Minden, amit szerettél volna megtudni
az Eurdpai Bizottsag HTA-javaslataval
kapcsolatban, de eddig féltél
megkérdezni...
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Mi tortent eddig?

Brussels gets into drug business

2018 b5 mak-or-break for push 1o 9at countries 1o join up on prices.

2006 ota: EUnetHTA és el6készit6 tevékenység
- Egyedildllé médon harom egyiittes fellépés
- Befejez6dik 2020-ban

2016. szeptember: Inception Impact Assessment
2016-2017: érintettekkel konzultacio

2018. januar 31. - EB publikalja a javaslatat

2018. majus 4. - Soledad Cabézon Ruiz jelentés

2018. julius 11., julius 17 - ET Pharma & MedDev WP
2018. szeptember 13. - EP ENVI szavazas
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Mit tartalmaz a javaslat?

© Milyen tevékenységeket érint?
- Kozos klinikai (orvosszakmai) értékelés
- Kozos tudomanyos konzultacidk
- Fejlédé technoldgiak azonositasa
- Onkéntes egyiittmikodés

© Milyen technoldgiakat érint?
- Gyodgyszerek

- Egyéb technoldgidk
(amiket érint az EU/745/2017 és EU/746/2017)

© Mikortol?
- 2020 utan (2020-2024 koril mar élesben)
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Mik a kritikus pontok?

M Szavazas(ok) lebonyolitasanak médja
- A Koordindcids Csoport a kozos értékelés riportjait
szavazdssal fogadja el

0% Erintett technoldgiak kore / szelekcid

- A gydgyszerek kozil minden olyan hatéanyag, ami kdzponti
torzskonyvezési eljarason esik at

> Kotelezd érvény
- Az értékelés nemzeti szint( duplikacidjanak tilalma ésa
kozos értékelések riportjanak felhasznalasa

f™ Transzparencia és adattartalom
- Nagyobb transzparencia = nagyobb felelGsség
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Mit mondanak masok?

A stakeholderek allaspontjainak korképe
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M Szavazdsok mddja és lebonyolitasa
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,Bearing in mind the
possibleimpact of decisions
of the Coordination Group
on national health care
systems we think that the
decision-making procedure
has to fulfil at least the
thresholds of qualified
‘majority voting.”

Minésitett
t6bbség/konsz
enzus

Egyszer(
tobbség

EPF

., The Regulation does
not specify in what
situations the
Coordination Group
would adopta report by
simple majority vote,
rather than consensus.
This should be defined.”

Nincs ) cunorean

vélemény
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O OGYE| o, amcham €0

efpia

e

LAIM welcomes
amendment 50 of the
Cabezén report, which
would introduce a
required two third
majority for decisions
by the coordination
group, instead of
simple majority.”

Kétharmados
tobbség

2018.09.27.



2018.09.27.

09 Eljarasok szelekciodja

elp’fa EPF

»-EFPIA therefore ., EPF supports these
supports the scope of the criteria as long as it is
Commission proposal...” clarified that “unmet
. there is a need to medical need” and
adapt the framework of “impact on patients”
joint clinical assessment must be developed with
to vaccines...” the involvement of

patients and patient
organisations.”

Feltétel nélkuli
elfogadas

Feltételhez
kotott elfogadas

,COCIR is delighted that LIt is advised to exclude
the European medical technologies from
Commission recognized the scope of the proposal
in its proposal a different until the new EU
approach for Regulations on medical
pharmaceutical products devices and IVD have been
on the one hand, and the implemented.”
. medical technologies on

Nincs the other hand, for

HTAs.”

vélemény
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™ Transzparencia és adattartalom
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,For medicinal products referred to in Article 5.1(a),

with ,Medical

v ; 4 , this must include: (a) the submission file; (b) An
i e ol e 1y | 1C0in ofthe mrketing authoisaton stats; ()
" 4 y If available, the European public assessment report
reduced delays, added stage, to provide (EPAR), including the Summary of Product
transparency and feedback and expertise Characteristics (SPC). (d) Where applicable, the
{JEttEV patient to activities developed results of additional studies requested by the
involvementin the under the Coordination coordination group; (e) Where applicable, already
decision-making Body and its sub- available HTA reports on the health technology

process...” groups...” concerned; (f) All published studies, data from

registries and non-published primary data.”
Teljes
nyilvanossag
(alcsoportok)

Teljes
titkossag

Teljes
nyilvanossag

EPF eilﬂ‘a YoMz

As with results of clinical ., The required L, Transparency, public
trials, redacting standards to achieve availability of
”commerfinl{y - this need to be information about the
confidential information’ defined in tertiary outcome of the
must balance the legislation and should assessment, the process
legitimate economic .
interests of a company be based on a clear followed, the people
against the public list of general criteria involved and the data
. interest in favour of in the primary used are extremely
Nincs : disclosure.” regulation that is important (o our
. lmESj e carrentlymising.” i
vélemény —L AmCham EU
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2 Kotelezd érvény
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By avoiding
unnecessary
duplications of efforts,
mandatory Joint
Clinical Assessments
will remove the risk of
diverging results and
outcomes of national
assessments...”

EPF

., We believe
mandatory uptake is
needed to overcome
the current
fragmentation and
Jow uptake of joint
EU-level work.”

,In the case of
pharmaceutical products,
AmCham EU supports the
mandatory uptake of joint
o ()

am

it should be based
on processes and

linical
This will guarantee that
the market distortion and
barriers posed by the
current situation, which
this Regulation aims to
overcome, are firmly
avoided.”

that
are appropriate and
tailored to the
specificities of this
sector.”

¢ Sl
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efpia

L EFPIAviews it as critical

that the EU clinical
replaces the

, Deleting the non-

in Article 8 (), but
intaining in Article

equivalent step in the
national

, The draft leaves ambiguities about the
avoidance of duplication of work. The question
remains as to how to deal with issues at
national level that are not part of the EU's
“annual work plan" but could possibly emerge
in a later annual work plan.”

,Member States must also have the possibility
to prepare clinical assessment reports for
other topics not covered by the EU procedure.
The drafting of procedural rules is not clear
from the proposal.”

r
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,AIM would only be able to
supportan obligatory
system for joint clinical

(as describedin

8 (b) the application
of joint clinical
assessment reports at
Member State level.”

if the
Regulation’s core
objectives of reducing
fragmentation and
duplication are to

be achieved.”

,Member States retain their
national competence for
performing

country-specific appmiss and
icing

coming to a decision on
and reimbursement.”

article 8 of the proposal)if
(...) Member States have the
possibility to do context-
specific additional clinical
assessments.”
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Mit nem old meg a HTA javaslat?

C' Ujraértékelések kérdése: finanszirozasban lévé
technoldgiak feliilvizsgalata

(@] Gazdasagi domainekkel kapcsolatos kérdések: a
jatéktér az onkéntes egylittmiikodések lehetnek

89 A regionilis egyiittm(ikodések lehetséges
szerepe, ,,békés egymas mellett élés”
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Hol all éppen az Ggy? #1

ENVI Committee Press @ 9
@EP_Environment

#Health technology assessment: legislative
report by @SoledadCabezon adopted with 40
votes to 3, 2 abstentions. #EPlenary vote 1-
4/10. #HTA

1:20 AM - 13 Sep 2018

6 Retweets 3 Likes Q o n 9,“. ‘f
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Hol all éppen az lgy? #2

in the Member States. This Regulation is a big success for cancer patients, as if will overcome disparities, reduce bariiers to accessing innovative
treatment, recognise the true value of new therapies, and improve the sustainability of healthcare systems,”said ECPC President Francesco de
Lorenzo.

The European Cancer Patient Coalition will take the lead in driving the discussion forward ahead of the plenary vote with an event in the European
Parliament "HTA & Access to Innovative Oncology Drugs in Europe” on September 25 at 14:30 - 16:40.

“Now, ECPC, as the initiator of 8 move fowards more cooperative HTA process in ihe EU and ihe voice of over 400 cancer patient organisations, will
continue to work with its members at national level and in Brussels io have the Regulation approved by the European institutions, and then applied

http://www.ecpc.org/pressroom/news/policy-and-advocacy/eu-comes-one-step-closer-to-cooperation-on-health-
technology-assessment

...s aminek az okan mi is lelkesek vagyunk:
http://www.europarl.europa.eu/streaming?event=20180913-0830-COMMITTEE
ENVI&start=2018-09-13T07:19:15&end=2018-09-13T07:19:45&language=or
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http://www.europarl.europa.eu/streaming?event=20180913-0830-COMMITTEE-ENVI&start=2018-09-13T07:19:15&end=2018-09-13T07:19:45&language=or

K6szObndm a figyelmet!

Keressik az egyuttm(ikodést

teiadmin@ogyei.gov.hu ’
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