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Problem Statement: Following the 1998-1999 war, Kosovo has been administered by the United Nations (UN) Mission in Kosovo. Before the war, Kosovo as a part of Yugoslavia had never had local authority or capacity for pharmaceutical regulation or policy direction for the sector’s development. While other countries in the region are reviewing and developing their pharmaceutical systems, Kosovo faces a unique situation. It has had to create a completely new body of institutions from scratch within a complex political environment that lacked laws and regulations. In four years, much has been achieved, but many challenges remain: there is poor access to essential drugs in public health facilities; the private pharmaceutical market is under-controlled; drug procurement and distribution systems for the public sector function inefficiently; and there are no drug cost recovery mechanisms, no prescription policies, and a lack of effective interventions to ensure quality control of medicines.

Objectives: To describe the current situation in the pharmaceutical sector; types of interventions tried; impact of international support; achievements; failures; challenges for the future; and lessons learned.

Design: Descriptive analysis, using existing documents, reports from the Ministry of Health and international organizations, personal experience and systematic analysis of the pharmaceutical sector situation.

Setting: National.

Interventions:  Establishment of a public supply system; development of an essential drugs list (EDL); “Prime Vendor” system for the distribution of the EDL;a Drug Regulatory Authority (DRA) established; new regulations on importing, wholesaling, retailing, and marketing drugs established; Draft Law on Medicines and Medical Devices submitted for approval; and first drafts of regulations drawn for drug pricing control, prescription policies and drug reimbursement.

Outcome Measures: Situation analysis of interventions in the Kosovo pharmaceutical sector since 1999 to eventually develop an efficient system that corresponds both with regional and European Union (EU) standards.  

Results*: Public procurement of drugs is highly centralized: 25% of the total health budget is spent on drugs and 0% recovered; consumers pay an unknown proportion out of pocket.  The drug market is unregulated: many drugs are imported from developing countries and quality control is a big problem; no laboratory of quality control exists.  Until recently, drugs were imported without being registered in the country. Provisional Marketing Authorization has just started to be implemented.  A large number of unlicensed pharmacies are still operating.  All types of drugs are accessible without prescription.   * Data from the monitoring surveys on availability of drugs and prescribing patterns will be presented briefly during the presentation.

Conclusions: Despite continuous efforts, interventions taken, and international support, the current pharmaceutical system is not sustainable because of transitional political structures from the UN to the national government including large procurement of publicly funded drugs from the central level; absence of laws on medicine and marketing authorisation (MA); absence of regulations on drug prescribing, price regulation and reimbursement schemes; absence of a laboratory of quality control; absence of sound epidemiological data; and problems with drug storage and distribution mechanisms. The decentralization of executive authorities makes strategy implementation very difficult. There is also a lack of political commitment by stakeholders to develop long-term strategies for a sustainable pharmaceutical sector.
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