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OBJECTIVE

To review the practices regarding transparency in
health technology assessment (HTA) processes in

Central and Eastern European (CEE) countries.

METHODS

Data were collected through a structured, web-
based survey administered to HTA experts in CEE
countries. It is a pilot feasibility study followed by
scientific

more detailed and cases-oriented

project.
RESULTS

Experts representing Bosnia and Hercegovina,
Bulgaria, Estonia, Hungary, Latvia, Poland,
Slovakia and Ukraine participated in the survey.
In all countries except Bosnia and Herzegovina,
HTA is legally required with publicly available
HTA methodology guidelines. Guidelines on
disclosure are available in 5 countries, as well as
the list of ongoing HTA assessments/appraisals
(Figure 1). The assessment reports submitted to
HTA agencies are published in 3 countries. The
appraisal reports are prepared by the HTA body
and published in most countries. The final
recommendation is published in 6 countries, with a
The

recommendations are preceded by a discussion

summary in English in only one.
between involved stakeholders in 5 countries, with
relevant opinions publicly reported in 3 countries.
Minutes of appraisal body meetings are published
only in 2 countries. Answers on the parties
deciding what data is undisclosed are diverse
(Figure 2). The highest consistency is seen in
disclosing information on target limit group, safety,
experts’ details and concealing economic data on

ICER/ICUR and its components (QALY gain and

FIGURE 1. GENERAL QUESTIONS
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Is HTA formally included in the decision-making process - HTA required by
current legal regulation?

Are HTA methodology guidelines publicly available?

Are public guidelines/instructions/principles on disclosure available?
Is the list of ongoing HTA assessment/appraisals publicly available?
Is the assessment report submitted to HTA agency published?

Is the assessment report prepared internally by HTA body published?
Is the appraisal report published?

Is HTA final recommendation published?

Is the final recommendation precedeed by legally defined discussion between
the involved stakeholders?

If Yes, is relevant opinion exchange publically reported?
Are minutes of appraisal body meetings or discussions publicly available?

Are the conclusions or recommendations summary published in English?
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Not applicable

FIGURE 3. TO WHAT EXTENT IS THE FOLLOWING DATA OBSCURED IN PUBLICLY
ACCESSIBLE REPORTS?
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Limit group determined in line the submission

Information on safety of use of the drug, foodstuff for special nutritional
use, medical device, excl information from PSUR

Experts data if provided opinion

Content of the project of drug program

Indications for which a drug is to be reimbursed

Published information on clinical efficacy and effectiveness

Mode of reimbursement/way of coverage applied for

Target population details

Comparators

The fact the the submission included risk sharing scheme proposal

Co-payment level
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costs) as well as budget impact population size Efficacy data, Economic model details (e.g. states, transition probabilities, _ 29% _
assumptions, input sources, sensitivity analyses scope) 0
and related expenditures (Figure 3).
Information about the cost-effectiveness of the evaluated drug, foodstuff for _ 14% _
special nutritional use, medical device 0

FIGURE 2. WHO DECIDES WHAT DATA IS HIDDEN?

CONCLUSIONS

Technology reimbursement status in other countries

Patients society conflict of interest, if provided opinion

Secondary (HTA reports-specific findings) efficacy data

Data on resources used and unit cost

Budget impact target population size

Budget impact findings

Expert conflict of interest, if provided opinion

QALY estimates

While HTA processes in CEE countries generally

mandate

transparency and provide publicly

Technology reimbursement details in other countries

14%

14%

% 14%

available guidelines, significant variability exists in ICER/ICUR

the publication of assessment and appraisal

Clinical evidence publically not available - i.e "data on fiIe"O- 14% _
reports. The reported data are inconsistently
disclosed. Standardization of sensitive
. . . . Impact on the expenses of the entity obliged to finance the services from
information both reported and undisclosed is P the Bublicfunds and btgnefigarieswithout RSS O _

Information on the ratio of costs to health effects achieved in the variant
without the risk-sharing instrument

justified.
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