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What is CAHTA’s mission?

Introducing and applying the HTA concept in Bulgaria will allow for
more transparency, objectivity and efficiency in the health system.

HTA is particularly important in the field of rare diseases and
orphan drugs. The extended life expectancy and improved quality
of life for patients with rare diseases are the most important
outcomes of all rare disease policies. These two directly depend on
the timely access to advanced diagnostic and therapeutic health
technologies.
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What services does CAHTA offer?

CAHTA provides consulting and research expertise in the
fields of public health, health technology assessment and
rare diseases.

CAHTA designs and implements research programmes
that are customized to the specific needs of each client.
In addition, CAHTA is specialized in elaborating
communication strategies, including publications in peer-
reviewed journals, posters and presentations at scientific
conferences.
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CAHTA’s expertise

Health technology assessment reports
Epidemiology and epidemiological registries
Surveys and observational studies

Market access and outcomes strategy
Biostatistics and planning of medical research




CAHTA would help you:

Better understand the specifics of the
market, health technology or medical
condition of interest

Expedite the market access to your ideas and
products

Increase benefits and avoid risks in
completing your work objectives
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Post-marketing access to orphan drugs:a critical
analysis of health technology assessment and
reimbursement decision-making considerations

This article was published in the following Dove Press journal:
Orphan Drugs: Research and Reviews

9 January 2014

Mumber of times this article has been viewed

Geo rgi Iskrov Abstract: This study aims to explore the current rationale of post-marketing access to orphan
Rumen Stefanov drugs. As access to orphan medicinal products depends on assessment and appraisal by health

Dapartiene of Social MEdicing authorities, this article is focused on health technology assessment (HTA) and reimbursement

and Public Health, Medical University decision-making considerations for orphan drugs. A critical analysis may identify important

of Plovdiv, Plovdiv, Bulgaria factors that could predetermine the combined outcomes of these two processes. Following

this objective, an analytical framework was developed, comprising three overlaying issues: to

outline what is currently done and what needs to be done in the field of HTA of orphan drugs,
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Challenges to orphan drugs access in Eastern Europe:
The case of Bulgaria

Georgi Iskrov*, Tsonka Miteva-Katrandzhieva, Rumen Stefanov

Clinical and Information Centre for Rare Diseases, Plovdiv, Bulgaria

ARTICLE INFO ABSTRACT

Article history: This article explores how an Eastern European country could deal with orphan drugs access,
Received 24 July 2011 combining EU policies with its own national settings. The cross-sectional observational
iig:;j";idd ']”;:':;EE:%T;D fugnet 2033 study takes the total number of orphan drugs (61) available on EU level by March 2011, and

then consecutively filters it through the requirements and criteria of relevant Bulgarian
legislation on registration, pricing and reimbursement of medicinal products, obtaining

:2:5 zrdj: the final number of accessible orphan drugs (16) in Bulgaria. The study further evaluates
Orphan drugs the average time period from market authorisation to positive reimbursement decision by
Rari diseases Bulgarian health authorities (43 +29.1 months).

Bulgaria Access to orphan drugs should be provided on a reasonable and justified basis. Having in
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INSIGHT INTO REIMBURSEMENT DECISION-MAKING CRITERIA IN BULGARIA:
IMPLICATIONS FOR ORPHAN DRUGS

Georgi G. Iskrov*, Ralitsa D. Raycheva, Rumen S. Stefanov

Department of Social Medicine and Public Health, Faculty of Public Health, Medical University of Plovdiv,
Bulgaria

ABSTRACT

Ossective: This article’s objective is to critically assess the Bulgarian legislation on health
technology assessment (HTA). It analyzes how innovative therapies and orphan drugs in
particular would respond to the regulators’ decision-making criteria for reimbursement.

MATERIAL AND METHODS: The study features critical analysis of current decision-making

criteria for drug reimbursement in Bulgaria, as well as hypothetical scenario planning for
orphan medicinal products.

Resurts: The approval for inclusion into the Positive Drug List (PDL) (which is a must for
reimbursement) has been reorganised into an assessment scoring system with decision-
making criteria (presence of therapeutic alternative, clinical effectiveness, safety, pharma-
coeconomics and societal value) divided into weighted indicators. An explicit threshold has
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Cost and utility
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lNpoy4ysaHeTo B Bbarapua

gy KA

M HEW-3e4e NaUHeHTHTE C MyNOEMOMA 033,
fGnarcgapesue Ha CATHATE NOgHPeEna

H IaMHTEPSCOBEIHOCT mmmm

1a Acounauwr Mynosucungoza. Jebpa
Braraps CelLo SKTHEHD Aobups

Cpea CEOWTE WieH D88 =3 BREDYSaHE B
HICARARSHETD, YYECTEIWTE NALMEHTH

€ XMCTHOUHTOIE W CHMapom Ha lpagep

- Bunu BRxE npHEAesesl S NpoyYSaHeETo
- Bnarcgspesne Ha YO4AHATE HA
| MEANUMHCKNTE CHEUWEAKETH 8 CLOTEETHETS

obnzcT. EousisEg oTToS0pH DRxa

NOAYSEHH 33 CHLABPOAEPMMA, KBEHWASH
MAMONATHYEH PTRHT B CHHAPOM H3 HyTUMES
X dpomo3osma. ToSa e A0rHYHD Npeasak g

| OTCECTEHETO Ha3 A EHCTESLN NELMEHTCHM

OPrERN3ZIMM 33 TEaN S300ARISHUR, HEHTO M
MWMCETE HE SHTHEKD MPOCISAAEEHE HA TESM
HOPE OT CTPEHE HA SAPESHATE CICTEME § HBC

Pesyatatute oT Bwarapua

= ' l ;
- -
-
- .
-

==

PesyatamaTe, nosysesu ot BURQOL-AD, cz o7
FQAAMO SHEHEHNE HEKTD 33 IAPSEHHTE BAACTH,

| TEHA M 33 CAMHTE NAGHSHTH M TEXHWTe DaHIRM.,

Te ND30AREAT A3 CE CPABHM M CLIoCranH
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HTA advocating and
capacity building
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MNpakTUYecKko pbKOBOACTBO NO

OUEHKA HA

3APABHU TEXHOJ1IOTUU

Nopg pepakumuata Ha npod. PymeH CredaHos

Mnhoeaus, 2014




Eighty percent of success is
showing up.

Woody Allen




