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At this stage we have agreed to combine vaccine and pharmaceutical issues in each section. We will see how well this works and may make some changes as we go along. 

The following is a first attempt at the chapter overview. Please review and send me your comments. I have put initials and an initial word budget in [] brackets after each section title. The chapter is substantially longer than was proposed for us but I cannot see how different sections could be any shorter. If you think that entire sections could be left out feel free to suggest this.

Overview

Overview

This section will provide a brief overview of the significance of addressing issues around access to pharmaceuticals including vaccines. There would be a brief discussion of innovation, patents, TRIPS and lack of research on pharmaceuticals for developing country diseases. The multiplicity of supply and distribution models, the need for rational use and the recent attention being focused of pharmaceuticals and vaccines by Global programs will be introduced. [500 words RL]

This book identifies many diseases which can be effectively treated or prevented with pharmaceuticals and vaccines. Ensuring access to these products is critical to their benefits being fulfilled. WHO reports that a third of the world’s population lacks effective access to essential medicines. But this figure understates the reality that even within countries with apparently good services some populations lack access. Some effective vaccines such as Hepatitis B are still not universally available.

Medicines and vaccines are developed as a result of innovation by researchers and pharmaceutical companies. These innovations are protected by patents which may limit access to new medicines. However, many needed medicines are not patented in poor developing countries  or are off patent. 
 While the global pharmaceutical market is worth over $400 billion over 80% of this market is in North America, Europe and Japan.

2002 Global pharma sales by region 

World Audited Market
2002 Sales ($bn)
% Global sales ($)
% Growth (constant $)

North America 
203.6
51%
+12%

European Union
90.6
22
+8

Rest of Europe
11.3
3
+9

Japan 
46.9
12
+1

Asia, Africa and Australia
31.6
8
+11

Latin America
16.5
4
-10






TOTAL 
$400.6bn
100.0%
+8%

Source: IMS World Review 2003. Sales cover direct and indirect pharmaceutical channel purchases in US dollars from pharmaceutical wholesalers and manufacturers. The figures above represent 52 weeks of sales data, and include prescription and certain OTC data and represent manufacturer prices. 

 This has resulted in a dearth of research on “neglected diseases” prevalent in developing countries. For example of the 1325 new medicines launched between 1975 and 1977, only 11 were specifically for tropical diseases.
 Pharmaceuticals are regulated by the TRIPS agreement enforced by the WTO. A great deal of attention has been expended on ensuring that provisions within this agreement are utilized to ensure that Intellectual Property (IP) do not stand in the way of public health.

To ensure access to effective medicines and vaccines a coordinated system must function. This must encompass, selection, procurement or production ensuring quality assurance, distribution, correct use, adequate financing and effective monitoring of the system. Multiple systems involving public, private and NGO sectors frequently coexist. Patients are very likely to use multiple systems that deliver these products. External changes such as decentralization of services, introduction of cost recovery or global initiatives may result in rapid changes in service provision. Medicines and vaccines are different from other commodities, they frequently have a benefit beyond the individual and the individual consumer cannot assess the value or quality of the product. For that they depend on the prescriber and the regulator. In some circumstances this dependence may be misplaced.

This chapter aims to provide disease control professionals with information about ensuring regular access to medicines and vaccines that will be useful for them in program planning or management. Other texts such as Managing Drug Supply and WHO/EDM publications exist to provide additional information. 
 
(MDS , WHO/EDM pubs)
 [387 word]

Policy Framework

Global and National Drug and Vaccine policies

Policy Framework

Global and National Drug and Vaccine policies

National Drug Policy Process [RL 250 words]
In any country there are many stakeholders interested in the national policy about pharmaceuticals. In broad terms these can be characterised as producers, importers, distributors, prescribers, finance providers and consumers. Each has a different set of interests which in some cases are contradictory and in other cases synonymous. For example producers and importers would like to be able to charge high prices while consumers and finance providers want the lowest prices. Producers want tariffs to protect them from cheap imports while importers, finance providers and consumers want the cheap imports. Governments may see taxation on medicines as a reliable source of income while most other stakeholders see this as a way of taxing the sick. To reconcile these disparate forces developing a national drug policy is one solution many countries have undertaken.
 Disease control program managers need to be involved in these discussions at an early stage to avoid policy decisions being made which could adversely affect their programs. The objective of any national drug policy broadly relate to three key objectives relating to:

· Access

· Quality and 

· Rational Use

WHO has developed manuals and have provided technical support to countries to develop such national policies.
, 

Components of a National Drug Policy

· Selection of essential Medicines

· Affordability which includes pricing, taxation, generic competition, policies on TRIPS related issues

· Financing Options

· Supply systems

· Regulation and quality assurance

· Rational use

· Research covering both operational research and drug development and clinical research including clinical trials

· Human Resource Development for pharmaceutical policy and program management

· Monitoring and Evaluation

All of these components will be addressed in this chapter.

The Policy Process

Developing a national policy is a complex interaction of planning, management monitoring and communication that aims to produce a result which has broad support. When attempts have been made to develop a national policy by decree this has usually been short lived. Thus the process requires that there be a central management team responsible for organizing the process, identifying the main problems and stakeholders, undertaking a detailed situation analysis, setting goals and objectives and based on consultative meetings drafting a text for review. After comments are received this group would redraft the text, secure formal endorsement and launch the policy. Once the policy has been launched the priorities for implementation would need to be defines and a 3-5 year implementation plan agreed. This plan would then need to be broken down into an operational plan which could then be monitored.

If any key constituencies in the process are neglected the policy is likely to fail. Some groups may wish to stand apart but ways should be found to involve them. A number of countries such as South Africa, Australia or Macedonia have developed national policies recently and these can be examined and used as input for any national policy process. Training courses have been offered on Drug Policy Issues and the training materials used in these courses may be of use to national committees.

Global and national Vaccine Policies\ P [BM 500 words]

Selection 

Pharmaceuticals

Selection 

Pharmaceuticals
WHO Experience from Experience Based to evidence Based with use of cost effectiveness approaches [RL & BS & SF 500]

Country experiences–Comparative Analysis of Country EDL’s [RL & Brenda Waning 500]

Future Approach for Countries SA Case study [Andy Gray 500]

 Introduction Selection of a limited list of essential medicines which should always be available is a requirement of a well functioning health system. This is necessary both for supply officials who work on procurement, storage and distribution and for clinicians who aim to use medicines most effectively. There are hundreds of thousands of medicines in the world and if the procurement officials tried to procure all of them there would be chaos. Also clinicians could not possibly learn how to use all of these medicines. It is the process of selecting the medicines to have available which is a challenge as compromises always have to be made. This section aims to assist Disease Control program managers to participate most effectively in this process.

History Hospitals have had hospital formularies for more than sixty years but it was only in 1977 that the WHO led the way by defining the first Model List of Essential Drugs.
 Since that time 13 lists have been published. The definition of what was an essential medicines has changed little over time and was defined in the latest list as 

"Essential medicines are those that satisfy the priority health care needs of the population. They are selected with due regard to public health relevance, evidence on efficacy and safety, and comparative cost-effectiveness. Essential medicines are intended to be available within the context of functioning health systems at all times in adequate amounts, in the appropriate dosage forms, with assured quality and adequate information, and at a price the individual and the community can afford. The implementation of the concept of essential medicines is intended to be flexible and adaptable to many different situations; exactly which medicines are regarded as essential remains a national responsibility." 

The 2003 Committee decided to define the criteria for core and complementary lists, as follows:

The core list presents a list of minimum medicine needs for a basic health care system, listing the most efficacious, safe and cost effective medicine for priority conditions. Priority conditions are selected on the basis of current and estimated future public health relevance, and potential for safe and cost-effective treatment.  

The complementary list presents essential medicines for priority diseases, for which specialised diagnostic or monitoring facilities, and/or specialist medical care, and/or specialist training are needed. In case of doubt  medicines may also be listed as complementary on the basis of consistent higher costs or less attractive cost-effectiveness in a variety of settings.
 

At the national level similar definitions exist but are often subject of debate. Different terms may be used to distinguish between different lists and in some countries such as Zimbabwe four levels of drugs may be defined.

 These lists and the changes in the process of making these lists has recently been reviewed.
 This paper reported that the number of medicines on the WHO list has increased over time at least until the latest meeting. There are some drugs on the WHO Model list which appear on few national lists and there are some medicines which appear on many national lists but do not appear yet on the WHO list.

Process The process by which the WHO Model List is selected has evolved over time. Initially the list was selected using an experience based expert committee which worked by consensus. Since 1999 an active effort has been made to move the process to be an evidence based one with clear rules being published for the submission and review of applications for inclusion on the list.
 This has included measures to prevent Conflict of Interest. Ideally the list should be generated based on evidence based treatment guidelines for prevalent conditions. At the Global level this is difficult to do but at the national level this is the approach which should be used.
 Figure 1 here 
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The implication of this process for disease control program managers is profound. At each stage of the process they have a role to play but must be prepared to provide the information that is required. At the first stage of identifying common diseases and complaints program managers are in a strong position to provide epidemiological information as to the incidence or prevalence of a condition. At the second stage the selection of treatments would ideally have already been undertaken based on available evidence or on clinical trials data from the country. The medicines identified within these guidelines would thus become the medicines on the Essential Medicines List. This list would then serve as the basis for procurement storage and distribution activities. The evidence based treatment guidelines would define treatment practices, and be the basis of training (including examinations) and supervision.

The output of the list would ideally be a leveled list which would define which conditions could be treated at which level of the health system. Figure 2 here
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(Brenda please can you do an analysis of the anti-infective products here)

Implications for program Managers While to process for developing national lists may appear time consuming failing to participate may mean that needed medicines are left off national lists. Preparing information for the national committee on the burden of disease and on the evidence base for existing treatment guidelines will ensure the success of the process.

Vaccines

Which vaccines now – and why? [500 BM &MZ]

Which vaccines for the future? Priority vaccines and how to get them.[500 BM &MZ
]

Procurement

Pharmaceuticals

Options and experiences [BS &RL &YT 500]

Sources of Market Intelligence [RL with YT 250]

ABC and VEN analysis [RL & BS 500]

World Bank Approach [YT 500?]

Other Charges [Libby Levison 250]

Why not to promote local production in small poor countries [Warren Kaplan 500]

Vaccines [1000 BM &MZ]
Global, Regional and National approaches

Vaccines and management equipment 

Global market forces and local production

Distribution

Push and Pull systems Transport [RL 250]

Stock management including FEFO [RL 100]

Pharmaceuticals

Role of Public and private (incl NGOs) sectors [RL &BS 500]

Centralization –decentralization approaches [RL 250]

Economic assessments of options [SF 500]

Vaccines 

Vaccines management: policies and options [BM &MZ 500]

]

Cost effectiveness of different delivery strategies [MZ & SF 500]

Correct Use

Pharmaceuticals

Measuring drug use including ABC, VEN and WHO indicators mention DDD [RL&BS 750]

Understanding drug use behaviors [RL &BS 500]

Interventions to change drug use including Primary and hospital levels, acute and chronic diseases [RL&BS 750 -1000]

Economic impact of interventions to improve drug use [SF 500]

Vaccines

Safety and quality of vaccine use [BM &MZ 500]

Reaching the last child [MZ & SF 500]

Financing

Pharmaceuticals

Financing strategies for pharmaceuticals [RL, BS YT & SF 500]

Lessons learned from public, private and NGO sectors including case studies [[RL, BS YT & SF 500]

Drug pricing and control options [RL & L Levison 500]

Vaccines [BM &MZ 1000 This will be very much up to Bjorn and Michel]
Financing strategies for vaccines

Sustainable immunization programmes

Regulation and Quality Assurance [Note we may be able to merge some aspects of this section]
Pharmaceuticals

Policy approaches to registration and enforcement [RL, BS and Warren Kaplan 500]

WHO  Prequalification scheme and ten country case study [RL 500]

Fees and Enforcement experiences [Warren Kaplan 500]

Screening for and preventing substandard and counterfeit products [RL and Warren Kaplan 500]

Vaccines

Global prequalification scheme [MZ & BM 500]

Strengthening NRA’s [MZ & BM 500]

Monitoring and Evaluation

Pharmaceuticals

Existing Monitoring Instruments eg WHO, MSH, JSI, WB, WHO/HAI Pricing measures [RL YT 500]

Experiences of using serial monitoring surveys eg Zimbabwe and Namibia [RL 250]

Evaluation experiences including case studies [RL & BS & SF 500]

Vaccines

Monitoring vaccine use (MZ/BM 500)
Assesing vaccine management (MZ/BM 500)
Global Initiatives

Pharmaceuticals

Overview of Funds including Global Fund for AIDS, TB and Malaria, Global Drug Facility for TB, Ivermectin program, Disease related programs eg Trachoma Initiative, etc MSF programs [RL, BS, YT & SF 1000]

Vaccines

GAVI and the Vaccine Fund [MZ & BM  500]

Polio, measles, tetanus and safe injection partnerships (BM 400)

Research Priorities

Pharmaceuticals

Existing Research Priorities [Patrice Troillier 500]

New Initiatives including MMV, TB drugs, MSF project [Ask each program to write 250 words each total 1000]

Vaccines

Vaccine Research Priorities [MZ & BM 500]

Challenges to vaccine development [MZ &BM 500]

Future Outlook

Pharmaceuticals

Discovery and Access Issues [RL, BS, SF 500]

Drug resistance [?? RL + Kathy Holloway 500 may be covered elsewhere in book]

Vaccines

Vaccines for 21 Century [MZ & BM 500]

Note Total Word count at this time is about 30,000 words! This is nearly three times the word budget they had been proposed for us. I will consult the section editor in case he can suggest what should be left out of this chapter but I think we will struggle to provide the minimum needed information for the expected readers

Notes about Formatting

The editors have requested that we follow the World Bank publications style guide. If you would like me to send you a copy of the 45 page guide, I would be happy to do so.

Please may I suggest that we use Times Roman 12 point font one and half spaced line spacing with 1 inch margins on all sides. 

Please use three levels of header. Please do not use numbers before headers

Header 1 16 point Arial bold

Header 2 14 point Arial bold italic

Header 3 13 point Arial bold

Text after headers

Please always have at least two sentences after a header.

References

Please use the Author Date system and may I suggest to start with that you put your references at the end of each section that you are writing. We can fix the references at the end. For major books like Managing Drug Supply it may be useful to put Page numbers as well at this early stage.

Filename Date and Author

May I request that each time you save a version of the file you update the header and footer with a new file name that includes the date and that you change the footer to reflect who last wrote or revised the chapter. In general when revising a section please use the track changes facility.
September 15, 2003
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