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Questions to be discussed
1. A National Drug Policy as a common framework to solve problems in pharmaceuticals.

2. Basic principles of forming of the National Drug policy (NDP). 

3. Key components of the National Drug policy. 

4. Legislation and regulations of NDP.
New terms:  
A national drug policy is a commitment to a goal and a guide for action 

Essential medicines, as defined by the World Health Organization (WHO), are the medicines that "satisfy the priority health care needs of the population"
The WHO Model List of Essential Medicines  - published by the World Health Organization, contains the medications considered to be most effective and safe to meet the most important needs in a health system
Information on the topic

A national drug policy is a commitment to a goal and a guide for action. It expresses and prioritizes the medium- to long-term goals set by the government for the pharmaceutical sector, and identifies the main strategies for attaining them. It provides a framework within which the activities of the pharmaceutical sector can be coordinated. It covers both the public and the private sectors, and involves all the main actors in the pharmaceutical field. 
A national drug policy, presented and printed as an official government statement, is important because it acts as a formal record of aspirations, aims, decisions and commitments. Without such a formal policy document there may be no general overview of what s needed; as a result, some government measures may conflict with others, because the various goals and responsibilities are not clearly defined and understood. The policy document should be developed through a systematic process of consultation with all interested parties. In this process the objectives must be defined, priorities must be set, strategies must be developed and commitment built.

The general objectives of a national drug policy are to ensure:

• Access: equitable availability and affordability of essential medicines, including traditional medicine;
• Quality: the quality, safety and efficacy of all medicines; 
• Rational use: the promotion of therapeutically sound and cost-effective use of medicines by health professionals and consumers.
 The more specific goals and objectives of a national policy will depend upon the country situation, the national health policy and political priorities set by the government. In addition to health-related goals there may be others, such as economic goals. For example, an additional objective may be to increase national pharmaceutical production capacity.
 It is critical that all the drug policy objectives are explicit, so that the roles of the public and private sectors and of the various ministries (health, finance, trade and industry) and government bodies (such as the drug regulatory authority) can be specified. A drug policy can have a rapidly noticeable impact.  
The essential medicines concept is a global concept that can be applied in any country, in the private and public sectors and at different levels of the health care system. It promotes equity and helps to set priorities for the health care system. The core of the concept is that the use of a limited number of carefully selected medicines based on agreed clinical guidelines leads to a better supply of medicines, to more rational prescribing and to lower costs. There is substantial evidence that the use of national lists of essential medicines has contributed to an improvement in the quality of care and to a considerable saving in medicine costs.

A national drug policy involves a complex process of development, implementation and monitoring. First, the policy development process results in the formulation of the national drug policy. Second, strategies and activities aimed at achieving policy objectives are implemented by the various parties. Finally, the effect of these activities is monitored and the programme adjusted if necessary. 
Throughout the process careful planning and the involvement of all parties are needed, and the political dynamics have to be considered at all times. Throughout the policy process there should be consultation, dialogue and negotiations with all interested groups and stakeholders. These include other ministries (education, trade, industry), doctors, pharmacists and nurses, local and international pharmaceutical industries, drug sellers, academia, nongovernmental organizations, professional associations and consumer groups. It is also important to consult with provincial and district personnel, and traditional and herbal medicine practitioners. Other government agencies, such as the drug regulatory agency, government sponsored health care schemes and insurance companies, must be involved.

A national drug policy is a comprehensive framework in which each component plays an important role in achieving one or more of the general objectives of the policy (access, quality and rational use). The policy should balance the various goals and objectives, creating a complete and consistent entity. For example, access to essential medicines can only be achieved through rational selection, affordable prices, sustainable financing and reliable health and supply systems. 
Each of the four components of the “access framework” is essential but not sufficient in itself to ensure access. Similarly, rational use of medicines depends on many factors, such as rational selection, regulatory measures, educational strategies and financial incentives. 
No public sector or health insurance system can afford to supply or reimburse all medicines that are available on the market. The selection of essential medicines helps setting priorities for all aspects of the pharmaceutical system. When linked to national clinical guidelines, it is a crucial step in ensuring access to essential medicines and in promoting rational use of medicines. 
Key policy issues are: 
• adoption of the essential medicines concept to identify priorities for government involvement in the pharmaceutical sector; 
• selection of essential medicines in a two-step process: (1) market approval; (2) selection of essential medicines relevant to the national morbidity pattern; 
• defining the selection criteria (i.e. sound and adequate evidence, cost-effectiveness, etc.); 
• defining the selection process (i.e. appointment of a standing committee, etc.);
• ensuring a selection mechanism for traditional and herbal medicines.  
Affordable prices are an important prerequisite for ensuring access to essential medicines in the public and private sectors. This issue is important because resistance to well-known antibiotics, which are widely available as generic products, is increasing. New essential medicines for the treatment of some infectious diseases, such as malaria, tuberculosis and HIV/ AIDS, are often very costly. 
Key policy issues are:
 • government commitment to ensuring access through increased affordability; • for all medicines: removal or reduction of taxes and tariffs on essential medicines; control of distribution margins; pricing policy; 
• for multi-source products (generic medicines and branded generics): promotion of competition through generic policies, generic substitution and good procurement practices; for single-source products: price negotiations, competition through price information and therapeutic substitution, and TRIPS-compliant measures such as compulsory licensing, “early workings” of patented medicines for generic manufacturers and parallel imports. Financing options Ensuring stable and adequate financing for health care is becoming increasingly difficult in the face of economic pressures, continued population growth and the growing burden of disease. Countries vary greatly with respect to income levels, population, health care expenditure and national spending on pharmaceuticals which may vary from US$ 2 to US$ 400 per capita per year. In countries where government policies are not geared to protecting the needs of the poorest people, the poor may be denied access to drugs. 
Key policy issues are: • commitment to measures to improve efficiency and reduce waste; • increased government funding for priority diseases, and the poor and disadvantaged; • promotion of medicine reimbursement as part of public and private health insurance schemes; • use of user charges only as a temporary drug financing option; • limiting the use of development loans within identified national priorities; • following national or WHO guidelines for medicine donations. 
Another essential component is a reliable supply system. Various types of supply systems exist which vary considerably with respect to the role of the private sector and the incentives for efficiency. But whatever system is developed, its aim is to ensure continued availability of essential medicines with low rates of stock-outs and low costs of medicines. Key policy issues are to: • promoting a public-private mix in medicine supply and distribution systems; • commiting to good pharmaceutical procurement practices in the public sector; • publishing price information on raw materials and finished products; • ensuring medicine supply systems in acute emergencies; • carrying out inventory control, and taking measures for prevention of theft and waste; • ensuring disposal of unwanted or expired medicines. 
 The drug regulatory authority is the agency that develops and implements most of the legislation and regulations on pharmaceuticals, to ensure the quality, safety and efficacy of medicines, and the accuracy of product information.   The selection of essential medicines helps setting priorities for all aspects of the pharmaceutical system. When linked to national clinical guidelines, it is a crucial step in ensuring access to essential medicines and in promoting rational use of medicines. Key policy issues are: • adoption of the essential medicines concept to identify priorities for government involvement in the pharmaceutical sector; • selection of essential medicines in a two-step process: (1) market approval; (2) selection of essential medicines relevant to the national morbidity pattern; • defining the selection criteria (i.e. sound and adequate evidence, cost-effectiveness, etc.); • defining the selection process (i.e. appointment of a standing committee, etc.); • ensuring a selection mechanism for traditional and herbal medicines. 
Affordability Affordable prices are an important prerequisite for ensuring access to essential medicines in the public and private sectors. This issue is important because resistance to well-known antibiotics, which are widely available as generic products, is increasing. New essential medicines for the treatment of some infectious diseases, such as malaria, tuberculosis and HIV/ AIDS, are often very costly. Key policy issues are: • government commitment to ensuring access through increased affordability; • for all medicines: removal or reduction of taxes and tariffs on essential medicines; control of distribution margins; pricing policy; • for multi-source products (generic medicines and branded generics): promotion of competition through generic policies, generic substitution and good procurement practices; Page 5: WHO Policy Perspectives on Medicines — How to develop and implement a national drug policy import, export, distribution, supply and sale of drugs, product promotion and advertising, and clinical trials are carried out according to specified standards. Drug regulation is a complex task, with many stakeholders and vested interests involved. For this reason there are a number of basic requirements: • Government commitment to drug regulation, including the need to ensure a sound legal basis and adequate human and financial resources; • Independence of the regulatory authority to ensure that there is no conflict of interest; • Commitment to good manufacturing practices, inspection and law enforcement; • Regulation of traditional and herbal medicines; • Ensuring adverse drug reaction monitoring systems; • Commitment to regulation of information and drug promotion; • International exchange of information. Rational use The rational use of medicines means that patients receive medicines appropriate for their clinical needs, in doses that meet their individual requirements, for an adequate period of time, and at the lowest cost to them and their community. Irrational drug use by prescribers and consumers is a very complex and widespread problem, which calls for the implementation of many different interventions at the same time. Efforts to promote rational use of medicines should also cover the use of traditional and herbal medicines. Key policy issues include: • Mandated multidisciplinary national body to coordinate medicine use policies; • Development of clinical guidelines as the basis for the selection of essential medicines and training of health professionals; • Problem-based training in pharmacotherapy in undergraduate training; • Continuing in-service medical education as a licensure requirement; • Independent and unbiased medicine information; • Public education about medicines; • Avoidance of perverse financial incentives to prescribers and dispensers. Research There are two categories of research that are of particular importance in the development and implementation of national drug policies: • Operational research in medicine access, quality and rational use is aimed at better understanding of factors affecting drug use, and identifying the best methods of selecting, procuring, distributing and correctly using drugs. It is an essential tool in assessing the drug policy’s impact and its results underpin management decisions. • Drug development and clinical research includes research into new drugs, drugs for neglected infectious diseases, new dosage forms and manufacturing processes, and clinical assessments of efficacy and safety. Human resources development Implementing a national drug policy and achieving its objectives depend on people. They will implement the policy only if they understand its rationale and objectives, when they are trained to do their jobs well, paid adequate wages, and motivated to maintain high standards. Lack of appropriate expertise has been a decisive factor in the failure of some countries to achieve the objectives of their national drug policy. Key policy issues are: • government responsibility for planning and overseeing the development, training, team building and career planning of human resources needed for the pharmaceutical sector; • definition of minimum education and training requirements for each category of staff; • the need for external technical cooperation (national and international). Monitoring and evaluation Monitoring and evaluation are essential components of a national drug policy. Provisions for monitoring and evaluation need to be included in the policy itself. Adequate staff and an operating budget also need to be set aside. Key indicators for each component of the policy should be defined. These indicators can be measured to assess progress. Key aspects of a national drug policy include: • explicit government commitment to the principles of monitoring and evaluation; • baseline survey of the whole country carried out early in the implementation of the policy; • monitoring of the pharmaceutical sector through regular indicator-based surveys; • independent external evaluation of the impact of the policy on all sectors of the community and the economy, preferably every 2 to 3 years.
Questions or Tests for self-evaluation

1. Why is a national drug policy needed? 

2. Objectives of a national drug policy
3. The policy process (make check list for policy makers)
4. List components of a national drug policy, linked to key policy objectives
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