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Introduction
This session focuses on the need for and the process of developing National Medicine Policies (NMP). It presents and discusses various aspects of NMP’s and their development and implementation.
We describe the history of national medicines policies and how they came to be developed, well as the background of NMPs, with particular reference to the range of stakeholders or actors with an interest in the process or the final product. We identify the key characteristics of an NMP, with particular reference to how an NMP fits within a national health policy. The range of components will be listed and discussed in general; the key point is that it is important for the policy to address all components in some way.
Your first assignment is based largely on this session. For the assignment you will draw on the main topics and points in the session, so you should have a look at Assignment 1 as you study this session, to make sure you are learning what you need to assist you with the assignment.
Discussion Forum – In this session the Discussion Forum will consist of a discussion based on 8 reflection points, indicated by a bubble like the one below. You will consider the reflection questions, and contribute to the Discussion Forum based on your responses. It would help to make notes of your thoughts, to guide your contribution to the online discussion. You are expected to choose the 5 reflections that interest you most, and make 5 contributions over the week. You will be given a mark based on your overall participation.
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5. The National Medicines Policy process
6. Session summary

7. References and additional readings
Timing of this Session 
There are 2 main readings, some additional, optional readings which you can access via links in the session, and a number of reflections for the Discussion Forum. It is likely to take you about 5 hours to complete. 
Learning outcomes for the session

	Public Health Outcomes 

By the end of this session, you should be able to:

· Identify historical events related to NMPs

· Discuss the background for having an NMP.

· Suggest who are the key stakeholders to be involved in the development or revision of an NMP

· List the key components of a NMP.

· Consider the possible approaches for developing an NMP bearing in mind experiences from other countries.
	Academic Learning Outcomes
In the session, you will practise these academic skills:

· Consider and make notes on issues related to NMPs

· Use notes to participate in online discussion forum
· Skim read for overview of an article

· Read for specific information
· Read information in graphic form (graph, table)

· Apply ideas/principles to own context

· Summarise main points in an article.


Readings 
You will be referred to these two readings as you work through the session. It is important that you download and read them as you will otherwise not be able to contribute meaningfully in the Discussion Forum, or complete Assignment 1, which follows this session:

WHO. (2002). How to develop and implement a national drug policy. World Health Organization. Geneva. [Online] Available at http://apps.who.int/medicinedocs/pdf/s2283e/s2283e.pdf [Downloaded 18.02.2019]
Hoebert, J.M., van Dijk, L., Mantel-Teeuwisse, A.K., Leufkens, H.G.M. and Laing, R.O. (2013). National medicines policies – a review of the evolution and development processes. Journal of Pharmaceutical Policy and Practice. 6:5. [Online]. Available at: http

 HYPERLINK "http://www.joppp.org/content/6/1/5" ://

 HYPERLINK "http://www.joppp.org/content/6/1/5" www.joppp.org/content/6/1/5  [Downloaded 12.02.2019]
1 History of National Medicine Policies
1978: At the Alma Ata meeting on Primary Health Care in 1978 Essential Medicines were identified as one of the eight essential components. After the conference there was a great deal of controversy about the implications of the term “Essential Medicines.” If some medicines were “essential” did that mean other safe and effective medicines were not “essential”.
Reflection 1 for Discussion Forum:
  

1985: The Conference of Experts on Rational Use of Drugs was convened by the WHO in Nairobi, Kenya. In many ways this was a “peace conference” of countries with different national interests, pharmaceutical companies, activists who argued for universal access to essential medicines and the WHO secretariat led by the visionary director of WHO at the time Dr Hafdan Mahler. The outcome of the meeting was a compromise in that it was agreed that in “developing countries” essential medicines would be for the public sector and that for the private sector all medicines would continue to be available to those who could pay. However to implement such a decision at national level would require the development of National Medicines Policies (NMPs). The newly formed Essential Drugs Programme in WHO Headquarters in Geneva led by Dr Ernst Lauridsen undertook to develop advice for countries to help them develop their National Medicines Guidelines.
1987: A working group of experts was convened to draft guidelines for NDP’s. This working group, which was made up of experts from High Medium and Low Income countries, produced a short report that provided a guide for countries to develop their own national medicine policies. 
1988: These guidelines for NDP’s were released and many countries, with support and encouragement from WHO, began to develop their own national medicine policies. Often these policies were a combination of existing polices with new policies to fill gaps.
If you are interested in the history of NMP developments, you can read the details in this 1988 document at: (http://apps.who.int/medicinedocs/documents/s19151en/s19151en.pdf)


Reflection 2 for Discussion Forum:

1995: The first and only Expert Committee on NDPs met and produced a report. This is an optional reading, which you can read on the WHO Essential Medicines Information Portal at: http://apps.who.int/medicinedocs/documents/s16221e/s16221e.pdf.
This is a longer report that may be of interest to those who wish to understand how thinking about national medicine policies evolved.
Looking back on this document it is clear that the conflict that was to arise in the 1990s over patents and intellectual property was still in the future. A section of the report describes the process for developing a National Medicines Policy and the importance of Monitoring and Evaluation were briefly mentioned.
2002: New guidelines were published by WHO. This was a more comprehensive version of the 1988 guidelines and has been widely used though it is now outdated in some areas. You will study this version of guidelines in more detail in this session. Please refer to this document and read through the Contents pages to get an overview of what it includes and how it is structured. You will be referred to specific sections later.  
	Reading

WHO. (2002). How to develop and implement a national drug policy. http://apps.who.int/medicinedocs/pdf/s2283e/s2283e.pdf 



Following the publication of these guidelines, many countries developed their own guidelines. That process has been thoroughly reviewed in the article by Hoebert, et al. (2013), which you should now read.
	Reading

Hoebert, J.M., van Dijk, L., Mantel-Teeuwisse, A.K., Leufkens, H.G.M. and Laing, R.O. (2013). National medicines policies – a review of the evolution and development processes. Journal of Pharmaceutical Policy and Practice. 6:5.
https://joppp.biomedcentral.com/articles/10.1186/2052-3211-6-5 
As you read this 10-page article, look for responses to the following questions to guide your reading:

1. What were the objectives and aim of the review?
2. What was the situation regarding NMPs in 2011 (two years before the article was published)? Look at Figure 1 and Table 1, as well as the text.

3. What did you learn from the 4 case studies about the NMP process?

4. What do you think was the main point the authors concluded from the study?  



2 Background to National Medicine Policies
Why should a country have a national medicines policy? The most important reason is that medicines are a critical element of any health system. Without medicines a health system lacks credibility. Medicines also amount to a major component of health expenditure at an individual, institutional or national level.

Among the key reasons to have a national medicines policy:

· The need for a common framework to coordinate many different actors in the pharmaceutical field. 

· Actors should include regulators (quality, safety and efficacy), producers (local & international), medicine users (prescribers & consumers), health planners & managers, health finance authorities and researchers.

· Each has valid interests in the field, and these may be contradictory or supportive

· It can involve both public & private sectors
Reflection 3 for Discussion Forum:
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Characteristics of a National Medicines Policy

A National Medicine Policy should be an essential part of the national health policy and must fit within the framework of a particular health care system. In reality this ideal situation may be difficult to achieve. Sometimes there may not be a national health policy or it may be so outdated as to be irrelevant to the new national medicines policy. Sometimes the health policy may be an aspirational document not related to the present reality. Under these circumstances, developing a NMP may be needed despite the absence of a National Health Policy. Conversely, when a new Health policy such as Universal Health Coverage (UHC) is announced, the National Medicines Policy will have to change. 

The goals of the NMP should be consistent with broader health objectives. Sometimes politicians demand that a NMP should also address industrial or developmental objectives. This may lead to internal conflicts within a NMP. For example promoting a national pharmaceutical industry should not be at the cost of increased medicines prices to local patients especially if public sector facilities charge to recover their costs. 

Health policy and the level of service provision in a particular country are important determinants of medicines policy and define the range of choices and options. For example in some countries medicines for NCDs such as diabetes are only provided at District Hospital level and above. Another common problem can occur if, according to policy, only doctors are allowed to prescribe antibiotics. When primary care clinics and health centres are staffed by nurses, such policies can affect access.

Implementation of an effective drug policy promotes confidence in and use of health services. Conversely a health system without medicines to provide curative services will lack credibility to provide health promotion or prevention services.
Reflection 4 for Discussion Forum:
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Components of a National Medicines Policy

There are many different components to consider in designing a NMP, and many different actors are involved in these different components. Some are outside MoH, some outside government, some even outside the country.

This all means that NMP planners need to be aware of, though not expert in all areas. This can be challenging especially if the individual has a narrow skills base or limited experience. For example sometimes the chair of the NMP Committee may be a political appointment and may know a lot about surgery but may know very little about procurement or quality assurance of medicines and devices.
The details of what should be addressed in the key components of a NMP are described in detail in the following reading to which you have already been introduced. 
	Reading

WHO. (2002). How to develop and implement a national drug policy. Part II Pages 27- 77. 
http://apps.who.int/medicinedocs/pdf/s2283e/s2283e.pdf
1. Read the ‘Key policy issues’ box at the start of each component (sections 4-12) and see if these issues are relevant in your context.

2. Read in more detail the information about those components that interest you particularly. 



Below are some additional notes to consider in relation to the guidelines you have read. As you read these notes, think about this reflection question:
Reflection 5 for Discussion Forum

· Legislation, Regulation and Guidelines

The challenge with developing a policy in this area is the number of regulatory bodies that exist that affect medicines and their management. The Medicines Regulatory Agency is always involved in both legislation and regulation. The Essential Medicines List committee and the Standard Treatment Guidelines may be very separate or be coordinated or may be the same committee. Procurement may be regulated by the National Tender Board or a similar institution. The roles and responsibilities of Pharmacists and technicians or assistants may be regulated by the Health Professions Board or the Pharmacy Council. The Advertising Standards Board may regulate Over-the-Counter (OTC) or other product promotional activities. All have to be involved and be committed to supporting the NMP.

· Selection of Medicines

While this may appear to be a simple task of the MoH EML selection committee, complications can occur when defining levels of care to be provided – e.g. medicines, specialist medicines, rare disease medicines, nutritional supplements. Also, should such a list be used by the National Health Insurance Fund or private sector institutions? Which medicines should be Over the Counter?

· Supply (including procurement & production issues) 

This area can be very challenging especially when there is pressure to provide preferences for local producers. Also all of the issues around patents, TRIPS flexibilities, parallel trade, local production in facilities etc. may be challenging.

· Quality Assurance

This area can apply both to products and process issues. Who should be responsible for GMP, product testing and reporting? Who should be allowed to import, wholesale, distribute and dispense medicines? 

· Rational Drug Use

This area is often neglected in NMPs but if medicine use is not monitored and misuse addressed, adverse events can occur and resources will be wasted. What are the responsibilities of companies to promote their products ethically and without bribing prescribers? Who should be responsible for enforcement?

· Economic Strategies for Drugs

This component is always controversial. It involves financing and costs. How will the government provide resources for medicines, regulatory activities, storage and distribution as well as paying salaries and institutional costs? What is the role of industry in paying regulatory costs? Who should determine medicine prices? In all OECD countries except the US governments determine either directly or indirectly the prices paid. In LMICs most payment for medicines are from individuals who have very little power to negotiate costs. 

· Monitoring & Evaluation of NMP’s

Again these two aspects of an NMP are often neglected or forgotten. The better policies define indicators, provide a timeline for reporting results and suggest when the NMP should be evaluated and how this could be done.

· Research

This component often covers two areas. The first is the regulation of pharmaceutical related research. This encompasses clinical trial registration and approvals as well as the production and testing of new molecules. The second area of research that can be included in an NMP is that of studying the pharmaceutical system and testing interventions to improve production.
· Human Resources Development

This component can be very controversial. The different roles of pharmacists, pharmacy technicians, and assistants affects professional organizations who often wish to protect the interests of their members ahead of the national interest. Issues related to professional development and levels of responsibility may also arise.

· Technical Cooperation among Countries

This is a component that is frequently ignored. But there is much that can be encouraged such as joint inspections, sharing of inspection reports, harmonization of regulatory submissions etc. Joint training or exchanges can also facilitate effective programme development.
Reflection 6 for Discussion Forum:

Each component has a crucial part to play in the overall policy. Emphasising one component at the expense of others weakens the entire policy. Unfortunately this can be a common problem with donors insisting that they will only fund an area of interest to them. For example both the Gates Foundation and USAID refuse to fund NCD access activities unless the project can be related to HIV, TB or malaria. In the past UNICEF would fund growth monitoring but would not provide food supplementation!
Reflection 7 for Discussion Forum:
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The National Medicine Policy process 

In the 2002 WHO guidelines, Part I, Chapter 2 entitled The national drug policy process provides a good description of the key steps in the process of developing a national medicines policy. You should turn to this section now.
	Reading

WHO. (2002). How to develop and implement a national drug policy. Part I: Chapter 2; pages 11 – 20.
 http://apps.who.int/medicinedocs/pdf/s2283e/s2283e.pdf
As you read through this section, think about the following questions, in the context of own country:

1. What do you think would be the most difficult of the 8 steps outlined for formulating a NMP, and why would this be so?
2. What could be the challenges for developing a NMP, in relation to stakeholders and politics?  
3. Look at Box 1 on page 16 – ‘Practical aspects of policy implementation’. Which of these strategies do you think would work well in your country?



Summary and comments on the chapter

The first section of the chapter describes an overview of the process and discusses three key aspects:
· Planning

· Involving all parties

· Political dynamics

From our experience the political dynamics and the challenge of involving all parties can be very demanding as different parties have different perspectives and interests. Sometimes there are objections to participation of private sector actors but the reality is that if they are not involved they may well be able to sabotage the policy.

The second section lays out the steps needed to formulate a national policy. The steps are:

1. Organize the policy process

2. Identify the main problems

3. Make a detailed situation analysis

4. Set goals and objectives for a national medicines policy

5. Draft the text of the policy

6. Circulate and revise the policy

7. Secure formal endorsement of the policy

8. Launch the national medicines policy

Again based on our experience, working groups should be formed to develop components of the policy, but it is critical that each group is aware of what the other groups are doing and ideally different individuals should serve on multiple working groups. A consultant can help the process but finally there has to be buy-in or at least acceptance by all the nationals involved. Conflict of interest may occur and this should be addressed early and explicitly.

The third section addresses implementation of the policy. The different elements as described are:

· Priorities for implementation

· Master plan and work plans

· Responsibilities in implementation

· Financial (and human) resources

· Regional cooperation

· Technical cooperation with WHO

When these guidelines were originally written, WHO Headquarters actively provided support to countries to develop NMPs. The situation has now changed and the Regional Advisers may be able to assist or identify individuals in the region who may be able to assist.

The final section of the chapter, on Monitoring and Evaluation, is often left to the end of the policy process and policy implementation suffers. The elements of this section are:

· Why are monitoring and evaluation important?

· Indicators for monitoring national medicine policies

· Routine reporting or sentinel reporting

· Who can use the results?

· Multi country comparative evaluations

· Periodic evaluations of the NMP

A key aspect of establishing a monitoring framework is agreement on a simple set of indicators that can be collected and reported regularly and that are useful for management. Ideally each component of the policy should have input, output and outcome indicators that can be collected from already existing routinely generated data.

Reflection 8 for Discussion Forum:
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Session Summary
In this session you have studied the evolution and process of developing National Medicines Policies. You should now understand what NMPs are and how they relate to National Health Policies. You also looked at the characteristics and components of a NMP, and how the components relate to each other, and should be an integral part of the policy.
You read a key WHO document on guidelines for developing NMPs, as well as a review of the process over time, which looked at four country cases in particular, as well as worldwide statistics. These readings should have given you a good overview of the state and development of NMP’s since the Alma Ata conference in 1978.

7
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Session 3 





Reflection for Discussion Forum:





Do you think a National Medicines Policy should focus only on Essential Medicines or on all medicines in a country?








What policies do you think might already have existed in some countries? What would they need to add�?








Apart from the actors mentioned above, who else has an interest in the National Medicine Policy? 








Can you think of policies from outside the health sector that could adversely affect the access to or quality of health services being provided? 








Are any of these issues familiar to you in your country context? Think of some examples to share.





This list of components was originally developed in 1988 and was modified in 2002. Much has changed since then. What additional components could be included? Should Traditional Medicines have their own policy or be included in this policy?








Have you experienced a donor or a policy maker insisting on supporting an activity that was not a priority for you, and refusing to support what you requested? What happened?








What would be the most useful input, output and outcome indicators around medicines that already exist in your countries health system? Please suggest three examples of useful indicators.
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