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HTA as decision support ai#

Potential Utilization of HTA

* Planning of large investments
(equipment)

* Planning of Investments in
prevention-programmes

* Benefit catalogues: drugs,
medical inteventions

* Quality assurance/-management

* Disinvestment

HTA Austria
Austrian Institute for

Health Technology Assessment
GmbH

Actual utilization in Austria

*Planning: utilization of large
equipment and need assessment of n of
equipment: PET, radiotherapy, etc.

*Evidence: lung cancer, colon,
screening, tools for risk-assessment,
HPV-vaccination, mother-child
programme: social risks etc.)

*Hospital benefit catalogue: new (high
risk) medical inteventions, high-cost
drug assessments (oncologic drugs,
CAR-T, SMA, ATMP)

*dementia registries, SMA-/ CAR-T RWE

* not systematic
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Examples (incl. methodology)

1. Planning: need assessment
2. Investment in prevention-programmes
3. Benefit- catalogue: hospital interventions
4. Quality assurance/ - management

5. Disinvestment
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Methodology: Synthesis of evidence-based clinical guidelines

HTA Austria

ail .

Update PET/PET-CT Evidenz
zum Bedarf und zur Planung
bei onkologischen Indikationen

AIHTA Policy Brief

Frdharicht

Update PENPERCT Bviderna
zum Bedarfund zur Planure
fued nbibogischen Indikationen

Pankreaskarzinom
Empfehlung fir den

Einsatz von PET  Dhe Leitlinensuche des vorliosenden Updates ereab eimen Trefer (NICE), welcher eine Enpfehiune 1|

Einsare von PET bei fodalfsierson Panlreasiarsinomen abgibe |

Tabelle 3.10). Ein porentieller diagnostischer Einsatz von PET konnte in dem
Bericht von 2018 festgestellt werden. Daher kann eine positive Gesamtemp-
fehlung far den Einsatz von PET bei Pankreaskarzinomen abgegeben werden.

Tabelle 310t Gesantempfohlung wad Erpebuis der L - hinsichelich des Finsatzes von PET bei

Pankreaskarzitomen

Pankreaskarzinom
Gesamtempfehlung
Bericht 2015 & 2018
Ehh "
Update 2020
For peogle with obainacive o et caner, off protcaccl 1 scan before deining
thebike duct ithed: lunch fuoodeonyl aphyiT FDGPETCT
MCE wes  [andlerendoscopiculirasound JELS with BUSouided tisue sampiling.
i funiod h 1 [FOGFETACT o pecple with locaksed decase on
1 whed vl be hasing cancer i ity systesnic sherapyl,

Abkirrungen: CT=Conrputer. Tomegraphie, FING=[18F ] adeanglukose, PET=PosttrooenEmissions:
Tramgraphic

Leberkarzinom

kelne Emplehlung Diie vorliegenden Leitliniensuche ergab keine oeve Evidenz fr oder gegen
den Einsatz von PET bei Leberkarzinomen (Tabelle 3-11). Aufgrund der Evi-
denz des Berichtes sos dem Jahr 2018, welcher keine Empfehlung fur den
Einsatz von PET bei Leberkarzinomen abgab, wurde auch in dem vorliegen-
den Update keine Empichlung fur den Einsatz von PET bei Leberkarzinomen

g ausgesprochen.

Tabetle 311 g aad Ergely fer Ledl, fre binsachtived s Ednsarzes von PET ber

Leberkarzinomen

Bericht 2015 & 2018

kv Ernpehiane Sor den Hinsatz won PET bel Lebedaminomen

Update 2020
Eeine newe bickenz k chentfigest werden.
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2. Prevention and Screening
Methodology: Overview of Policy Documents

HTA Austria

dinle

Regulation and financing of
prenatal screening and diagnostic
examinations for fetal anomalies
in selected European countries

Policy Brief

HTA Austria

Austrian Ins

titute for

Health Technology Assessment

GmbH

[ DE [ H [ NL UK NO [
Setting of prenatal screening/diagnestic tests (hospitals, doctor’s practice, other)
FTS/CT in hospitals, doctor's in hospitals, doctor's wa in hospitals nja in hospitals, doctor's
practices, pi practices, centre {not offered anymore (not offered anymore practices, private clinics
{mostly outpatient) since 10/2021) since 09/2021)
NIPT in hospitals, doctor's in hospitals, doctor's in midwifery practices, in in hospitals inhospitals in hospitals, doctor'’s
practices, p practices, centr hospitals (women with practices, private clinics
{mostly outpatient) increased risk)
ACICVS in hospitals, prenatal centres, in hospitals, doctor's in hospitals (centres for in hospitals in hospitals in hospitals, doctor’s
institutes with a special practices (specialised in prenatal diagnosis) practices, private clinics
qualification feto-matemal medicine),
ultrasound centre
Second-trimester US in hospitals, doctor's in hospitals, doctor’s in centres for prenatal in hospitals, at community inhospitals in hospitals, doctor's
practices, prenatal centres practices (specific US ultrasound (often part of scanning dinics for low-risk practices, private clinics
(mostly outpatient) diploma), ultrasound centre a midwifery practice), women
in hospitals

Abbreviation: AC — ammiocentesis, CH
NIPT - non-wnvasiwe prenatal test, N
* coomen can choose if th

zerland, CT - Combined Test, CVS — chorionic villus sampling, DE — Germany, FTS - First Trimester Screening, IT - Ttaly, n/a - not applicable,
therlands, NO - Norway, UK — United Kingdom, US - wltrasound
vant to have other findings than T21, T18 and T13 reported

‘ DE ‘ H NL UK NO m
Offer of prenatal screening/diagnostic tests (for all pregnant women, women with risk factors, other criteria)
First Trimester for ail pregnant women for all pregnant women na for all pregnant women nfa for all pregnant women
Screening (FTS)/ {but offered on a private basis, {not offered anymare (not offered anymore
Combined Test (CT) "IGeL") since 10/2021) since 09/2021)

Non-Invasive Prenatal
Test (NIPT)

currently offered on a private
basis, will be included in the
national programme in 2022
for women with specific criteria
(test scope: T21,T18, T13)

second-line screening for
pregnant women with
increased risk from
FTS/CT =1:1,000
(test scope: T21,T18,T13)

first-line screening for
all pregnant women
(test scope: whole-genome
sequencing”)

second-fine screening for
pregnant women with
increased risk from CT >1:150

(test scope: T21,T18,T13)

second-fine screening for
pregnant women with risk fac-
tors (e.g., age >35, hereditary
risks, abnormal US findings)

(test scope: T21,T18,T13)

depending on the region

Amniocentesis (AC)/
chorianic villus
sampling [CVS)

for pregnant women with
increased risk (e.g., maternal
age, abnormal US findings)

for pregnant women with
inareased risk (e.g, risk of
>1:380 in FTS/CT, positive
NIPT, abnormal US findings,
family history)

for pregnant women with
increased risk based on NIPT,
prior pregnancy or abnormal
Us findings

for pregnant women with
risk factors (previous history,
increased risk in CT or NIPT,
abnormal US findings)

for pregnant women with
risk factors

for pregnant women with risk
factors (e.g. high riskat CT or
NIPT, maternal age, known
genetic or familial condition,
abnormal US findings)

Second-trimester ultra-
sound (US) screening

for all pregnant women

for all pregnant women

for all pregnant women

for all pregnant women

for all pregnant women

for all pregnant women

for women with risk factors/

suspicious findings

Financing of pi ] di i tests (fully or partially publicly reimbursed, self-paid)
FTSICT completely self-paid fully publicly reimbursed na fully publicly reimbursed n'a fully publicly reimbursed
("1GeL - individuelle (not offered anymore (not offered anymore

Gesundheitsleistung ) since 10/2021) since 09/2021)

NIPT currently, completely self- fully publicly reimbursed partially publicly fully publicly reimbursed fully publicly reimbursed depending on the region
introduction asa health | for women with increased | reimbursed/co-payment of if done as contingent for women with risk factors
insurance benefit in 2022 nisk (see above} 175€ for pregnant women screening (see above) (see above)

(criteria: increased risk without risk factors; for

from anather test, high ‘women with increased risk:

psychological burden; fully reimbursed

no detailed list of risk factors)
AC/CVS fully publicly reimbursed fully publicly reimbursed fully publicly reimbursed fully publicly reimbursed fully publicly reimbursed fully publicly reimbursed
for women with risk factors | for women with risk factors | for women with risk factors | for women with risk factors | for women with risk factors | for women with risk factors

Second-trimester US fully publicly reimbursed fully publicly reimbursed fully publicly reimbursed fully publicly reimbursed fully publicly reimbursed fully publicly reimbursed




Methodology: systematic reviews on
evidence and economic analyses
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Lungenkarzinomscreening in
Risikogruppen

Systematischer Review zum Nutzen/Schaden
und zu Informationsstrategien (Teil 1)

eunethta

Endbericht
AIHTA Projektbesicht Nr.:132a | 1SSN: 1993-0488 | ISSh-online: 19930496

Lung Cancer Screening
in Risk Groups

A review-update of the economic evidence
(Partll)

Final Report
AIHTA Project report No - 132b | ISSN: 1993-0488 | ISSN-online: 1993-0496




Until 31st October of each year the regional service providers/
hospitals propose new interventions/ technologies for additional
coverage under MEL reimbursement

A 4

Early Nov: Collection of all proposals at the Ministry of Health/ MOH in
the Federal Health Commission and inspection for possible coverage
redundancies

A 4

“Inofficial” approval of the list and selection of topics for MEL assessments
by a committee of regional representatives from hospital co-operations,

health insurances, chamber of physicians and commerce

A 4

HTA Austria

All

=INtc

3. Hospitals Benefit
Catalogue

Annual process in Austria (MEL):

Mid November: “Official approval® of the list by the Federal Health
Commission

A\ 4
Mid Nov till end of March: :

Production of MEL assessments by AIHTA :

Mid April till mid May: Discussion of assessments and
recommendations in the committee of regional representatives:
preparation of decisions

A 4

June/ beginning July: Final decision on coverage of “new” interventions /
technologies by the Federal Health Commission

July 15t%: Publication of MEL assessments

at the AIHTA website: http://eprints.hta.lbg.ac.at

—> Service provider/ hospitals propose
(about 5-10) new interventions to
MoH

- Until 2007 ,eminence-based”
decisions, since then ,evidence-based”

—->between mid November till end March
(around 5-8 + updates; NO drugs).

—->Process AND products are
transparent
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GRADE: Recommendation key & results

1 | Recommendation, acceptance.
There is clear evidence for a net benefit of the intervention.

2 | Rejection.
There is clear evidence of no net benefit of the intervention.

3 | Recommendation with limitations.
There is indication of a net benefit. Further evidence might have
influence on the re-evaluation of the intervention at a later date.

4 | Preliminary rejection.
There is not enough evidence to assess the net benefit of the
intervention at this time.
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Methodology: Evidence synthesis + recommendations

* 2008-2021: 124 Systematic Reviews
—2/3 new interventions
—1/3 Updates

— often MTA (interventions with several medical
devices)

— But also STA (single technology assessments)

e 2008-2020 Decisions: 107 von 118 (90,1%)
consistency between HTA-recommendations
and policy decisions E

i

10
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4. RWE for Quality assurancea.

OBMEA by multiple stakeholders (HTA, payer, clinicians, patients)

arphan

Methodology: Literature
Review + interviews

Study Design & Governance

Choosing type of OBMEA initiation),
C plan for

of (wh
sources, d: «data ownership, access to data, funding, timing and data for

re-assessment (duration and stopping rules), financial agreements ()

Proactive monitoring plan assuring data validity

after the OBMEA

Collection of data according to agreed schedule

Incentivize accurate data entry

Regular monitoring of data validity and of market dynamics
Regular with all

(Good) practice organizational models
using reakworld evidence for public
funding of high priced therapies

Re-assessment and exit

Re-Assessment according to agreed timing and duration of OBMEA
of Inthe

on findings
a) ion of the sch difications, b.) of
.} Positiv routine use, d.) Positive routine use for a
restric ion, e.) Negati of rei
I
B =
g
Dissemination of results
= = acilitat road
2 8 Sharing of g e ial issue for future OBMEA (i datab.
Engagement in pan-European initiatives for future d {DARWIN) registries

Final report

T St st https://eprints.aihta.at/1329/1/HTA-Projektbericht Nr.138%20.pdf
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5. Disinvestment

(happens more implicitly)

S
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Conclusion

1. Blank spot in Austria: decentralization (in
regional hospitals) of decisions on high-cost
medicines (CAR-T, SMA, oncological drugs) — NO
Austrian-wide benefit catalogue !

2. Methodology: there is not one size fits all
methodology (evidence syntheses, overview of
reviews or policy documents, syntheses of Eb-
Clinical Guidelines, qualitative narrative review,
etc.) — transparency is key !
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EU HTA cooperation

Shta

EUROPEAN
IALTH A Cond

Wedica product

ot
EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY
Heal®) sy, medial roducts and eviaton
: quallty, safey,innovation
Brusscls, 10 Nover 0l

i HTA NETWORK REFLECTION PAPER ON
- bt | “SYNERGIES BETWEEN REGULATORY AND HTA
ISSUES ON PHARMACEUTICALS”

DOPTED BY THE HTA NETWORK, 10 NOVEMBER 2016

HTANETWORK REFLECTION PAPER ON
“REUSE OF JOINT WORK INNATIONAL HTA
ACTIVITIES”

JA1 (2010 - 2012)
JA2 (2012 - 2015)
JA3 (2016 — 2021)

EU Health Technology
Assessment Network

Strategy for

EU Cooperation on

Health Technology Assessment

N

HTA Austria

Austrian Institute for

Health Technology Assessment
GmbH

Ca 700-800 ongoing
projects in Europe
(at any time),

50% in UK

10% identical topics
(same time, same
tech, STA, mostly
pharma)

eunethta

30% similar (same
indication, MTA)



Table 1. Overview of Selected Techrologies

Tovonomic fisk P Mo of pracucts Time Ho. of

Technalogy positon” oy’ mark (it (Ermar) e Hls
Soal nenve simulafion (SNS) il N 199 1 0006 §
Inraopemfive rodiofion therapy (10KT) i Ik 199 b 20062015 !
Rabotc surgery (FS) n [ 199 1 20072015 13
High iy focusad ufhosound (HIFL) o i 2000 1 20032014 13
Implooble ardioe resynehvonizabion ey an 1431 N 201 B 20032015 11
defbalotor (CRFP/D)
Lumbr totol dis reglacament (T0F) i Il 200 ! 2007016 §
Drughutg sfents (OES) i Il 100 11 004015 15
Inensitymoduloted rafion feropy (IMRT) i lb 2002 I 20032015 17
Tronscthetesaoric vale implantofin (TAV]) B i 2007 § 10062015 n
Mirip® 0 l 2008 l 0206 §
Total n. o epars 10

Wi, ., nommbe, rmber of denhed HTA reports by technology from Jonuary 2003 hdy 2016, T ronge fom fst st assessment
Henschk (., Ponteh 01, Peeth M. & Busse . Toxanarmy of medical dices in e oo ofheoth technology assessment, It Tehnal Ass Heabh (me. 2015:31:324-330.
European Porkameat o ounl of the uropeon Urion, Regukton {EU) 2017,/745 of he Furopeon Pianentandof e Councl o 5 Agl 2017 o e devices, omending

Direcve 2001,/83/EC, Regulaion (EC) Mo 1782002 ond Regulabon (EC) o 12232009 and repeaing Counc Dvectves 90/ 385,/EEC and 93/42/EEC.L117, 2017 * .

Hawlik, K., Rummel, P., Wild, C. (2018) Analysis of duplication and <m

\/?
timing of health technology assessments on medical devices in * l*
Europe. Int J TAHC 34(1): 18-26. *

European network for Health Technology Assessment | JA3 2016-2020 | www.eunethta.eu



P X
f-,‘
L/ EUnetHTA Joint Action 3 2016-2020
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EUSDREAR NETMIIRN FDR WEALTH TECHISEOGY ALSESEENT

RAPID COLLABORATIVE REVIEW ON THE CURRENT ROLE OF ANTIBODY RAPID COLLABORATIVE REVIEW ON THE DIAGNOSTIC ACCURACY OF
TESTS FOR NOVEL CORONAVIRUS SARS5-COV-2 IN THE MANAGEMENT MOLECULAR METHODS THAT DETECT THE PRESENCE OF THE SARS-
OF THE PANDEMIC COV-2 VIRUS IN PEOPLE WITH SUSPECTED COVID-19

Project ID: RCR OT 01 Project ID: RCR OT 02

Published 4th of December 2020
Published 22" of June 2020

p—— IQWIG Feath Techmlgy vk
Regione Emilia-Romagna

f Healthcare W :-rl':;:l::*lation
( D) Improvement " and Quality
b4 Scotland | Authority

An tldards Um Fhaisngis
agus Caliccht Slainte

European network for Health Technology Assessment | JA3 2016 - 2020 | www.€liicuna.cu




23 Rolling Collaborative Reviews (RCR) of therapies
PosctD Twe  GRER aher SrtofProssdwe  Contiuston

RCRO1
RCR02

RCRO03
RCR04
RCR05

RCRO06
RCRO0O7

RCRO08

RCR09

RCR10
RCR11
RCR12
RCR13
RCR14
RCR15

RCR16

RCR17

RCR18
RCR19
RCR20
RCR21
RCR22
RCR23

Convalescent plasma therapy / CPT

Lopinavir + Ritonavir

Tocilizumab
Camostat
Nafamostat

Solnatide

Anakinra

Dexamethasone

APNO1

Darunavir
Favipiravir
Sarilumab
Interferon and Novaferon

Gimsilumab
Canakinumab

REGN-COV2 (Casirivimab +

Imdevimab)

Bamlanivimab (LY-CoV555)

Baricitinib (LY3009104)

Molnupiravir (MK 4482/ EIDD-2801

High-dose vitamin D

Mavrilimumab
lvermectin
Aspirin

9.0 — 20/04/21
4.0 - 23/11/20

9.0 — 20/04/21
8.0 — 20/04/21
6.0 — 15/02/21

5.0 — 15/02/21
9.0 — 20/04/21

2.0 - 15/09/20

5.0 — 15/02/21

8.0 — 15/03/21
9.0 — 20/04/21
9.0 — 20/04/21
8.0 — 20/04/21
2.0 - 15/09/20
4.0 —15/02/21

3.0 — 15/02/21

3.0 - 15/02/21

5.0 — 20/04/21
5.0 — 20/04/21
2.0 - 15/03/21
3.0 —20/04/21
3.0 —20/04/21
3.0 —20/04/21

HTW
NIPN

NIPN
KCE
KCE

AIHTA
AIHTA

AIHTA

AEMPS, AETSA

SNHTA
SNHTA
NIPH
NIPH
SMCA
SMCA

AIHTA

AIHTA

AIHTA
AIHTA
GOG
SESCS
AOTMIT
SNHTA

European network for Health Technology Assessment | JA3 2016 - 2020 | www.eunethta.eu

August 2020
August 2020

August 2020
August 2020
August 2020

August 2020
August 2020

August 2020

August 2020

August 2020
August 2020
August 2020
September 2020
August 2020
August 2020

December 2020

December 2020

December 2020
December 2020
February 2021
January 2021
February 2021
February 2021

Yes, monthly
No, stopped with
November 2020

Yes, monthly
Yes, monthly
Yes, monthly

Yes, bi-monthly

Yes, monthly

No, stopped with
October 2020

Yes, bi-monthly

Yes, monthly
Yes, monthly
Yes, monthly
Yes, monthly
Yes, bi-monthly
Yes, bi-monthly
No, stopped with
February 2021
No, stopped with
February 2021

Yes, monthly

Yes, monthly
Yes, monthly
Yes, monthly
Yes, monthly
Yes, monthly

18
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Conclusion

International (European) HTA collaboration is of
utmost necessity for small countries to cover a wide
range of technologies and to stay up-to-date in
methodologies |
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JCA Process — Medicinal Products
[ ]
dinle

Letter of Intent HTD submit Lol

-100

Develop PICO & Project Plan el il

All HTA bodies provide input on PICO

Review by CSCQ

Scoping meeting Patient input & HCP input

HTD provides submission
dossier, based on PICO provided

*67 1
*80 .l

*85

Review by external experts

""" Bl Medical editing

& fact check HTD fact check by HTD

*g5

*87

Timeline
(days)

* are dependent on regulatory

timelines

Final version of JICA

National HTA/ decision making
process

21
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EUnetHTA: National htc
Preparedness”: Implementation
concept for Austria

4 N\ it ) -
EUnetHTA JA - Pharma EUnetHTA JA — Medizinprodukte
2025-2028: Onkologika + ATMP EUnetHTA Coordination Group 2025+: Risikoklasse Ilb und Il
2028-2030: Orphan Drugs Osterr. Reprisentanz 1stin class, high-impact,
2030+: alle zugelassene Medikamente Prioritdten: Pharma & Medizinprodukte unmet need..
unter Mitarbeit von AIHTA unter Mitarbeit von AIHTA
- A y
. = : A
Koordinierungsbiiro
Wissenstransfer von EUnetHTA (Pharma, Medizinprodukte) und zu EUnetHTA (6sterreichische Priorisierung)
Aufgaben:
1. Einholung der Wissensbedarfe der Lander (Spitaler)
2. Zuarbeit zu MIB (EUnetHTA-Pharma: Onko+ATMP)
3. (Add-on:rasche Beantwortung von Wissensbedarfen der Lander/Spitaler)
\ T I T /}
. R 4

Nationales EbM-Informationszentrum Medizinprodukte und —verfahren - 6 \

Add-on zu EUnetHTA JA:

dt. Zusammenfassungen fiir MELs,

Pharma-0

Add-on zu EUnetHTA JA: fiir Spitéler

dt. Zusammenfassungen, ESMO-Bewertung
Einbettung/Anreicherung mit osterr. Spezifika
(Behandlungspfade, Epidemiologie)

4

in Koop mit Tirol Kliniken, KAGes, ..
rasche Beantwortung von Fragen
(1 Woche bis 1 Monat)

(Behandlungspfade, Epidemiologie) )

Einbettung/Anreicherung mit osterr. Spezifika

GRADE-Bewertung

(Behandlungspfade, Epidemioclogie)

J
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Implementation of the HTA R is challenging in
decentralized countries: awareness of HTA R,
coordination, flow of information, centralization of

decsions (?) is needed.




Kontakt

HTA Austria — Austrian Institute for
Health Technology Assessment GmbH

Garnisongasse 7/Top 20
1090 Wien - OSTERREICH

tel +43 (0)1 236 81-19

fax +43 (0)1 236 81-19

mail office@aihta.ac.at
www.aihta.at




