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National Essential Drug Policy Including the Rational Use of Medicines 

(SEA/RC64/R5) 

Resolution SEA/RC64/R5 urged Member States to undertake a national situational analysis to 

develop a contextualized roadmap for action to promote rational use of medicines. Such 

analyses were done by the WHO Regional Office for South-East Asia in collaboration with 

ministries of health in all 11 Member States. A regional consultation on effective 

management of medicines, held from 23 to 26 April 2013 and attended by all 11 countries, 

discussed the findings and concluded that: the situational analyses approach was very useful 

for monitoring and planning; that all areas of medicine management are under-resourced in 

most countries; and that partner support is generally limited and fragmented. It was 

recommended that:  

 governments and partners invest in all areas of drug management including drug 

supply, drug selection and use, drug regulation and drug policy; 

 WHO appoint adequate dedicated personnel at country and regional offices to ensure 

meaningful collaboration with ministries of health and to ensure better coordinated 

support from partners; 

 the situational analysis tool used by WHO Regional Office for South-East Asia be 

adapted and piloted for use by countries, every two years, in monitoring and planning; 

 all recommendations made by the regional consultation on effective management of 

medicines with regard to drug supply, drug selection and use, drug regulation, and drug 

policy and coordination are acted upon by Member States and partners; 

 a regular regional consultation is convened by WHO to share information on progress 

and to plan the way forward. 

These recommendations may form the basis of a regional strategy to promote rational 

use of medicines as recommended by resolution SEA/RC64/R5. 

The High-Level Preparatory (HLP) Meeting held in the Regional Office in New Delhi, 

India, from 1 to 3 July 2013 reviewed the attached working paper and made the following 

recommendations: 



 

Actions by Member States 

(1) To implement the recommendations from the April 2013 regional consultation on 

effective management of medicines within the context of national health plans, capacity 

and priorities. 

(2) To conduct situational analysis every two years, subject to country capacity, for planning, 

monitoring and evaluation purposes. 

(3) To draft a resolution on effective management of medicines for consideration by the 

Sixty-sixth Regional Committee.  

Actions by WHO-SEARO 

(1) To support countries to implement the recommendations as proposed by the regional 

consultation on effective management of medicines including adaptation of the 

situational analysis protocol developed by WHO/SEARO into a tool for use by countries. 

(2) To strengthen technical support and review resource allocation to ensure the needs of 

countries are met in the area of medicines. 

The working paper and the HLP recommendations are submitted to the Sixty-sixth 

Session of the Regional Committee for its consideration.  
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Introduction 

1. In resolution SEA/RC64/R5,
1

 the Regional Committee urged Member States to develop a 

national strategy and roadmap for action to promote the rational use of medicines, which takes 

the health system and local context into account and is based on a situational analysis. Countries 

were also urged to provide adequate resources to implement a national strategy to promote 

rational use of medicines, to establish a dedicated Ministry of Health unit to monitor drug use, to 

strengthen drug regulatory authorities and to minimize incentives for irrational use. The Regional 

Committee requested WHO to support Member States in these endeavours. Specifically, the 

Regional Director was requested to: develop and update the regional strategy to promote 

rational use of medicines; collect, share and analyse reports from the Region on medicines use 

and drug policy in order to monitor progress; and develop a model protocol for undertaking a 

situational analysis in countries, pilot it and adapt it for countries to monitor their progress. 

Monitoring progress and advocacy 

2. Country pharmaceutical profiles, based on questionnaires sent to ministries of health, 

were completed in nine countries of the Region during 2011 and revealed suboptimal 

implementation of many policies to promote rational use of medicines. Analysis of data up to 

2009 from the WHO database on drug use in primary care in developing and transitional 

countries was undertaken. This analysis revealed continued irrational use of medicines, globally 

and in South-East Asia, and that multicomponent interventions are more effective than single 

component ones.
2

 The drug use database could not be updated from 2009 due to lack of funds, 

but plans are underway to do this during 2013. In addition, data on drug use and drug policy 

were merged and analysed and it was found that medicines use is better in those countries with 

policies designed to promote rational use of medicines than in countries without such policies, 

and that the more such policies are implemented the better the use.
3

 These policies include: 

a Ministry of Health unit dedicated to promoting rational use of medicines; hospital drug and 

therapeutic committees; the essential medicines concept included in undergraduate training of 

health professionals; a national drug information centre; following essential medicines lists in 

procurement and insurance; not allowing health workers to gain revenue from the sale of 

medicines; restricting prescribing practices to qualified health workers; generic prescribing and 

substitution policies; non-availability of prescription-drugs without prescription; and the 

presence of doctors at the primary care level. The results of this research were disseminated at 

the Third International Conference for Improving Use of Medicines in 2011 and the Asia Pacific 
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Conference on National Medicines Policies in 2012, both of which were attended by about 30 

participants from the Region, supported by the Regional Office. 

Country situational analyses 

3. Situational analyses were done in all 11 Member States during 2010–2013. A protocol 

was developed by the Regional Office and proved successful in all countries. Each situational 

analysis was negotiated with the Ministry of Health, and the objectives and programme were 

agreed. All analyses were done by one WHO consultant working with one national counterpart. 

Each situational analysis involved a visit to all the major Ministry of Health departments and 

agencies responsible for drug supply, selection, use, regulation, drug policy, insurance and the 

training of health professionals in drug management, particularly clinical pharmacology and 

pharmacy. In addition, visits were made to at least one tertiary referral hospital and health 

facilities in two districts (one hospital, two primary care centres and two private pharmacies per 

district). After the visit, a national workshop was held where the findings were discussed and 

recommendations for action were agreed by consensus in four areas: drug supply, drug selection 

and use, drug regulation and drug policy and coordination. A report was drafted by WHO and 

only finalized after the input and agreement of ministries of health. The protocol used by WHO 

has yet to be adapted into a tool that can be piloted and used by countries to monitor progress. 

Adaptation and piloting of the protocol for independent use by countries would require more 

resources than were previously needed for the development and use of the protocol by the 

Regional Office.  

4. A regional consultation on effective management of medicines was held from 23 to 26 

April 2013 in Bangkok, Thailand. The objective of the consultation was to improve the 

availability and safe use of good quality essential medicines. The consultation was attended by 

47 delegates from all 11 Member States, 12 partners from 9 international agencies, the Director 

of Essential Medicines and Health Products from WHO headquarters and the Regional Advisor 

in Medicines from the WHO Western Pacific Regional Office. Each country presented its 

experience of completing the situational analysis and progress made since. During the 

consultation, delegates agreed on the major findings from the country situational analyses and 

deliberated on major conclusions and recommendations with regard to four areas of medicines 

management – drug supply, drug selection and use, drug regulation, and drug policy and 

coordination – for future action in the Region.  

5. On drug supply, it was concluded that most countries rely on a paper-based inventory 

system or are not able to fully utilize their electronic management systems, thus leading to poor 

forecasting, quantification and stock management. It was further agreed that in some countries 

financial allocation to procure essential medicines is inadequate, problems of quality assurance 

lead to supply disruptions, and small economies of scale adversely impact procurement. It was 

noted that any intercountry pooled procurement would require harmonization of certain 

regulatory processes and procurement procedures, including simplification of procurement 

regulations for pharmaceuticals. It was recommended that Member States: 
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 invest in and implement online electronic inventory management systems;  

 invest in and promote capacity development in logistics supply;  

 establish prequalification systems to ensure drug quality;  

 consider outsourcing procurement and distribution of drugs to specialized 

agencies.  

6. On drug selection and use, it was concluded that irrational use of medicines by providers 

and consumers is a major concern in the Region, including nutritional supplements, self-

medication, use of antimicrobials for veterinary and agriculture, as well as traditional medicines. 

Compliance with essential medicines lists and standard treatment guidelines is suboptimal: most 

hospitals do not have drugs and therapeutics committees; regular monitoring of drug 

consumption, prescription audits and effective pharmacovigilance are often not done; 

undergraduate training and continuing professional development on the essential medicines 

concept and rational prescribing is weak; and public education on safe and prudent use of 

medicines is often inadequate. It was recommended that Member States: 

 establish and sustain a multi-stakeholder committee at the national level for: 

formulating and monitoring policy guidelines; preparing and/or periodically reviewing 

the national essential medicines list, formulary manuals, and standard treatment 

guidelines; and allocating resources and identifying executive units in the Ministry of 

Health for implementation of its policies; 

 establish drug and therapeutic committees and pharmacy services in all public and 

private hospitals to oversee implementation of national policies, essential medicines 

lists, generic prescribing, clinical guidelines and monitoring drug use; 

 establish, implement and sustain pharmacovigilance programmes in countries; 

 institutionalize continuous professional development on the essential medicines 

concept and rational use of medicines for all health care professionals; 

 include the essential medicines concept and rational use of medicines in the 

undergraduate and postgraduate curricula of health care professionals; 

 include safe and prudent use of medicines in public health education messages and 

consumer forums; 

 appropriately regulate private retail pharmacy services and promote the 

implementation of good pharmacy practice; 

 establish/strengthen capacity on health technology assessment to support evidence-

informed decision-making regarding selection, financing and supply. 

7. On drug regulation, it was concluded that national drug regulatory authorities (NDRAs) 

and drug testing laboratories had limited capacity and insufficient human and financial resources 

to carry out all functions, including regular inspection of outlets. There is inadequate sharing of 

information between NDRAs; drug laws and regulations are not regularly updated and enforced; 
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there is poor regulation of drug promotion, neutraceutical products, and traditional medicine; 

and there are too many brands of the same active pharmaceutical ingredient on the market, 

leading to regulatory burden and compromise of patient safety. It was recommended that 

Member States:  

 set up a mechanism (e.g. a regional forum) to share information and work towards 

convergence of regulatory systems and practices and regional harmonization of 

registration; 

 allocate adequate human and financial resources to allow the NDRAs to conduct all 

their responsibilities, including inspections, in an optimal manner; 

 establish/strengthen capacity for evaluation/assessment of health technologies; 

 regulate and monitor drug promotion to prevent irrational and unethical use of 

medicines; 

 review and update existing drug regulation laws to ensure compliance with 

international standards; 

 explore options to effectively regulate the market to address excessive multiplicity of 

products. 

8. On drug policy and coordination, it was concluded that many patients do not have 

access to essential medicines and that there is often a lack of a comprehensive national 

medicines policy. Often there is an inadequate implementation framework and insufficient 

human and financial resources to implement the national medicines policy, which is often not 

coordinated with national health policy. Coordination between ministries (such as commerce, 

education, finance) and other Ministry of Health departments (such as maternal and child 

health) is often weak, and policy and regulatory frameworks for traditional medicines are poor. It 

was recommended that Member States:  

 develop a comprehensive national medicines policy and implementation framework, 

and secure resources for implementation to cover: access to essential medicines; 

quality, efficacy and safety of medicines; rational use of medicines; sustainable 

financing; regional collaboration; and operational research; 

 ensure that the national medicines policy is coordinated with the national health 

policy and contributes to the aim of universal health coverage; 

 establish a pharmaceutical policy department in the Ministry of Health to support a 

national coordination committee, involving all stakeholders, to draft, periodically 

review and monitor the national medicines policy and implementation framework; 

 make appropriate financial allocations to meet the essential drug requirements;  

 ensure that support to the medicines and health technology area is a part of the 

WHO country cooperation strategy. 
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9. For the situational analyses, it was concluded that undertaking such analyses had been an 

eye-opener and very useful for undertaking gap analyses, prioritizing problems, identifying 

corrective interventions and for regular monitoring. It was recommended that: 

 the protocol used by the Regional Office for South-East Asia to undertake a situational 

analysis of pharmaceuticals in health care delivery include some key performance 

indicators for intercountry and intracountry comparisons, and be adapted for use at 

country level; 

 countries undertake a situational analysis every two years for regular monitoring and 

that all situational analysis reports are published and shared; 

 a regular regional meeting is convened to share information on progress and plan the 

way forward.  

10. For WHO and partners, it was concluded that their technical capacity in countries is 

often limited and their technical support fragmented. It was recommended that: 

 WHO continue to monitor progress and appoint full-time personnel on essential 

drugs at country and regional offices, to ensure meaningful technical collaboration in 

the area of medicines and to ensure better coordinated support from partners; 

 WHO and partners support Member States to carry out all the above 

recommendations from the regional consultation. 

Technical support to Member States 

11. Specific technical support was provided to Member States upon request. This included 

provision of training on Good Manufacturing Practice inspection and dossier evaluation in drug 

regulation, assessment of regulatory authorities, provision of technical support on drug 

procurement and distribution, supporting regional workshops on promoting rational use of 

medicines, and technical support to update essential medicines lists. Most Member States of the 

South-East Asia Region participated in the 15th International Conference for Drug Regulatory 

Authorities from 23 to 26 October 2012, and all Member States participated in a regional 

meeting on drug testing laboratories on 27 April 2013. Due to lack of resources, technical 

support has been very limited and it will not be possible for the WHO Regional Office for South-

East Asia to carry out the recommendations made in the regional consultation on effective 

management of medicines unless resources are increased. 

Conclusions and recommendations 

12. The discussions in the regional consultation on effective management of medicines 

concluded that: the situational analyses had been very useful in assessing country situations with 

regard to medicines in health care delivery; all areas of medicine management are under-

resourced in most countries; and that partner support is generally limited and fragmented. It was 

recommended that: 
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 governments and partners invest in all areas of drug management including drug 

supply, selection and use, drug regulation and policy;  

 WHO appoint adequate dedicated personnel at country and regional offices to 

ensure meaningful collaboration with ministries of health and to ensure better 

coordinated support from partners; 

 the situational analysis tool used by the Regional Office be adapted and piloted for 

use by countries, every two years, in monitoring and planning; 

 all recommendations made in the consultation on effective management of 

medicines with regard to drug supply, drug selection and use, drug regulation and 

drug policy and coordination are acted upon by Member States and partners; 

 a regular regional consultation is convened by WHO to share information on progress 

and plan the way forward. 

13. These recommendations may form the basis of a regional strategy to promote rational 

use of medicines as recommended by SEA/RC64/R5. 

 


