. submission 24 dys EC check for dossier completeness, add. submission [Ty Com;HTD
1. draft JCA by ASR/co-ASR 70 dys 1. drjft JCA by ASR/co-ASR | I+, ASR/co-ASR
JCA SG review 1. draft JCA 14 dys JCA SG review 1. draft JCA ¥y JCASG
Revision JCA (2. draft) by ASR/co-ASR 20 dys Revision JCA (2. draft) by ASR/co-ASR |~ ASR/co-ASR
Expert input 2. draft JCA 5 dys Expert input 2. draft JCA jj External experts
Fact check (2. draft JCA) by HTD 5 dys Fact check (2. draft JCA) by HTD | HTD
JCA SG review of 2. draft 14 dys JCA SG review of 2. draft | . JCASG
Revision JCA (3. draft) by ASR/co-ASR 14 dys Revision JCA (3. draft) by ASR/co-ASR |© 3 ASR/co-ASR
Finalisation/validation JCA by JCA SG 14 dys Finalisation/validation JCA by JCA SG "3 JCA SG
JCA review and endorsement by HTA CG 21 dys JCA review and endorsement by HTA CG §© HTA CG




Galvenie PICO procesa sofi

Consolidate

(Based on scope )
proposal by
asr/co-asr

To be completed
by all MS to
communicate

their needs

\. y,
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Nacionalas ipatnibas

* nesagraut sistemu!

» paredzéta kopigas kliniskas novertésanas zinojuma izmantosana

e paredzeéta iesnieguma veidlapu aktualizéSana

e paredzéeta aktualizéta informacija
https://www.zva.gov.lv/Iv/industrijai/zalu-registracijas-apliecibu-
ipasnieki/zalu-izmaksu-efektivitates-novertesana



https://www.zva.gov.lv/lv/industrijai/zalu-registracijas-apliecibu-ipasnieki/zalu-izmaksu-efektivitates-novertesana
https://www.zva.gov.lv/lv/industrijai/zalu-registracijas-apliecibu-ipasnieki/zalu-izmaksu-efektivitates-novertesana

- visus stiprumus/ zalu formas utt.- viena dokumenta
- visus kombinétas terapijas INN- viena dokumenta

- diaghoze un pacientu grupa pamatota ar klinisko pétijumu rezultatiem un
farmakoekonomiskajiem aprékiniem —

lesniegumam informacija:
[ Klinisko pétijumu kopsavilkums un publikacijas vai norades uz tam
1 Informacija par kopigas kliniskas novertésanas zinojumu (atzimeét, ja ir pieejams)

1 Farmakoekonomiskie aprékini saskana ar Zalu ekonomiskas novértésanas
vadlinijam
1 Ekonomiskais modelis, ja tads izmantots farmakoekonomisko apréekinu veiksanai

1 Finansialas lidzdalibas piedavajums (péc iesniedzéja ieskatiem)



Klinisko pétijumu kopsavilkums
(arT kopigas kliniskas novértésanas zinojuma gadijuma)

- identificéjamas un pieejamas publikacijas
- kopsavilkums nozimigakajiem rezultatiem, nevis parkopéjums

- kliniskas efektivitates pieradijumi- pacientu grupam, par kuram veikts
ekonomiskais noveértéjums



- joprojam balstits uz klinikas raditajiem

- ka planots nodrosSinat cita razotaja zales kombinétas terapijas gadijuma

- precizi izmaksu datu avoti, ka arT detalizeti izmaksu apréekini
(korektuma kontrolei)

- apréekinos zalu cenas (ietverot PVN)

Ja tiek piedavata finansiala [idzdaliba, tad farmakoekonomiskajos
aprekinos ta janorada, ka ar1 janorada, kada ir zalu aptiekas cena
(ar PVN) ar piedavato [idzdalibu.



" |zmantojot Al palidzibu, japarskata generétais teksts (jaaudzina!)

= Adaptéejot angliski veiktu farmakoekonomisku izvértéjumu, latviesu valoda
janodrosina dokumenta kopsavilkums un secinajumi.

=" Modela tehnisko zinojumu iesniegt kopa ar iesniegumu.

... lesnieguma noradita KBC tiks atspogulota publiski pieejama dokumenta
Informacija par atzinumu, ja ,katair

" [pp numeracija
m |iteratUras saraksts



Sanemti 47 iesniegumi (2023.- 52)
- popularakie meénesi- februaris (6 gab.) un novembris (9

J A\ )
1 ] A\

" neo- un adjuvanta plaudu véza terapija, migréna

s 17”

Sagatavoti 45 atzinumi (2023.- 47)
~ 60% - onkologija

~ 40% retas zales / diagnozes

- uzrakstita 21 “nopietna” véstule
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