stup vakcin do zdravotnickych systému

— priklady dobreé praxe ze zahranici







Similarly to pharmaceutical products, multiple stakeholders
are involved in the approval of new vaccines

International marketing

authorization Regulatory approval
(e.g., EMA/FDA)

National value ] N
MNational Immunization

evaluation Technical Advisory Group Local HTA agency
(NITAG)

o Final decision-maker
(e.g., Ministry of Health)

(Sub)national

implementation Institution(s) responsible for
il"l"lp[E mentation of national

immunization program (NIP)

EMA, European Medicines Agency; FDA, US Food and Drug Administration: HTA, health technology assessment Prmacons

&, WEMBEER SF Frososid




NITAGs are critical stakeholders in decision-making for vaccines

Multidisciplinary

Comprise experts from a broad range of disciplines, including
clinicians, epidemiologists, infectious disease specialists, public health
officials, and health economists

Independent

Develop recommendations based on critical evaluation of:

* local disease burden and epidemiology

= clinical benefits of vaccine candidate, including efficacy and safety

k

* cost-effectiveness

Advisory

Provide recommendations that are not legally binding (apart from UK);
however, in most cases, final decisions are in line with the advice from
the NITAG

MITAGS, national immunization technical advisory groups pl“n’laCD N 5 U Itl ng :

& MERBER OF FroHawals HELITH




The role of HTA agencies in the vaccine appraisal process varies

NITAGs solely responsible

HTA agencies solely HTA agencies and NITAGs
responsible for vaccine conduct parallel appraisals

for vaccine appraisals and
recommendations

appraisals and that feed into final
recommendations recommendations

HTA agencies

a g =
1 54 —
r N
-
1 s
HTA, health technology assessment; NITAG, natonal immunization technical advisory group prl"I'IECD ﬂ SU tj I"Ig
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NITAG recommendations are usually respected by decision-makers

() o - A &=

-w ] 1
NITAG

Joint Committee on
Vaccination and
Immunisation

Technical Committee Standing Committee Working Group on
on Vaccinations on Vaccinations Vaccine

Binding for

Ministry of Health Inter-territorial council Department of Health

Decision-maker

i -
ACIP, Advisory Commitlee on Immunization Practices; CDC, Centers for Disease Control and Prevention; HHS, US Department of Health and Human pl"lTIEICDI"ISU It' M g
Sarvices, G-BA, Fedaral Joinl Commiliesa; NITAG, national immunization lechnical advisory group A MIMBER OF FESMNACK HEALTH




Multiple stakeholders are involved in the appraisal of novel

vaccine candidates in France

* TC appraises evidence * CEPS engages in price-
determining any medical setting negotiations with
benefit (i.e., SMR' rating). the manufacturer

* TC appraises clinical efficacy 5::1?::?:; dalions Kot
and safety determining its the TC and CEESP).

comparative clinical value (i.e.,
ASMR rating).

Recommendation by
Approval by European Technical Committee
Medicines Agency on Vaccinations

l

- CTV « CEESP critically
develops/commissions a appraises the cost-
cost-effectiveness model. effectiveness and budget

impact models submitted

* CTVdevelopsa by the manufacturer.

recommendation partly

based on independent « CEESP develops a

cost-effectiveness recommendation on the

analysis. clinical and economic
value of the vaccine
candidate.

ASMR, amelioration du service medical rendu (improvement in medical benefit); SMR, service medical rendu (actual medical benefit)

Recommendation by Price negotiations
Recommendation Committee for by Economic
by Transparency conomic and Public Committee for
(CTV) Commission (TC) Healthcare Healthcare
Evaluation (CEESP) Products (CEPS)

Reimbursement

Reimbursement rate is
set by UNCAM, taking
into consideration SMR
rating awarded by the
TC.

Vaccines are usually
reimbursed at 65%.

by National
Association of

Health Insurance
Funds (UNCAM)

French Ministry of Health decides
whether a novel immunization
program should be incorporated into
the French immunization schedule.

Ministry of Health is not obliged to
follow the CTV recommendations,
although it has previously
implemented most of them.

prmaconsulting®

A MEMBER OF FISHAWACK HEALTH



Staly vybor pro ockovani (STIKO)

Vydava narodni doporuceni pro pouzivani licencovanych vakcin.
12 az 18 neplacenych clenu, kteri jsou jmenovani némeckym
federalnim ministerstvem zdravotnictvi na dobu 3 let (pediatrie,
rodinne lekarstvi, pracovni lekarstvi, virologie, imunologie,
epidemiologie, verejné zdravi a medicina zalozena na dukazech.
STIKO je nezavisla poradni skupina.

Doporuceni nejsou pravneé zavazna,

Jako stali hosté jsou zastupci RKI, ministerstva zdravotnictvi,
spolkovych zemi, narodniho regulacniho uradu pro vakciny (Paul-
Ehrlich-Institut), Spolkového strediska pro zdravotni vychovu
(BZgA), spolkoveho smiseného vyboru, spolkového zahranicniho
urad a nemecky Bundeswehr (bez hlasovacich prav).



Federalni spolecny vybor
Federal Joint Committee (G-BA)

- posuzuje nakladovou efektivitu novych vakcin a
rozhoduje, zda by mely byt hrazeny ze systému
verejneho zdravotniho pojisteni.



Health Technology Assessment (HTA)

je komplexni proces hodnoceni a analyzy ucinnosti,
bezpecnosti a nakladove efektivity novych lekarskych
technologii, vcetné vakcin.

Pri zavadeni novych vakcin do oblasti verejného zdravi muze HTA
poskytnout cennée poznatky o jejich potencialnich prinosech a
rizicich a pomoci politikum cinit informovana rozhodnuti o jejich
prijeti a implementaci.



Kroky k zavedeni novych vakcin pomoci HTA

1.

(08

Ul

|dentifikace cilove populace pro vakcinu (kojenci, déeti,
dospéli nebo seniori).

. Posouzeni ucinnosti vakciny.
. Ekonomicka analyzu s cilem vyhodnotit nakladovou efektivitu

vakciny.

. Etické a socialni dusledky.
. Na zaklade vysledku HTA vypracovat doporuceni pro prijeti a

implementaci vakciny.

Celkové muze pouzivani HTA pomoci zajistit, aby byly nové vakciny
zavedeny do oblasti verejného zdravi bezpecnym, ucinnym a nakladové
efektivnim zpusobem, a to pri sou¢asném reseni etickych a socialnich
problému.



Table 3
Criteria for decision-making included in the framework articles and related studies™ (n = 72), systematic review of national decision-making 2010-2020.

Category Criteria Frameworks including criterion (n = 27) Studies® mentioning criterion (n = 45)

% (n)  Total n of articles including at least one % (n)  Total n of articles including at least one
criteria of the category criteria of the category

Vaccine characteristics Efficacy/effectiveness 96 (n=27) (n = 44)
) (2 6) Contents lists available at ScienceDirect !Vaccins
Vaccine safety 93 Vaccine
(25} ELSEVIER journal homepage: www.elsevier.com/locate/vaccine

Delivery issues 41 Review

( 11 } National decision-making for the introduction of new vaccines: A
o systematic review, 2010-2020
0 th erc h darac terlStl cs 3 7 Morgane Donadel >, Maria Susana Panero ™, Lynnette Ametewee "2, Abigail M. Shefer*

(10)

The importance of the Burden of disease 100 (n=42)
health problem (26)
Political priority 31
(8)

Costs of disease 50
Perceptions of importance 38

Other 23

Financial/economic issues Economic evaluation 96

Incremental costs 27
(7)
Funding sources 12
(3)

Vaccine price 62

Financial sustainability 31

(8)
Other (including 35
affordability) (9)




Consideration of alternative

interventions

Decision-making process

Impact of vaccination

Programmatic
considerations
Acceptability

Accessibility, equity and
ethics

Cost-effectiveness of
alternatives
Effectiveness of
alternatives

Other considerations

Evidence sources/quality
of evidence
Stakeholders involved

Procedures

Cues to action

Impact on health
outcomes

Impact on non-health
outcomes

Effects of co-
administration

Risks of serotype
replacement

Other impact

Feasibility
Vaccine supply
Acceptability of vaccine

Accessibility, equity and
ethics

96
40

16
(4)
75

67
42

14
(4)

90
(19)
67
(14)
5(1)

19

(4)
0 (0)

73
(11)
47
(7)
100
(11)
100
(13)

(n

(n

11)

13)

100 (n
(35)

34

(12)

3(1)

61 (n
(23)

&89

(34)

66 L‘.LSL:\'[I:.I R

Contents lists available at ScienceDirect

.
\/accine

Vaccine %

journal homepage: www.elsevier.com/locate/vaccin

(25)

Review

29 National decision-making for the introduction of new vaccines: A

systematic review, 2010-2020

I: 1 1 } Morgane Donadel **, Maria Susana Panero ™', Lynnette Ametewee 2, Abigail M. Shefer *

93 (n = 30)

(28)
67
(20)
23
(7)
20
(6)
3(1)

50 (n
(13)

69

(18)

100 (n
(20)

100 (n
(15)

20)

15)

*Article type 1, Frameworks and article type 2, Studies that collect or analyze empirical data on vaccine adoption decision-making and examples of vaccine adoption decision-
making.
4 Studies include the 31 articles that collected empirical data on decision-making and the 14 examples of vaccine introduction decision-making.




Taylor & Francis

HUMAN VACCINES & IMMUNOTHERAPEUTICS
Taylor & Francis Group

2022, VOL. 18, NO. 5, €2060017 (11 pages)
https://doi.org/10.1080/21645515.2022.2060017
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Recommendations and Health Technology Assessment (HTA) landscape evaluation
for pediatric pneumococcal conjugate vaccines (PCV) in Europe: A systematic
literature review

Goran Bencina {2, Hanna Fues Wahl{ P, Eleana Tsoumani<, and Stina Salomonsson®

Records by country and type of author

m HTA agency

Austria |E——— m NITAG
Belgium I Peer-reviewed publication (CE)
Croatia
Denmark I
Estonia
Finland |
France )
Germany L
Ireland
Italy I E—— R R ———.\
Luxembourg I
Netherlands e —— |
Norway
Poland I
Portugal I
Spain |
Sweden 3
Switzerland = ————"+«—/—/—/—/«++"/~+~+3i|
UK R === E———————————————————————————————————~—~—~—~———

Number of records



Type of analysis
(perspective)

Intervention

Comparator

Type of
model

Cost-utility analysis
(payer)

PCWV10 and
PCWV13

PCW7/

Markow
model

Cost-effectiveness
analysis (pavyer)

PCV7, either 3+ 1
or 2+ 1 dosing
schedule

1) No wvaccination
2) Incrementally
between dosing
schedules

Markow
model

Cost-effectiveness
analysis (societal)

PCW10 and
PCW13

Mo vaccination

Markow
model

33

Cost-effectiveness
analysis (societal)

PCWV10 and
PCWV13

wvaccination

Markow
model

Germany
40

Cost-effectiveness
analysis (pavyer and
societal)

PCW7

wvaccination

Markow
model

Ireland
43

Cost-effectiveness
analysis (payer)

PCWV13, PCV10
and PCWV7Y

vaccination

Markow
model

Ireland
44

Cost-effectiveness
analysis (payer)

PCW7

wvaccination

Markowv
model

Ireland
45

Cost-effectiveness
analysis (paver)

wvaccination

Markow
model

Metherlands
52

Cost-effectiveness
analysis (societal)

vaccination

Decision
tree

MNorway
53

Cost-effectiveness
analysis (societal)

wvaccination

Markowv
model

Sweden
57

Cost-effectiveness
analysis (societal)

wvaccination

Markow
model




Rozhodovaci proces - klinicka cast

Not alive

Meningitis & Hospitalised Alive with sequelae

Alive without sequelae

Invasive pneumococcal
disease

Pneumococcal Not alive

pneumonia Hospitalised
'<Alive

Non-pneumonia Not alive

non-meningitis Hospitalised
<Alive

Not alive

Hospitalised <
Infant vaccination “H— Alive

Not alive

Non-invasive Did not seek treatment
pneumococcal disease .< Alive

A A A A A A A A A A &

Treated in health-care
centre Alive

Acute otitis media

(Did not seek treatment ° Alive

i No infection

<

No vaccination
#® Clone 1: trees are the same as infant vaccinations node




Pneumokokove vakciny - VE: problemy hodnoceni

U&innost x IPD, pneumonie, AOM
Pokryti sérotypu (teoretické x realné)
Vakciny: PCV10, PCV13, PCV15, PCV20 x PPSV23
x komplementarni vakciny x proteinove vakciny
Zapocitani primych i neprimych nakladu
Nosicstvi
Heard efekt
Srovnavaci HTA studie - vysledky favorizujici sponzora studie



Analyza doby pristupu populace (TTPA) k noyym

vakcinam napric clenskymi staty EU

V 7 zemich EU je median TTPA mene nez dva roky, vcetne Belgie,
Danska, Francie, Nemecka, Recka, Italie a Lucemburska;

V 10 zemich EU je median TTPA mezi dvema a sesti lety, vcetne
Bulharska, Ceske republiky, Mad'arska, Irska, Lotysska, Nizozemska,
Portugalska, Rumunska, Spanélska a Svédska;

V 9 zemich EU je median TTPA vice nez sest let, vcetné Rakouska,
Chorvatska, Kypru, Estonska, Finska, Litvy, Malty, Slovenska a
Slovinska.



SILNE STRANKY SLABE STRANKY

Zavadéni vakcin v CR

PRILEZITOSTI HROZBY



* Tradice o¢kovéani v CR

" Povinnost u 9 ockovacich latek/
vysoka proockovanost

= Systém distribuce

= Sit praktickych Iékard pro détii
dospélé

" Hustd sit zdravotnickych'  §
zarizeni

= Silné odborné spolecnosti

= Shbér dat



= Nestabilni systém-casté
Zmeny

* Neexistujici koncepce MZ

= Silna pozice pojistoven

* Nevyrovnana role
stakeholdert

= Prilisna politizace

* Nenastaveni funkcni systému
konfliktu z&jmU



= Zavadeni novych vakcin
registrovanych EMA

= Harmonizace kalendare se
zememi EU

= Snizeni nemocnosti na VP-
onemocneéni

* Nakladove efektivnéjsi
prevence nez lécba

= Vytvoreni stabilniho
transparentniho systému
hodnoceni

= Vytvoreni systému v celé EU



T

= NarUstajici anti-vax

= Snizovani didveéry verejnosti

= Zhorsujici se ekonomicka situace

= Negativni saldo rozpoctu
zdravotnich pojistoven

= Dlouhy horizont navratnosti

" Lobbisticke vlivy
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