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MS Coordination Group on HTA/HTACG

Configurations: Members from all Member States 1-3/MS

* Medicinal products +
* Medical devices (including WDs) | | Observers from EFTA-EEA countries (LI, IC, NO)
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Regulation (EU) 2021/2282
Implementation timeline

Adoption
December 2021

-
Entry into force

January 2022 | - e |
L L
- N
+ Setting up the Coordination
Group/HTACG (EC)

Setting up the Stakeholder Network
(EC)

« Drafting implementing and
delegated acts (EC)

Part of rolling
Implementation .

plan

Date of
Application

January 2025

Joint Clinical Assessment
Full Scope

January 2030

|

Drafting guidance documents [Cii}/

L x
Service
v contract
EUnetHTAZ1

eunethta

28.10.2022.

"I'

Joint Scientific Consultations (JSC)

+
Stepwise build-up of
Joint Clinical Assessments (JCA) scope for
medicines;
- From Jan. 2025: cancer drugs, ATMPs
(from date of appiication)
- From Jan. 2028: orphan drugs
(2 years affer dafe of applicafion)

Eurcpean
Commission
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HTA Regulation
Implementation rolling plan

|
HTAR Coordination Group Coordination Group ~ Conference
Entry into force established Firstmeeting 21 June "HTARegulation—What's
11 January 2021 (Q1 2022 - designation next?” 22 June
finalised in May 2022)
] [ ] B
Q4 2022/Q1 2023 Q4 2022/Q1 2023 Qd 2022 Q4 2022
Setup of the First relea?e ofthe.IT HTACG to establish the Coordination Group
Stakeholder Platform (Share Point Methodology Subgroup Second meeting
Network allowing collaborative wark) (TBC) (28 November)
] ] a | Implementation
2023 & 2024 202382024  Q42023-Q42024 Q42024 January 2025
X meetings of X meetingsof  Launch/Adoptionof Finalising
the the implementing methodological and
Methodology HTACG acts procedural guidelines “ European |
Subgroup Lomaission
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HTA Regulation - Governance
o

Articles 3-6
MEMBER STATES COORDINATION GROUP ON HTA {GG\]‘I‘H"'_
Cor D0 D

Joint work ce

out by nek CG Sub-groups

Joint Joint Identification of Methodology Article 29
clinical scientific emerging health
assessments consultations technologies I
(JCA) (J5C) U Guidance
Input for annual work documents
JCA reports JSC reports programme
— T Fahi e i '___"".‘ T
OICIRCIICHIRUIICPRMICY Y.

Voluntary joint work

Articles
28,30
EC SECRETARIAT
Administrative support Technical support IT support
{e.g. meetings, planning) {e.g. technical support to authors, {submission system,
procedural check) databases, intranat)

European |

WP = medicinal progucts, MO =medical cevices Lommisskon

28.10.2022. TikSanas par HTA jautajumiem| 6



ka EU vienotais HTA process izmainis Latvijas HTA sistemu?
Termini? Dokumentacija®?

kadas izmainas likumdosana tiks veiktas? Kad?

ka kopéjais novertéjums tiks izmantots atzinumos par izmaksu
efektivitati?

vai kop€jais kliniskais novertéjums paatrinas pacientu pieeju
jaunam zalem?

Latvijas konteksta dati un no kopéja novértéjuma atskirigi
secinajumi

par PICO

medicinisko iericu ekonomiskais novertéjums péec kopiga
kliniska: noteikumi, reglamentéjums

vietéjo cenas noteikSanas un zalu kompensacijas procesu
adaptaciju kopigi novertéetajiem medikamentiem



Atzinumi
2022. gada- 40, kopa-

no tiem:
- onkologija un
- retas slimibas un

lzvértésanas procesa uz 28.10.2022. -
lzvértésanas ilguma mediana -

Sabiedribas iesaiste: izsatitas anketas- sanemtas atbildes
Specialistu organizacijas:
Pacietu organizacijas:



Intensitate/ blivums
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dokumentacija klust aizvien
labaka, kompaktaka



Diagnoze/pacientu grupa iesnieguma un
farmakoekonomiskaja aprékina;

Ja ir vairaki zalu stiprumi, nav nepieciesams sniegt vairakus
lesniegumus;

Nav iesniegts modelis/ modelis bez apraksta/ nav atsifrétas
ietvertas izmaksu pozicijas/ netiek atspoguloti rezultati (LY,
izmaksas), tikai ICER;

Noradot, ka informaciju sniegusi Latvijas eksperti, [udzu
precizét konkreéti, kuri;

NetieSie salidzinajumi — neizmantot ‘naive’ salidzinajumu;
Ja tiek izmantots datortulkojums —ir vérts parlasit



* numurét lappuses

* iespéju robezas neskenét dokumentus viena
liela faila - gruti orientéties



atzinuma projekta komentésanas un argumentacijas
lespejas
vienkarsota atkartota atzinuma procedura

par jaunu raditaju ieklausanu FE izvértéjuma
(pieméram, minimal residual disease)

par anketam specialistiem un pacientiem
par ZVA attieksmi pret MK899 1. pielikumu

par atvieglotiem iesniegumiem un vértésanu
patentbrivajiem un biolidziniekiem
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Veiksmi darba!

Zalu valsts agentiras
Veselibas tehnologiju novértéSanas nodala




