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ATTEMPTS FOR DEFINITIONATTEMPTS FOR DEFINITION

44 IMPORTANTIMPORTANT ““II””::
InstitutionInstitution
InformationInformation
IdeologyIdeology
InterestsInterests

Political decisions are formed within the frames of the Political decisions are formed within the frames of the 
institution. A combination of rational information institution. A combination of rational information 

processing, different ideologies and personal interests are processing, different ideologies and personal interests are 
needed in order to influence policies.needed in order to influence policies.



ATTEMPTS FOR DEFINITIONATTEMPTS FOR DEFINITION

Consensus among responsible Consensus among responsible 
partners about the priority partners about the priority 

problems and necessary problems and necessary 
approaches and strategiesapproaches and strategies for their for their 

successful solutionssuccessful solutions



HEALTH POLICYHEALTH POLICY

Health policy provides organized efforts to Health policy provides organized efforts to 
attract or direct the public awareness attract or direct the public awareness 

towards healthcare problems, prevention, towards healthcare problems, prevention, 
treatment and rehabilitation by the the treatment and rehabilitation by the the 

means of scientific knowledge and means of scientific knowledge and 
appropriate tecnologiesappropriate tecnologies



PUBLIC HEALTH IMPORTANCE PUBLIC HEALTH IMPORTANCE 
OF RARE DISEASESOF RARE DISEASES

Law for medicines and pharmacies Law for medicines and pharmacies 
in human medicinein human medicine

51.  (51.  (NewNew –– DV, issueDV, issue 120 120 // 2002 , 2002 , corr.corr., , isis. 2 . 2 // 2003) 2003) 
““Rare diseasesRare diseases" " are conditions, characterized by a are conditions, characterized by a 

prevalence less than 5 per 10 000 personsprevalence less than 5 per 10 000 persons..



PUBLIC HEALTH IMPORTANCE PUBLIC HEALTH IMPORTANCE 
OF RARE DISEASESOF RARE DISEASES

((4) (4) (NewNew -- DVDV, , isis. 120. 120 // 2002, 2002, corr.corr., , isis. 37 . 37 / / 2005)2005)
Criteria, conditions and order for designation of a Criteria, conditions and order for designation of a 
medicinal product, intended for the treatment of medicinal product, intended for the treatment of 

rare diseasesrare diseases are described by a regulation of are described by a regulation of 
the Minister of health. The requirements for the Minister of health. The requirements for 
documentation, that should be presented for documentation, that should be presented for 
authorization of medicinal products for treatment authorization of medicinal products for treatment 
of rare diseases are specified in the regulation of rare diseases are specified in the regulation 
under art. 18, par. 2.  under art. 18, par. 2.  



PROBLEMSPROBLEMS

IdentificationIdentification
DiagnosisDiagnosis
TreatmentTreatment
RehabilitationRehabilitation
ReRe--socializationsocialization
ProphylaxisProphylaxis



SPECIFIC AIMS 
OF THE DRUG POLICY

To assure safety, efficacy and quality of all To assure safety, efficacy and quality of all 
drugs in the marketdrugs in the market
To assure To assure accessibilityaccessibility of the basic of the basic 
medicines to all in needmedicines to all in need
To improve drug prescription and their To improve drug prescription and their 
distributiondistribution
To create a system for implementation of a To create a system for implementation of a 
rational drug use among healthcare rational drug use among healthcare 
professionals and publicprofessionals and public



MAIN GUIDES FOR 
THE REALIZATION 

OF THE DRUG POLICY AIMS
Adequate drug legislation, including all procedures regarding Adequate drug legislation, including all procedures regarding 
guaranteed assurance with quality, effective and safe medicinal guaranteed assurance with quality, effective and safe medicinal 
productsproducts
Effective regulatory proceduresEffective regulatory procedures
Effective price policy for drugsEffective price policy for drugs
Effective procedures about the licensing regiments for trade witEffective procedures about the licensing regiments for trade with h 
medicinal productsmedicinal products
Provision of expensive drugs from the budget and their optimal Provision of expensive drugs from the budget and their optimal 
usageusage
Adequate drug delivery and distributionAdequate drug delivery and distribution
Rational drug usage by regular optimization of the treatment Rational drug usage by regular optimization of the treatment 
schemes for expensive drugs, paid by the state budget. schemes for expensive drugs, paid by the state budget. 
Consignment of independent drug informationConsignment of independent drug information



POSITIVE DRUG LISTPOSITIVE DRUG LIST

Art. 5.  The positive drug list includes medicinal Art. 5.  The positive drug list includes medicinal 
products, which are applied for effective prophylaxis products, which are applied for effective prophylaxis 
and treatment of:and treatment of:
1.  1.  diseases, leading to high incidence and prevalencediseases, leading to high incidence and prevalence;;
2.  diseases with a high level of disease2.  diseases with a high level of disease--related related 
mortality;mortality;
3.  diseases with a high level disease3.  diseases with a high level disease--related disability;related disability;
4.  infectious and parasitic diseases, that are associated 4.  infectious and parasitic diseases, that are associated 
with a significant risk for the public health;with a significant risk for the public health;
5.  pediatric diseases;5.  pediatric diseases;
6.  pregnancy diseases;6.  pregnancy diseases;
7. rare diseases.7. rare diseases.



TREATMENT, PROVIDED BY THE TREATMENT, PROVIDED BY THE 
REIMBURSEMENT INSTITUTIONSREIMBURSEMENT INSTITUTIONS

WWilson diseaseilson disease
GGaucher diseaseaucher disease
Cystic FibrosisCystic Fibrosis
Hereditary metabolic diseasesHereditary metabolic diseases
EEchinococcosischinococcosis
IIdiopathic thrombocytopenic purpuradiopathic thrombocytopenic purpura
CushingCushing
Disturbances in the metabolism of Disturbances in the metabolism of aminoacidsaminoacids
Multiple sclerosisMultiple sclerosis
MMyasthenia gravisyasthenia gravis
CCrohn diseaserohn disease
DDermatomyositisermatomyositis



PARTNERSHIPPARTNERSHIP

NonNon--governmental governmental 
OrganizationsOrganizations

Patient Patient 
OrganizationsOrganizations

Ministry Ministry 
of Healthof Health

National National 
CentresCentres

Medical Medical 
UniversitiesUniversities



DECISION MAKINGDECISION MAKING

OpportunitiesOpportunities
ActionAction

willingnesswillingness
readinessreadiness

resourcesresources
partnerspartners

consensusconsensus



FINALFINAL




