[image: image53.png]squetting slab



      

                                            [image: image1.png]§ AMREF
o





DISTANCE EDUCATION PROGRAMME


Unit 1
Policies and Drug Control
	[image: image2.png]



	Allan and Nesta

Ferguson Trust


UNIT 1:  Policies and Drug Control


A distance learning course of the Directorate of Learning Systems (AMREF)

Published by the African Medical Research Foundation (AMREF)

© 2007 

This course is distributed under the Creative Commons Attribution-Share Alike 3.0 License.  Any part of this unit including the illustrations, may be copied, reproduced or adapted to meet the needs of local health workers, or for teaching purposes, provided proper citation is accorded AMREF.  If this work is altered, transformed or built upon, the resulting work may be distributed only under a license identical to this one.  AMREF would be grateful to learn how you are using this course, and welcomes constructive comments and suggestions. Please address any correspondence to:

Directorate of Capacity Building
AMREF Headquarters

P O Box 27691 – 00506, Nairobi, Kenya

Email: amreftraining@amrefhq.org

Writer:
 Dr W.B. Odinga Oduol, DPharm. MSc (Pharmacol.), RFell. (BGA) Berlin

Chief Editor:  Joan Mutero

Cover Design
: Bruce Kynes

Technical Co-ordinator: Joan Mutero

The African Medical Research Foundation (AMREF would like to acknowledge the generous contributions of the Commonwealth of Learning (COL) and the Allan and Nesta Ferguson Trust towards the production of this course.

Contents

1Unit Introduction


1Unit Objectives


2Section 1: Essential Drugs Concept


2Introduction


2Section Objectives


2What are Essential Drugs or Medicines?


5Evolution of  Essential Drugs Concept


5The Kenya Essential Drugs Programme


8Summary


9Section 2: Primary Health Care


9Section Objectives


9Background of PHC


10The Definition of Primary Health Care


11The Concept of Primary Health Care


14Fundamentals of PHC


15Elements of PHC


23Principles of Primary Health Care


25Community Mobilization and Sensitisation


28Bamako Initiative


29Planning, Implementing Monitoring And Evaluating Primary Health Care Activities


31Summary


32Section 3: The Drug Management Cycle


32Introduction


32Section  Objectives


32Why Manage Drugs


34The Drug Management Cycle


36Challenges For Drug Management


38Summary


39Section 4: The National Drug Policy


39Introduction


39Objectives


39National Drug Policy


40Historical Background


42Formulating A National Drug Policy


43Goal Of A National Drug Policy


44Key Provisions of The Kenya National Drug Policy


47The Drug Policy and its Relationship with Key National Health Policies


47The HIV and AIDS Policy


50The Malaria Programme


52National Leprosy And Tuberculosis Programme


54Summary


55Section 5: Pharmaceutical Legislation And Regulation


55Introduction


55Section Objectives


55Relevant Terms in Drug Legislation and Regulation


58Pharmaceutical Legislation and Regulation In Kenya


58The Pharmacy and Poisons Board and Drugs Inspectorate


62Summary





UNIT 1:  POLICIES AND DRUG CONTROL

Unit Introduction 

Welcome to the first Unit of this course.  In this Unit you shall learn about the concept of essential medicines as well as important definitions and terminologies in pharmacy practice.  We shall also review the government’s drug policy as well as the legislation that governs and controls trade in medicines.  

This Unit is made up of 4 sections as follows:

Section 1:
Concept of Essential Medicines

Section 2:
Primary Health Care

Section 3: 
Drug Management Cycle

Section 4:
National Drug policy

Section 5:
Pharmaceutical legislation and regulation

Unit Objectives

By the end of this unit you should be able to 

· Define key pharmaceutical concepts

· Explain the concept of primary health care;

· List the basic principles of the essential drugs concept;

· Identify the components of the drug management cycle and briefly explain each step;

· Explain the purpose and value of a drug policy in a country;

· Explain the importance of controlling trade in drugs 

Let us now start with Section 1 on the Essential Drugs Concept.
Section 1: Essential Drugs Concept

Introduction

In this section you shall learn about the concept of essential drugs or medicines. As you well know most developing countries such as Kenya have limited funds for the purchase of drugs.  These funds have in the past been used to buy a wide range of drugs some of which were not essential or useful.  Therefore, governments with the assistance of the World Health Organization (WHO) revised their drug policies and included essential drugs.  

Section Objectives

By the end of this section you should be able to:

· Define essential drugs and essential drugs concept;

· Explain the historical background of the essential drugs concept;

· List the basic principles of the essential drugs concept

· Describe the Kenya essential drug programme;

· Explain the role of selective lists in facilitating equitable access to medicines.

Let us start by defining essential drugs.

What are Essential Drugs or Medicines?

You probably already know what essential drugs are.  Start by writing down your definition in the space provided.
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ACTIVITY
Write down your definition of essential drugs

___________________________________________________________________________________

___________________________________________________________________________________

_________________________________________________________________________________


Now confirm your answer as you read the following discussion.

Essential drugs are those drugs that satisfy the priority health care needs of the population. In other words, they are those drugs that are relevant to the common diseases of the majority of the population in a country or community.  They must also be in sufficient supply at all times.

 For example, if malaria is common in your catchment area, then anti-malaria drugs should be one of the essential drugs in your health facility. 

 Experience has shown that if we select a limited range of essential medicines based on our health needs, we achieve a higher quality of care, better management of medicines, including improved quality of prescribed medicines and a more cost-effective use of available health resources. 
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ACTIVITY
What are the qualities of an essential drug?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




I hope your answer included the following qualities of essential drugs:
· Effectiveness

· Safety

· Good quality

· Few side effects

· Affordable

Let us now discuss each of these qualities in turn.
· Effectiveness

An effective drug is one that can cure the disease it’s prescribed for.  There are many drugs on the market, which are said to be effective and yet they are not. For example.

· Ascorbic acid (vitamin C) tablets BP are said to be effective against the common cold.  However, scientific experience shows that this is not true.

· Similarly, many cough mixtures are ineffective. However due to demand for cough mixtures, pharmaceutical drug companies combine a number of ingredients and prepare them in a syrup base.  The final product is then said  to treat all types of productive and non-productive coughs.  These products are heavily advertised and many people buy them.  Ironically, the more such a mixture costs, the more people believe in it.  Yet, scientifically, we know that those mixtures are of very limited value. 

On the other hand, drugs like quinine which treat malaria effectively qualify to be called Essential Drugs.
· Safety


An Essential Drug must be safe to be used by the majority of patients.  All drugs are toxic if the necessary care is not taken.  Some drugs that are effective may also be very unsafe for some patients.  Pregnant mothers who used thalidomide, which is a very effective hypnotic, in the 1950s and early 1960s, unfortunately produced babies without limbs (phocomelia).  The drug was then withdrawn from the open market and the company that produced it had to compensate the victims.  Thalidomide, however, is still useful in leprosy to treat some reactions. But it does not qualify to be an Essential Drug. Safety of drugs therefore, refers to a situation where the drug has minimal side effects. 

· Good quality

An essential drug must be of good quality.  A drug can be effective and safe but may be spoilt easily during handling or when improperly stored. Some Acetylsalicylic acid (Aspirin) tablets BP easily crumble into powder when exposed to a humid atmosphere.  Others are so hard that they pass through our digestive system intact! This implies no absorption took place.

To ensure some degree of good quality, WHO recommends that only drugs that have been issued with certificates of Good Manufacturing Practice (GMP) are imported into the country.  The certificate guarantees that the citizens of the manufacturing country can take the drugs made by the company in question without the government getting worried.  This helps to ensure that  substandard drugs are not sold to developing countries.

At the same time, each country should also have a quality control laboratory to check the drugs which are already in the country. 

· Few side effects

Essential drugs should have minimal side effects if they are given in the right dosage for the correct diagnosis.  Almost all drugs have side effects.  Some are severe, others are mild.  Severe side effects include bone narrow depression caused by chloramphemicol, which is the best drug for the treatment of typhoid.  This drug should, therefore, only be used when it’s very necessary.  Furthermore, allergy to Penicillin can be mild to severe and yet Penicillin is also a very useful drug. 

· Affordable (cheap)
An Essential Drug must be cheap to enable both the poor and the rich to afford it.  After all, one of the major problems in developing countries is lack of financial resources.  This may appear to be a contradiction between cheapness and good quality since we normally think that cheap things are not of good quality.

Drugs, like many other things, are protected by laws of potency.  These laws state that a company, or person, who discovers a drug, has the sole right to produce and sell that product for a specific period for example, 15 years.  No one else is allowed to produce that drug during those years.  After the period of protection is over, then anyone else can produce the drug. The price of the drug, therefore, then comes down due to competition. 

Many expensive drugs are sold under trade names, for example, “ASPRO”, while cheaper drugs are sold under their generic name also known as International Non-proprietary Name (INN), for example, Acetylsalicylic acid (Aspirin).  The price of ASPRO is three times the price of Asprin and yet they are made of the same chemical compound.  For this reason, WHO recommends that only drugs with generic names should be bought because they are cheaper.

It is only after you take all of the above considerations into account, that  you can then put a drug on  the Essential Drugs list.

Evolution of  Essential Drugs Concept
The concept of Essential Drugs was developed to ensure the availability of the most needed drugs at all rural health facilities in the country.  The concept was developed in 1975 during the 28th World Health Assembly (WHA).  During this meeting, WHO passed a resolution to provide greater assistance to developing countries on the selection and procurement of drugs that correspond to their national needs.   Following this resolution, the First Expert Committee on the Selection of Essential Drugs was constituted in 1976, and this committee after consultations, developed the first WHO Model of Essential Drugs in 1977.  

During the Alma Ata Conference on Primary Health Care (PHC) in 1978, provision of essential drugs was identified as one of the basic components of PHC.  Thus the essential drug concept was identified as one of the basic tools of PHC.   Indeed, a regular supply of a limited number of essential drugs was one of the indicators to measure progress in attaining the goal for Health for All by the Year 2000.

Later in 1979, at the 32nd WHA, there was a call for establishment of a special program on essential drugs. Thus in February 1981, the WHO Action Program on Essential Drugs was officially established. Its main objective was to support member states to develop and improve their drug supply systems and ensure constant availability of safe, effective, high quality drugs and vaccines, at the lowest cost, in support of PHC.  This program played a major role in promoting the essential drugs concept as a tool to make the most of scarce resources to improve health care.

Principles of the Essential Drugs Concept

The essential drugs concept is based on the following principles:

· Only a limited number of drugs are needed to meet the health needs of the majority of the population;

· The range of drugs needed should be determined by the patterns of disease, level of health care and training, and ability of the prescriber;

· If there is careful selection, wise procurement, effective distribution and rational use, all people would have access to essential drugs

Next let us look at the Kenya Essential Drugs Programme and its role in drug management and rational use.

The Kenya Essential Drugs Programme

In Kenya, the first essential drug list was produced in 1981.  To implement this concept the Ministry of Health (MOH) instituted the Essential Drugs Management Programme.  In 1985, the Nairobi Conference of Experts broadened the essential drugs concept (EDC) to include rational drug use (RDU). 
Kenya was one of the first African countries to recognize the importance of the essential drugs concept.  Indeed, as we mentioned earlier, Kenya developed its own essential drugs list in 1981, based on the WHO model. In 1992 the Ministry of Health decided to intensify its efforts to rationalize the pharmaceutical sector. 

These efforts included:

· updating the essential drugs list;
· rigorously implementing the list as the basis for drug management in the public sector; and

· developing clinical treatment guidelines.

The review of the essential drugs list and the development of the clinical guidelines were carried out by two groups working simultaneously.  Experts drawn from the Ministry of Health, University lecturers and specialists from the national and provincial hospitals reviewed the clinical guidelines and prepared a draft.   At the same time, another team reviewed the essential drugs list by comparing the drugs from the 1981 national list with those mentioned in the draft treatment guidelines, as well as those in the 1992 WHO Model List of Essential Drugs.  This group based its deliberations on the WHO criteria for the selection of essential drugs and consulted frequently with the clinical guidelines group. Emphasis was placed on drugs required to meet the health care needs of the majority of the population. This interaction between these two groups ensured that the new essential drugs list was in keeping with the national clinical practice. 

The activities of these two review teams culminated in the development and approval of a revised list conforming to WHO criteria.  This list included 195 drugs in 256 dosage forms and strengths and was divided into 7 levels of care.  Currently, the management and operationalization of the Kenya Essential Drugs Programme and the Standard Treatment Guidelines is being undertaken by the Division of Pharmacy in the Ministry of Health in conjunction with the Country Office of the World Health Organization.

The Kenya Essential Drugs List 
The Kenya Essential Drugs List was developed for all levels of health care but was initially used for the rural health institutions.  It also formed the basis of essential drug kits.  In addition, Kenya hosted the WHO sponsored International Conference on Rational Drug Use in 1985 which gave rise to the much acclaimed Spirit of Nairobi.  In the late 1980s the Ministry of Health promoted the list at the secondary and tertiary health care facilities.  Later in 1992, the Ministry revised the list and rigorously implemented the revised Essential drugs list as the basis for managing drug supply in the public health sector. A workshop with the participation of senior personnel that included clinicians, pharmacists, academicians and health educators was organized in May 1993 to revise the Kenya Essential Drugs list (KEDL).
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	Essential drugs are those that satisfy the health care needs of the majority of the population; they should therefore be available at all times in adequate amounts and in the appropriate dosage forms.




Criteria for Selection of Essential Drugs

The concept and criteria for selection of essential drugs was as outlined in the WHO Technical Report 825 of 1992, thus:
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Figure 1.1: The Esseential Drugs Target.  Source: WHO, 1997, Managing Drug Supply.
Essential drugs are those that satisfy the health care needs of the majority of the population.  They should therefore be available at all times in adequate amounts and in the appropriate dosage forms.

· The choice of such drugs depends on many factors, such as the pattern of prevalent diseases; the treatment facilities; the training and experience of the available personnel; the financial resources; and genetic, demographic, and environmental factors.

· Only drugs for which sound and adequate data on efficacy and safety are available from clinical studies, and for which evidence of performance in general use in a variety of medical settings has been obtained, should be selected.

· Each selected drug must be available in a form in which adequate quality, including bioavailability, can be ensured; its stability under the anticipated conditions of storage and use must be established.

· When two or more drugs appear to be similar in the above respects, the choice between them should be made on the basis of a careful evaluation of their relative efficacy, safety, quality, price and availability.

· In cost comparisons between drugs, the cost of the total treatment, not only the unit cost of the drugs, must be considered. The cost-benefit ratio is a major consideration in the choice of some drugs for the list. In some cases the choice may also be influenced by other factors, such as pharmacokinetic properties, or by local considerations, such as the availability of facilities for manufacture or storage.

· Most essential drugs should be formulated as single compounds. Fixed-ratio combination products are acceptable only when the dosage of each ingredient meets the requirements of a defined population group and when the combination has a proven advantage over single compounds administered separately in terms of therapeutic effect, safety or patient adherence to treatment.

The revised essential drugs list was printed in a twenty-eight-page booklet, which included background information, selection criteria, and listings by therapeutic category and level of care, as well as an alphabetical listing with store codes and packing units.

The following table summarizes the number of specific drugs or active ingredients recommended for each care. The number of different strengths or dosage forms is also listed. For the referral level (Kenyatta National Hospital), 195 different drugs in 256 different strengths or dosage forms have been included in the essential drugs list.

Table 1.1: Number of Drugs at Specific Levels of Care

	Level of Care
	Specific Drugs


	Strengths & Dosage Forms

	Referral – Kenyatta National Hospital
	195
	256

	Provincial General hospitals
	195
	255

	District hospitals
	171
	223

	Sub-District hospitals
	126
	159

	Health centers
	57
	75

	Dispensaries
	43
	57

	Community H. Workers
	11
	11


Summary

That brings us to the end of this section.  In this section we discussed the concept of essential drugs.  We looked at its definition, qualities of an essential drug, principles and evolution of the concept both globally and in Kenya.  Look back at the objectives at the beginning of this section.  Have you achieved them?  If not review the relevant sections of this section again.  In the next section we shall discuss the concept of primary health care.

Section 2: Primary Health Care

Introduction

In this section, we are going to discuss the principles and elements of the primary health care concept as well as the community-oriented approach in the provision of health care as advocated by the Bamako Initiative.  

Lets start by looking at the objectives for this section.
Section Objectives

By the end of this section you should be able to:

· Explain the primary  health care concept;
· Define Primary Health Care;
· Explain the concepts of Primary Health Care;
· List the components of Primary Health Care;
· List the 4 pillars of Primary Health Care;
· Explain the Bamako Initiative in promoting access to medicines;
· Explain community mobilization and sensitization.

Background of PHC

In the 1977, World Health Assembly, the Government of Kenya along with other member states of WHO, endorsed the worldwide social objective of “The attainment by all people of the world by the year 2000 of a level of health that will permit them to lead a socially and economically productive life” (WHO, 1977).

However, many countries in the developing world recognised the fact that it was not possible in the foreseeable future for them to achieve this worldwide social objective.  This was because many lacked the resources needed to develop and run health services.  They needed to adopt a strategy that allowed them to use the available resources to give some benefit to everyone and provide special attention to those at high risk.  So, the member Governments endorsed the Primary Health Care strategy for the provision of health services for all.  
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	The concept of “health for all” was in Kenya long before the concept of primary health care came into being 

.


The strategy for the implementation of PHC was adopted by the Kenya Government to provide health services to its population, majority (80%) of who live in the rural areas.

The Definition of Primary Health Care

What do you remember about the PHC concept?  Review your knowledge by doing the following activity.
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ACTIVITY
Write down the definition of Primary Health Care?

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________


 Compare your definition with that given in the following discussion. 

In 1978, the Alma Ata international conference on primary health care defined primary health as: 

 “.. essential health care based on practical, scientifically sound and socially acceptable methods and technology, made universally accessible to individuals and families in the community through their full participation, and at a cost that the community and country can afford to maintain at every stage of their development in the spirit of self-reliance and self-determination. In addition, It forms an integral part both of the country’s health system, of which it is the central function and main focus, and of the overall social and economic development of the community. It is the first level of contact of individuals, the family and the community with the national health system, bringing health care as close as possible to where people live and work.”

PHC is not only: 

· Primary medical care;

· First contact medical or health care; or

· Health services for all;

PHC is and does the following:

· It is intended to reach everybody, particularly those in greatest need

· It is intended to reach the home and family level, and not to be limited to health facilities

· It is intended to involve a continuing relationship with persons and families

Preventive and Promotive Health Care (PHC) includes the basic clinical, preventive, and promotive health services that should be readily accessible to all members of the population.  Emphasis is on improving family health, with particular focus on mothers and children; increasing coverage and accessibility of essential health services; improving the quality of services; and pursuing an integrated inter-sectoral and multi-disciplinary approach with community participation in the planning, delivery, and monitoring of health services  

In that definition, we hope you noted the following key statements which identify PHC as essential health care.  These are:

· PHC is universally accessible to individuals and families in the community;

· PHC is socially acceptable to all, meaning that the health care is appropriate and adequate in quality to satisfy the health needs of people, and is provided by methods acceptable to them within their social cultural norms;

· PHC is affordable, that is, whatever methods of payment used, the services should be at a price the community can afford;

· PHC promotes full participation of individual, families and communities;

· PHC is appropriate technology i.e. the use of methods and technology which use locally available supplies and equipments.

Having looked at the historical background of PHC and its definition, let us now discuss the concept of PHC. 

The Concept of Primary Health Care

Before we proceed, let us find out what the term “concept” means.
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ACTIVITY
Write down the definition of the term “concept?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


I believe you said that a concept is an idea about an issue, event or practice.

So, the concept of PHC can be described as ideas about the implementation of health care for all.  It is easily identified using the 5 A’s as follows:
· Accessible
That is, the services are geographically, financially and culturally within easy reach to the whole community.
· Acceptable
The quality of health services offered are appropriate, adequate, and able to satisfy the health needs of people; and are provided by methods which are within their social cultural norms.
· Affordable
That the services are provided at a cost that the community can afford.
· Available
The health structures and services are easily available to the community members and they also help them to assume responsibility in promoting their own health.
· Appropriate Technology:    Utilizing existing methods, techniques, and resources within the community.
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	   Primary health care should be available to everyone


Table 1.2 below outlines the 7 pillars of PHC and gives a detailed explanation of each pillar.
Table 1.2: The Seven Pillars of PHC.

	ASPECT
	DEFINITION
	COMMENT

	Health System
	Primary Health Care
	The first elements of a continuing health care process, sustained by integrated, functional and mutually support referral systems leading to the progressive improvement of the comprehensive health care for all and giving priority to those in most need.

	Priority
	Essential health problems
	Addresses main health care problems in the community providing promotive, preventive, curative and rehabilitative services

	Science
	Practical, scientifically sound
	Based on application of the relevant results of social, biomedical and health services research

	Culture
	Socially acceptable methods and technology
	Reflects and evolves from the economic conditions and socio-cultural and political characteristics of the country and communities

	Equity
	Made universally  accessible to individuals and families
	· The attainment of health care for all peoples of the world by the year 2000 and beyond of the level of health that would permit them to lead socially and economically productive lives.

· The existing gross inequality in the health status of the people particularly between developing countries as well as within countries is politically, socially and economically unacceptable.

	Participatory
	Through their full participation
	The people have the right and duty to participate individually and collectively in the planning and implementation of health care

	Sustainability
	At a cost that the community can afford to maintain at every stage of their development in the spirit of self-reliance and self-determination
	To exercise political will to mobilize the country’s resources and to use available external resources rationally.


In summary, we can say that Primary Health Care is a strategy of health care delivery which creates a partnership between the consumer of the health services and health care professionals. They both actively participate in the achievement of the common goal of improved health.
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ACTIVITY
Who are the key players in the implementation of primary health programme?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


I hope your list of key players included the Government, non-Governmental organizations, primary health care workers, community members, and so on.

	[image: image12.png]



	PHC delivery is by the people of the people and for the people.




Having described the concept of primary health care, let us now discuss the fundamentals and elements of PHC.  We shall start with the fundamentals of PHC.

Fundamentals of PHC

Fundamentals of PHC are basic rules or beliefs that are essential to the existence, development or success of primary health care. 

The following are the fundamentals of PHC:

· PHC reflects and evolves from the economic conditions and socio-cultural and political characteristics of the country and the communities; and is based on the application of the relevant results of social, biomedical and health services research and public health experience.

· PHC addresses the main health problems in the community, providing promotive, preventive, curative and rehabilitative services accordingly.

· PHC includes, at least: education concerning prevailing health problems and the methods of preventing and controlling them; an adequate supply of safe water and basic sanitation; maternal and child care including family planning; immunization against the major infectious diseases; prevention and control of locally endemic diseases; appropriate treatment of common diseases and injuries and provision of essential drugs.

· PHC involves, in addition to the health sector, other sectors such as agriculture, animal husbandry, food industry, education, housing, public works, communication and other sectors.  It demands the coordinated efforts of all these sectors.

· PHC requires and promotes maximum community and individual self- reliance and participation in the planning, organization, operation and control of health services, making fullest use of local, national and other available resources. Through appropriate education the communities themselves are empowered to participate.

· PHC should be sustained by integral, functional and mutually supportive referral systems leading to the progressive improvement  of comprehensive health care for all, and giving priority to those most in need.

· At local and referral levels, PHC relies on health workers, including physicians, nurses, midwives, auxiliaries and community workers, as well as traditional practitioners who are suitably trained both socially and technically, to work as a health team and to respond to the expressed health needs of the community.
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	PHC is a universal strategy for achieving health for all globally.




Elements of PHC

In the Alma Ata conference of 1978, eight essential elements of PHC were identified.  However, individual countries were given the liberty to add any other elements they felt were relevant to their own country.  Kenya has added 6 other elements.
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ACTIVITY
List the eight essential PHC elements defined at the Alma Ata Conference?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


Now read the following section and check if you got all the elements correct.

The PHC elements listed at the Alma-Ata Declaration were as follows:

1. Education concerning prevailing health problems and the methods of preventing and controlling them.

2. Local disease control

3. Expanded programme of immunization

4. Maternal and child health care and family planning

5. Essential drug supply

6. Nutrition and adequate food supply 

7. Treatment and prevention of common diseases and injuries.

8. Safe water supply and good sanitation.
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	Use the acronym “ELEMENTS” to help you remember these eight elements. 


As we earlier mentioned, the Kenya Government has added more elements to the ones we have just discussed.  These are:
· Mental Health

· Dental Health

· Community based rehabilitation

· Malaria Control

· STI and HIV/AIDS prevention and control.

Let us briefly look at each element and what it entails. 
Health Education
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ACTIVITY

What Is Health Education?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


Confirm your answer as you read the following discussion.  

Health education is education that is intended to have a positive impact on health.  It is a process of dialogue with community members to find out appropriate responses to health problems as well as empower them with the knowledge and insight they need to understand how their behaviour affects their health.   Health education today has extended its scope beyond disease prevention and control to health promotion.  It gives individuals and communities the incentive to promote the conditions that maintain good health. 

Therefore as you can see, health education is an integral part of all health services and all health personnel including yourself have an important role to play in organizing appropriate health educational programmes at all levels in the community. 

Promotion of food supply and proper nutrition

As you are well aware, nutritional deficiency states are particularly noticeable among pregnant and lactating mothers, infants and children. This may be due to the prevailing cultural or economic factors in the community.   As a community health nurse, it is your responsibility to take suitable measures to prevent and treat diarrhoea diseases, intestinal parasites and other diseases which lead to nutritional deficiency states. It is also your responsibility to support health promotional measures such as child spacing, nutrition education, kitchen garden and food hygiene.  In co-ordination with other sectors, you should also encourage community members to grow more foods, prevent post-harvest spoilage through construction of simple food stores, and to keep poultry and dairy cattle.
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Figure 1.2:  A simple food store 
Water supply and basic sanitation

Safe water and sanitation is not available to a major section of our population, yet, it is essential for life.  Many water borne diseases which are prevalent in the community can be prevented if communities gain access to safe water and adopt proper refuse and faecal disposal. 

So under this element, effort are made to bring together the different factors from related sectors to survey and identify sources of safe water and carry out proper analysis of the water. At the same time, community health workers should educate community members on how to protect wells and springs from contamination, how to construct latrines, compositing facilities and soakage pits.  


Figure 1.3:  VIP latrine

Maternal and child health and family planning

Children make up one-half of the community and their mothers another fifth.  So on numbers alone, health care for mothers and children forms the greater part of community health.  Also, mothers and children run a great risk of injury and disease because their lives are concerned with beginnings and growth.  MCH/FP services are therefore aimed at promoting the health of mothers and children by reducing the maternal and child mortality rates and enabling women of childbearing age to have the desired number of pregnancies and at the right interval.  
MCH/FP care has the following four main functions: 

· Antenatal care 

· Intranatal

· Prenatal care

· Postnatal care

· Family planning

Since 1980, the issue of family planning has gained momentum and highlighted an issue that was formally regarded as unimportant.   In response, our Government established the National Council for Population and Development to coordinate all population and family planning activities.   It also set up the service component of the family planning program within the ministry of health.  Also, NGOs such as FPAK, CHAK, and the Catholic Secretariat play an important role in both motivation and service provision.

The practice of family planning is an old African tradition. What is new is the variety of methods which have been introduced to prevent or delay pregnancy?

Immunisation 

Kenya has for some time now implemented immunization activities through the Kenya Expanded Programme on Immunization (KEPI).  Immunization is a very effective means of primary prevention against certain endemic and epidemic diseases.  Kenya has a long history of immunization programmes. Health workers have been trained on how to motivate and encourage mothers to bring their children for immunisation,  as well as how to identify suspected cases of immunizable diseases such as,  measles, poliomyelitis and neonatal tetanus, using standardized case definition (disease surveillance). 

Local disease control 

There are many endemic diseases in this country, some of which are confined to particular areas.  Before we continue with this discussion, can you remember what an endemic disease is?
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ACTIVITY
Write down the definition of  “Endemic Disease”

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


I believe you said that it is a disease which is present in a community all the time.  

Examples of endemic diseases in this country include the following:

· Malaria 

· Schistosomiasis

· Filariasis

· Hookworm

· Trachoma

· Onchocerciasis

As you can see, these are mainly communicable disease.  

Malaria Control

Each district in Kenya is required to determine malaria endemicity and plan and implement an appropriate control strategy. The other factor to be considered is the objective of control activities.  Four levels of control are possible as described below.

Level 1

The objective is to prevent malaria mortality and hence the control strategy is to make chemotherapy available as close as possible to every family.

Level 2

The objective is to control mortality and morbidity due to malaria. The control strategy here involves chemotherapy as close to each family as possible and chemoprophylaxis with simple anti - mosquito measures.

Level 3

The objective is to control malaria mortality, morbidity and prevalence. This requires chemotherapy and chemoprophylaxis with effective mosquito control.

Level 4

The objective here is to eradicate malaria completely. 

Given the economic situation in Kenya, the health infrastructure and the complexity of the logistical demand of the methods of control mentioned above, the first priority of malaria control for us has to be that of mortality and morbidity particularly in areas of unstable malaria. 

Treatment and prevention of common diseases and injuries

Curative care is important in its own right as it provides a powerful mechanism for teaching preventive and promotive care. 

Before you read on do the following activity.  It should take you less than 5 minutes to complete
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ACTIVITY
List 4 of the most common conditions in your catchment area.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




I am sure your list included the following:
· Diarrhoea diseases 

·  Skin diseases

· Worm infection 

· Common accidents requiring first aid;

· burns

· wounds

· bites and stings

· allergic shock

· Eye conditions

· Acute respiratory infections

You can arrive at an accurate list of the common diseases in your area by reviewing the clinic or health centre records over a period of time. 

Supply of Essential Drugs

Start by reminding yourself the definition of essential drugs which we discussed in the last section.
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ACTIVITY
What are essential drugs?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Essential drugs are basic drugs used to treat minor ailments or conditions at the dispensary and health centre levels.

Although drugs are not the only important element in Health Care, they make the health service credible because they cure disease and alleviate symptoms. Once people are assured that their symptoms and diseases can be taken care of, they have confidence in the health staff and health services provided.  The essential drugs approach is in line with PHC concept.  It is practical, scientifically sound, socially and economically acceptable.  

The supply of Essential Drugs therefore forms an integral part of the health system.  The supply of a limited number of drugs to first level health units and hospital outpatient departments brings health care close to where people live and work.   

Experience in many districts shows that the majority of our people believe that a health system without drugs isn’t worth talking about.  The presence of drugs gives credibility to the health unit.  Drugs therefore, act as a catalyst for the preventive activities for example, vaccination that the unit carries out. 

Kenya has been a pioneer in the establishment of an effective drug kits system which regularly delivers drugs to health units. Community pharmacies have also been established in remote rural areas to improve access to drugs in the community.   As a health worker you have a major responsibility in ensuring that patients have access to essential drugs and know how to manage their drug regimens for optimal effect.
Mental Health

Before we proceed, can you remember how we defined the term “health” in Module 1?  Jog your memory by doing the following activity.
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ACTIVITY
Write down the definition of health

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




We defined health as:  “… a state of complete physical, psychological, spiritual and social well-being and not merely absence of disease or infirmity” (WHO)

So, mental health services should not be viewed in isolation but as an integral part of the other services that are needed to achieve the complete health of individuals, families and communities.  Therefore health workers should:

· Be oriented to look at mental health as part and parcel of PHC;

· Promote good mental health practices through health education of the family and community in order to create awareness;

· Provide facilities in all health institutions and service delivery points for education, detection, treatment or referral of mental health problems.

Dental Health

Dental health is a strategy of care focusing on the promotive and preventive care of teeth and the oral cavity. I am sure from your experience you are aware that dental diseases are one of the most widespread diseases in our communities and yet they are largely preventable.  The ministry of health has established fully fledged dental care units in all health facilities.

Community Based Rehabilitation 

Many developing countries such as Kenya included this element in order to give special attention to the management and prevention of disabilities arising from congenital defects, chronic non-communicable diseases such as cancers, and accidental injuries.

Rehabilitation services are now being integrated at all levels of health care delivery including at the family and community level.

HIV/AIDS Prevention 

The Kenyan Government has set out technical and ethical approaches aimed at meeting the challenges presented by the HIV/AIDS pandemic.  These include:

· Adequate and equitable provision of health care to the growing numbers of HIV infected people falling sick;

· Treatment of  other sexual transmitted diseases that increase peoples biological vulnerability to HIV infection;

· Reduction of women’s vulnerability to HIV infection by improving their health, education, legal status and economic prospects;

· A supportive socio-economic environment for HIV/AIDS prevention. 

The PHC approach emphasises the need to involve individuals, family members, and community members in the prevention and control of HIV/AIDS.
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Figure 1.4: Inside a VCT centre

Bravo! You now know the fundamentals of PHC as well as all the elements adopted by our country.  Now let us look at the principles of primary health care.

Principles of Primary Health Care

In the implementation of the Primary Health Care elements which we have just discussed, a number of principles are involved.  Although the details vary from country to country each principle must be considered during the implementation of PHC.

Before we proceed with our discussion do the following activity.
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ACTIVITY
Write down the definitions of term “principle”?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Compare your definition with the one given below.

A principle is a rule or basic belief that has a major influence on the way in which something is done.  Therefore principles of PHC are rules or guidelines that govern the implementation of PHC activities.  There are five basic principles which govern the implementation of PHC.  These are: 

· Equity;

· Manpower development;

· Community participation;

· Appropriate technology; 

· Multi-sectoral approach.

Now, let us expound on each principle.

Equitable distribution
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ACTIVITY
What do you understood by the term “equity”?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


Equity is the fair and reasonable distribution of available resources to all individuals and families so that they can meet their fundamental and basic needs. Services should be physically, socially, and financially accessible to everyone. People with similar needs should have equal access to similar health services. To ensure equal access, the distribution of resources and coverage of primary health care services should be greatest in those areas with the greatest need.  This principle should be taken into account when deciding on the location of new health facilities, outreach services points, or during introduction of new health programmes, especially those that require payment for services.

Manpower development 

We know that primary health care aims at mobilizing the human potential of the entire community by making use of available resources. This principle facilitates the identification and deployment of the necessary health personnel as well as the training and development of new categories of health workers to serve the community. Comprehensive PHC requires health workers to identify solutions that involve the community, as follows:
1. It is not enough to provide oral rehydration solution and medical treatment to a sick child with diarrhoea. Maintaining the health of the child also requires providing family education on child care and environmental hygiene, as well as improving access to food.
2. In addition to counselling on breast-feeding, growth monitoring, nutrition rehabilitation, and child care, a nutrition program should promote weaning foods that are available locally.
3. PHC services for healthy people (e.g., pre-natal care, immunisation, health education) should be established as soon as possible through community-based health interventions.

Community participation

Community participation is the process by which individuals, families and communities assume responsibility in promoting their own health and welfare.  The PHC strategy underlines the importance of full community participation, especially in health decision-making. Community members and health providers need to work together in partnership to seek solutions to the complex health problems facing communities today. In addition to the health sector, families and communities need to get actively involved in taking care of their own health. Communities should participate in the following:
· creating and preserving a healthy environment

· maintaining preventive and promotive health activities

· sharing information about their needs and wants with higher authorities

· implementing health care priorities and managing clinics and hospitals

Appropriate technology
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ACTIVITY
What is appropriate technology?

____________________________________________________________________________

___________________________________________________________________________

____________________________________________________________________________

____________________________________________________________________________

____________________________________________________________________________




Confirm your answer as you read the following discussion.  

Appropriate technology is the kind of technology that is scientifically or technically sound and adaptable to local needs, and which the community can afford to maintain at every stage of their development in the spirit of self-reliance and self-determination.  It includes issues of costs and affordability of services, type of equipments and their pattern of distribution throughout the community. An increasing complexity in health care methods should be observed upward in the PHC pyramid (see below). Care-givers should be trained to deliver services using the most appropriate and cost-effective methods and equipment for their level of care.
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	Appropriate technology does not necessarily mean low technology


.

As you can see, essential drug supply was one of the key elements of PHC as outlined at the  1978 Alma Ata WHO Conference.  Indeed, a regular supply of a limited number of essential drugs was one of the indicators to measure progress in attaining the goal of Health for All by the Year 2000 (HFA 2000). 

Community Mobilization and Sensitisation
As you are well aware, there are certain actions that cannot be carried out by individuals or households alone.  They require the collective effort of the community as a whole supported by community health workers.  That is why it is very important and empowering to strengthen the capacity of community organizations.  There are certain steps that are followed to facilitate the process of community mobilization.  Do you know these steps? List them down in the following activity.
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ACTIVITY
List down the steps you would follow to mobilize and sensitize your community for action

_____________________________________________________________________________________

_____________________________________________________________________________________

_____________________________________________________________________________________

_____________________________________________________________________________________

_____________________________________________________________________________________

_____________________________________________________________________________________




Community mobilization and sensitization requires the community health worker to follow the following steps:

· Identify charismatic community leaders and strengthen their leadership skills;
· Ensure that the people involved are those who are genuinely concerned with community health;
· Define clearly the specific tasks to be performed by each community representative and health service representative;
· Build on existing formal and informal functional grassroots structures that have credibility in the community, to the extent possible. These may include women’s groups, youth groups, or religious groups;
· Ensure an equitable representation of women and various socioeconomic groups on village committee

You should also tell the community that:
· drugs should be used only when absolutely necessary;

· all drugs are poisonous if you don’t use them properly;

· they should always go to health workers for help;

· they should follow the dispensing instructions;

· they should always read the label on the medicine container before using the medicine don’t share drugs with family members;

· they should avoid  self-medication;

· they should store drugs properly;

· they should avoid drug dependence.

Community Participation and Primary Health Care

The joint WHO/UNICEF report on the Alma Ata Conference in 1978 defined community participation as

 “the process by which individuals and families assume responsibility for their own health and welfare and for those of the community and develop the capacity to contribute to their own  and the community’s development”.

If you consider how individuals and families stand to benefit from this process, it is then possible for you to amplify this definition as follows:
Individuals and families:

· come to know their own situation better;

· are motivated to solve common problems;

· are enabled to become agents of their own development;

· no longer remain passive beneficiaries of development;

· realize that they are not obliged to accept unsuitable solutions;

· can improve and innovate to find suitable solutions; and

· can acquire the capacity to appraise a situation and weigh possibilities and determine their own contribution.

The  WHO/UNICEF report also outlines the responsibility of the health system as follows:
· explaining and advising;

· providing clear information on favourable and adverse consequences of interventions proposed;

· providing clear information on relative costs;

· establishing a continuing dialogue;

· helping people identify real health needs, and

·  helping in understanding the national strategy for PHC.

To this list we can add other responsibilities which  our health system has assumed, namely:

· Assisting communities to organize training  of community health workers (CHWs) and traditional birth attendants (TBAs);

· Assisting communities in maintaining high standards of community-based health care (CBHC) and appropriate referral;

· Assisting communities in obtaining materials they might otherwise have difficulty in locating.

Kenya also outlined its own definition of community participation in its 1986 National Guidelines.  Community participation was defined as follows: 
“ the process by which a community mobilizes its resources, initiating and taking responsibility for its own development activities and sharing in decision-making for, and implementation of, all other development programmes for overall improvement  of its health status”.

The concept of community participation was attractive to many governments as the traditional top-down development approaches to eradicate poverty and improve the living conditions of the poor had failed.  Thus after the Alma Ata Conference, many governments in developing countries took initiatives to expand community participation in the promotion and delivery of basic health services. This expansion represents both a response to the increasing trend toward decentralization and recognition of the value of locally tailored approaches, and an acknowledgement of the need for increasing levels of community financing.

One example of a community-based health programmes which was initiated in 1987 was the Bamako Initiative.  This initiative involved communities in the management and financing of basic health services and increasing access to essential drugs.  Let us now focus on this initiative and appreciate its impact and methodology.

Bamako Initiative
The Bamako Initiative was a formal statement adopted by African health ministers in 1987 in Bamako, Mali, to implement strategies designed to increase the availability of essential drugs and other healthcare services for Sub-Saharan Africans.  The Bamako initiative proposed decentralising health decision making to local levels and establishing realistic national drug policies to enhance the provision of essential drugs for Sub-Saharan Africans.  

In this initiative the consumer was seen as an active partner whose voice counted and who was able to foster better health by promoting behavioural change at the household level.

The Bamako initiative is based on three assumptions:

1. Governments’ ability to make available to the majority of the population a package of affordable and cost-effective essential health services of reasonable quality;

2. The existence of a well-functioning district health system;

3. Active participation of the community in the management of health services and cost sharing.

The objectives of this strategy were to:

· decentralize decision-making to the district level;

· reorganize the delivery of primary health care;

· institute community financing and co-management of basic health services; and 
· provide a minimum package of  essential health services at the of basic health units.

In Kenya,  the government  encouraged the setting up of community pharmacies run by community health workers (CHWs). The pharmacies stocked between nine and twelve essential drugs, which were charged at prices which not only covered their cost but also included a profit kept by the CHWs.  In addition, insecticide-treated mosquito nets were sold at subsidised prices.  Local people were positive and felt that prices were fair, though many struggled to find the necessary funds. CHWs were also positive because they could earn a small income – but there were dangers in this, particularly with the over-prescribing of unnecessary drugs to earn more money.

The Bamako Initiative program was implemented differently in different countries with notable successes.   However a decade later, two research initiatives conducted in Mali and Uganda, and later in Burkina Faso, concluded that:

· this policy did very little to improve or increase access to health care among the most deprived and excluded vulnerable population groups, 

· this policy only served to marginalize certain population groups already disenfranchised due to the emphasis on financial sustainability and viability of health care organizations; 

· the exemption mechanisms for alleviating the burden of payment and financial barriers for the poorest represent a technically feasible solution, while one not socially advocated.

Having discussed community participation and the Bamako initiative, lets now look at how you can plan, implement, monitor and evaluate PHC activities.

Planning, Implementing Monitoring And Evaluating Primary Health Care Activities

Planning, implementing, monitoring and evaluating are important steps in the processes of carrying out PHC activities.  We shall discuss each one of them in turn.

· Planning
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ACTIVITY
What is planning?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




We are sure that you said planning is the process of making decisions which affect future outcomes or in other words a systematic way of making decisions and laying down what is or ought to be done in a specified period of time.   Often,  a lot of thought and practice is needed to solve the problems of the community.  As a health worker,  you should be able to work together with your colleagues and with the community to address their problems.  This is a problem solving approach, and is based on certain steps.

Before you read on do the following activity.  It should take you about 5 minutes to complete.
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ACTIVITY

Outline some of the steps you would carry out when planning

___________________________________________________________________________________

___________________________________________________________________________________
___________________________________________________________________________________
___________________________________________________________________________________
___________________________________________________________________________________
___________________________________________________________________________________


The following are the steps to plan PHC activities:
· Determining what has to be done that is by setting objectives.

· Finding out the facts through collecting information.

· Deciding on the best solution by starting up an appropriate programme.

· Putting the solutions into practice, which is implementation.

· Checking the results, which is evaluation.

Why Plan?

Planning in PHC is important; otherwise many activities in the field can fail to meet their targets and goals because of poor or lack of planning.  

There are a number of the reasons why planning PHC activities is important.  It enables you to:

· Effectively utilize scarce resources.

· Prioritize problems.

· Avoid making mistakes.

· Achieve set objectives.

· Create order.

· Make accountability.

· Write reports.

· Build confidence.

· Solicit for more resources.

· Identify alternative strategies and methods.

Next let us discuss implementing.

· Implementing
Implementing is about putting plans into practice.  If the community participates fully in planning and resource mobilization and is fully mobilized and sensitized, it is not likely to be difficult to implement PHC activities.  The steps mentioned in planning also apply in implementation of the activities. 

· Monitoring
Monitoring means continuous tracking of PHC activities to ensure that the Inputs or resources are well utilized during the process of implementation.  The steps applied in planning and in implementation should also apply in monitoring.  It is important to monitor PHC activities for the following reasons:

· To avoid errors during implementation.

· To help you make re-adjustments on time. 

· To encourage partners.

· To assist you  in the re-allocation of resources.

· To assist you in continuous data gathering;

· To help  you  assess  the progress of PHC activities.

· Evaluation
Evaluation is simply looking critically at you programme to find out if the objectives you set at the beginning have been achieved.  
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ACTIVITY
Give two reasons why evaluation of Primary Health Care activities is important
_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


· Evaluation helps us to describe what has been done.  In this way, it serves as a basis for future planning, enabling us to build on past experience.

· Evaluation helps us to judge what activities have been done well or poorly.  It also enables us to tell whether our activities are meeting the objectives we set.

· Finally, evaluation enables us to improve on what has been done.  Once we have identified the weaknesses in our past performance, we are in a better position to correct them.

Summary

In this section we have defined Primary Health Care.  We have also outlined its key components, the 7 pillars of PHC and its various elements.  We also discussed how to mobilize and sensitise a community, community participation initiatives such as the the Bamako initiative, and the process of planning, implementing, monitoring and evaluation of PHC activities

In the next section we shall discuss the drug management cycle.

Section 3: The Drug Management Cycle
Introduction

Welcome to the third and final section of this Unit.  In this section you will acquire knowledge and skills on the systematic approach to managing drug supply from the time of manufacture to the time of ultimate use by the patients/clients.  We shall explore the framework that makes proper management of drug supply possible in the form of the drug management cycle as well as look at some of the challenges of managing drugs.  

Section  Objectives

At the end of this unit, you will be able to:

· Explain the importance of medicines in health care;

· Identify the components of the drug management cycle;

· Outline the key challenges in managing drug supply.

Most leading causes of death and disability in developing countries can be prevented, treated, or at least alleviated with cost-effective drugs. Despite this fact, literally hundreds of millions of people do not have regular access to essential drugs. Many of those who do have access are given the wrong treatment, receive too little medicine for their illness, or do not use the drug correctly.

Why Manage Drugs

The management of essential drugs requires the concerted efforts of managers in government, non-governmental organizations, and private institutions in ensuring that high-quality essential drugs are available, affordable, and used rationally.

	[image: image31.png]


ACTIVITY
  Why is it important to manage essential drugs?

_____________________________________________________________________

_____________________________________________________________________
_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


Now confirm your answers as you read the following discussion.

The importance of managing drugs is obvious to clinicians like you who face the sick and injured on a daily basis.  However, how about the Minister of health, directors of health programs, donors, and others involved in the health sector?  Is it clear to them too?
Well, the management of drugs is important for at least five reasons:

1. Drugs save lives and improve health;
2. Drugs promote trust and participation in health services;
3. Drugs are costly;
4. Drugs are different from other consumer products;
5. Substantive improvement in the supply and use of drugs is possible.
Let us discuss each reason in turn.

Drugs Save Lives and Improve Health. 

Most leading causes of discomfort, disability, and premature death can be prevented, treated, or at least alleviated with cost-effective drugs. Essential drugs are effective against common health problems and are also cost effective.

Drugs Promote Trust and Participation in Health Services

The credibility of health workers depends on their ability to save life and restore health using drugs. Aside from their direct health impact, however, the availability of essential drugs attracts patients, who can then also receive preventive and public health messages. Household and patient surveys find that drug availability is a major determinant of where patients go for health care and how satisfied they are with that care.  Availability of drugs and supplies also affects the productivity of health staff.

Drugs are Costly 

Although drugs should be cost effective, they can still be quite costly for an individual, a household, a government health system, or a country.

Drugs versus other Consumer Products

Drugs are different from other consumer products and require special attention because:

· The consumer (patient or parent) often does not choose the drug – it is prescribed by a clinician or recommended by pharmacy staff;

· Even when the consumer chooses the drug,  he is not trained to judge its appropriateness, safety, quality, or value for money;

· Neither the average medical practitioner or the average pharmacist is equipped to independently assess the quality, safety or efficacy of each new drug;

· Fear of illness can lead patients to demand from health workers or to buy for themselves, costly drugs when cheaper drugs – would achieve the same result;

· The consumer often cannot judge the likely consequences of not obtaining a needed drug. This problem is most troublesome when the decision – maker is a parent and the patient is a child.

Substantive Improvements in the Supply and Use of Drugs Are Possible

In our health systems there is a lot that we can do to improve our supply process by making it more efficient and reducing waste.   This may come as a surprise to you but we lose 70% of our expenditure on lack of careful selection, incorrect quantification, high prices, poor quality, theft, improper storage, expiration of drugs, irrational prescribing, and incorrect drug use by the patients.    You can therefore imagine how much we can accomplish if we did the right thing.    Although some drug management processes require an initial investment in systems development, training, physical infrastructure, and other development initiatives. But the potential cost reductions and therapeutic improvements are dramatic.

Having looked at the importance of drug management, let us now turn to the drug management cycle.

The Drug Management Cycle               
The drug management cycle is made up of four basic functions:

1. Selection 

2. Procurement

3. Distribution , and 

4. Use

Selection involves reviewing the prevalent health problems, identifying treatments of choice, choosing individual drugs and dosage forms, and deciding which drugs will be available at each level of health care.

Procurement involves quantifying drug requirements, selecting procurement methods, managing tenders, establishing contract terms, assuring drug quality, and ensuring adherence to contract terms.
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Figure 1.5: Drug Management Cycle.  Adapted from: Managing Drug Supply, 2nd Edition, Kumarian Press

Distribution involves clearing customs, stock control, stores management, and delivery to drug depots and health facilities

Use includes diagnosing, prescribing, dispensing, and proper consumption by the patient.

As you can see from Figure 1.5, the drug management cycle is truly a cycle.  Each major function builds on the previous function and leads logically to the next.

At the centre of the drug management cycle is a core of management support systems:

· Organization

· Financing and sustainability

· Information management and 

· Human resources management

These management support systems hold the drug management cycle together.  Finally, the entire cycle rests on a policy and legal framework that establishes and supports the public commitment to essential drug supply.

Good use of commodities means that:

· the right commodity, 

· in the right condition and right quantity, 

· must be available at the right place (the health facility), 

· at the right time (for the patient to access it), 

· and at the right cost (affordable) 

· to the right person (the patient or user).  These are the Six Rights.

It is important to note the following about the cycle:
i. The functions are inter-related and follow one another in an endless cycle.  If one function is not performed well, then the whole drug management system will fail.  For example, if drugs are procured without good forecasting, then the drugs may end up expiring in storage without ever being used.  

ii. Problems in any part of the cycle can disrupt the whole drug management system, e.g. if the health commodities lack transport to deliver them to the health facilities, this can lead to shortages in the healthcare centres.  A person working at any one of the cycle’s components should remember that their input is vital and that he/she is working to meet important client needs.

iii. The cycle only operates well within an enabling policy and legal environment. For example, all pharmaceutical drugs available in Kenya must be approved by the Pharmacy & Poisons Board (PPB) for use in Kenya under the Pharmacy & Poisons Act.

iv. This cycle applies to commodity supply chains of all sizes, from the largest, e.g. the national HIV/AIDS programme (e.g. the ART programme run by NASCOP under the Ministry of Health (MoH)), to the smallest, e.g. a health facility supplying essential drugs to outlying mobile clinics.

Challenges For Drug Management 

Although much has been achieved over the last two decades, huge gaps remain between the need for drugs and the supply of drugs, especially among poorer, less urbanized populations. A gap also remains between the availability of drugs and their rational use.
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ACTIVITY
List down some of the challenges of drug  management

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Now confirm your answers as you read the following discussion.

The major challenges for policy-makers and managers include:

· Achieving financial sustainability;
· Improving efficiency in public drug supply;
· Changing the perceptions and behaviours of  providers, patients and the public;
· Reorienting the role of government; and 

· Regulating safety, efficacy and quality.
Let us look at each in turn.

Achieving Financial Sustainability

Financial sustainability is achieved only when expenditures and financial resources balance and are sufficient to support a given level of demand.

If demand for drugs exceeds the available resources,  the health system is left with only four options: 
· to improve efficiency, 
· increase financial resources, 
· reduce demand, 
· or accept a decline in quality of care.

To achieve financial sustainability, policy-makers and essential drugs program managers must become familiar with economic concepts and methods related to cost containment, efficiency, cost-effectiveness analysis, and public expenditure decisions, the roles of the public and private sectors, and the economics of regulation.  Health sector reform is concerned with improving efficiency through changes in the organization and allocation of health care resources.  It is also concerned with health care financing.

Improving Efficiency in Public Drug Supply

As of 1988, diverse countries including Kenya were judged to have achieved reasonable success in selection, procurement, distribution and coverage for essential drugs; other countries had achieved fair to poor results in these areas.

Aside from the problem of financing, public sector drug supply in many countries continues to be plagued by ineffective management systems, lack of staff incentives, inability to control fraud and abuse, political pressures that channel drug supplies to better-off areas, and inefficient drug selection and use.
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	Sustainability is the extent to which a program will continue to achieve its policy and drug supply objectives without additional outside financial or technical support.




 Key factors for program sustainability are a well motivated and capable staff; effective management systems; and political support. Low pay, inadequate training, lack of incentives, inappropriate recruitment, and ineffective disciplinary measures undermine staff performance.  Alternative strategies for public drug supply are attracting interest such as formation of an autonomous supply agency, direct delivery, the prime vendor system, various privatized models, and mixed systems.
Changing the Perceptions and Behaviors of Providers, Patients and the Public

One of the greatest challenges is to change the way in which providers, patients and the public view and use pharmaceuticals. Major problems include prescribing and dispensing incorrect, harmful, or unnecessary drugs; failure by patients to use needed medication correctly; and wasteful or harmful self-medication practices.

Given the huge expenditures that may be wasted through irrational drug use, it is essential that governments, NGOs, and others continue to explore effective, sustainable ways of improving drug use patterns. 

Reorienting the Role of Government

Access to health care, including essential drugs, is a fundamental human right. Realization of this right may involve various combinations of public and private financing and provision of services.

In high-income countries, public financing of pharmaceuticals predominates. In low and middle-income countries, a public-private mix varies remarkably. Typically, however, 60 to 80 percent of drugs are obtained on the private market, even among low-income households.

The public health challenge is to work with the private sector and NGOs to achieve universal access to essential drugs and rational use of drugs. This involves mutual understanding, constructive partnerships, and the right incentives. Among other things greater coverage of essential drug needs through the private sector means that public resources can be focused on prevention, on control of communicable diseases, and on the poorest segments of the population.

Regulating Safety, Efficacy and Quality

 Regulatory control is an indispensable foundation for ensuring the safety, efficacy, and quality of drugs in a country. 
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	Drug legislation and regulation establish basic professional standards in both the public and private sectors.




With increasing private-sector supply, it is incumbent upon governments to ensure that all drugs meet basic standards. And the same quality standards applied to the open market must also apply to drugs procured through the public sector. Drug legislation and regulation also establish basic professional standards in both the public and private sectors.

Developing countries such as Kenya, require time to develop effective regulatory capacity. Such capacity requires a firm legislative basis, trained personnel, specific technical resources, adequate funding and – perhaps most important- public commitment to establishing and maintaining basic standards
Well, you have come to the end of this section on the drug management cycle.

Summary
In this section you have learnt the importance of managing drugs and the various functions of the drug management cycle.  We also discussed the challenges of drug management and mentioned some of the way they can be overcome.  In the next section you will learn about the national drug policy.

Section 4: The National Drug Policy

Introduction

This section focuses on national drug policy and other related policies, their key provisions, and importance in guaranteeing access to essential medicines and health care.
The idea of a national drug policy (NDP) emerged in the second half of the twentieth century as a positive concept. It is now widely accepted that every country should try to achieve optimal availability and use of drugs for patients and consumers. For these efforts to be coordinated and to support one another, well-defined overall drug policies need to be developed and implemented.

The purpose of this unit is to enable you to acquire in-depth knowledge on the Kenya government national drug policy framework for the support and provision of safe, efficacious and affordable medicines as a basic requirement for the people.

Objectives

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

· Explain the purpose and importance of a drug policy in a country

· Identify agencies that help to formulate national drug policies

· Explain the key provisions in the national drug policy

· Explore the relationship between the national drug policy and other notable health policies

National Drug Policy
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ACTIVITY
What is a national drug policy?

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________________________________


Well done!  I believe in your answer you said that a national drug policy (NDP) is a guide for action, containing the goals set by the government for the pharmaceutical sector and the main strategies and approaches for attaining them.

Historical Background

The National Drug Policy idea arose largely because piecemeal solutions failed

During and after the World War II, new and powerful drugs began to emerge in rapid succession from laboratories around the world. In just a decade, the whole field of therapeutics had been revolutionized, putting into the hands of practitioners and the public drug compounds that could cure or control problems in ways largely unknown in earlier times

Looked at globally, however, these were drugs for the rich few. The affluent countries stood in stark contrast to the rest of the world, where entire populations had little access to drugs or were struggling to cope with a maze of competitive products, many of which were obscure, overpriced, outdated, ineffective, or dangerous.

In many countries, two problems existed side by side.  There were no drugs at all in the countryside, but thousands of drugs in the cities. Medical and nursing staff in some areas worked without the medicines they needed, while practitioners in other areas faced a flood of expensive products about which they had no reliable information or that their patients could not afford.

In the 1970s, various efforts were made to solve problems in drug procurement and distribution.  Unfortunately, they were not looking at drug use. Thus the efforts and resources spent on these specific issues had limited impact on the rational use of drugs. Also, many essential drugs programmes covered only the public sector, and yet as you well know, the private sector plays a large role in supplying essential drugs in most countries. Therefore, many of these programs had only a limited impact on drug use in the country as a whole.

An idea gradually emerged: to concentrate first on a basic list of reliable drugs to meet the most vital needs – understanding them, finding ways to pay for them, and supplying them to the people.  This list was the essential drug list.   Governments realized that a number of  low-cost drug were  just as good as the expensive ones and that the savings they made would enable them supply a larger number of the population and also avoid fraudulent products.  

What these experiences suggested was that drug problems might be better tackled within a common framework. Hence the World Health Organization (WHO) became active in developing and promoting the National Drug Policy (NDP)  idea, based on the essential drugs concept.  By 1995, over 50 countries had formulated NDPs, two-thirds of which had been officially adopted.
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	A national drug policy (NDP) is a guide for action, containing the goals set by the government for the pharmaceutical sector and the main strategies and approaches for attaining them.
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Figure 1.5: National Drug Policy – A tree that bears fruit.  Source: WHO, 1997, Managing Drug Supply.
National Drug Policy provides a framework to coordinate activities of pharmaceutical sector participants.  These are the public and private sectors, non-governmental organizations (NGOs), donors, and other interested parties.

Formulating A National Drug Policy
Designing or revising a national drug policy (NDP) requires complex negotiations with the various stakeholders who are involved in drug management.  Before you read on do the following activity.
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ACTIVITY
List the key stakeholders involved in developing a national drug policy.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Well, I believe your answer included the following stakeholders:
· the national and international pharmaceutical industry’;
· the medical profession;
· drug sellers’;
· non-governmental organizations (NGOs);
· the government bureaucracy;
· international donors.

The Role of the World Health Organization

In 1975, the WHO Director General degined  essential drugs as:
“those considered to be of utmost importance and hence basic, indispensable, and necessary for the health needs of the population. They should be available at all times, in the proper dosage forms, to all segments of society”.

In 1976, the World Health Organization prepared its first Model List of Essential Drugs, listing 224 drugs and vaccines.

In Alma Ata in 1978, the WHO/UNICEF Conference on Primary Health Care adopted the essential drugs concept as one of its basic tools. In Geneva, the Division of drug Policy and Management was formed to develop the concept as part of national drug policy for member states.

The WHO’s Action Program on Essential Drugs (DAP) grew vigorously in the 1980s.  By 1984, large amounts of extra budgetary funds from European donors were provided specifically to support projects in each region of the world for developing drug selection, procurement, and distribution. Issues of drug financing were tackled, and standards were set for drug information and training.

In 1985, a WHO Conference of Experts in Nairobi broadened the approach with a new emphasis on the need to use drugs rationally.

The Essential Drugs Monitor, an international newsletter advocating an essential drugs policy in all its forms, began publication also in 1985. Such initiatives were heavily backed by voluntary efforts from the outside, notably by Health Action International, an international coalition of NGOs with a special interest in pharmaceuticals.

Goal Of A National Drug Policy
As usual, start by doing the following activity.
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ACTIVITY
What should be the overall goals of a drug policy?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Good!  Now confirm your answers as you read the following discussion.
The overall goal of an NDP in most cases is very general. Although the specific objectives differ according to the priorities set by the government the most common are:
· To make essential drugs available and affordable to those  who need them;

· To ensure the safety, efficacy and quality of all medicines provided to the public;

· To improve prescribing and dispensing practice and to promote the correct use of medicines by health workers and the public

In addition to the basic health-related goals, others there are economic goals, such as:
· to reduce the use of foreign exchange for drug imports’

· to provide jobs in areas such as dispensing, prepackaging, or production of drugs.

National development goals include the following:
· to improve internal transportation and communication systems,

· to develop national pharmaceutical production, 

· to protect intellectual property rights or avoid establishing them.

Key Provisions of The Kenya National Drug Policy
Goal and Objectives

The Kenya National Drug Policy (KNDP) was launched in July 1994 with the goal to “use available resources to develop pharmaceutical services to meet the requirements of all Kenyans in the prevention, diagnosis and treatment of diseases using efficacious, high quality, safe and cost-effective pharmaceutical products.

The specific objectives of the KNDP are as follows:

· To ensure the constant availability of safe and effective drugs to all segments of the population;

· To provide drugs through the government, private and non-governments sectors at affordable prices;

· To facilitate rational use of drugs through sound prescribing, good dispensing practices, and appropriate usage;

· To ensure that the quality of drugs manufactured in Kenya, and those imported into Kenya, meet internationally accepted quality standards;

· To encourage self-sufficiency through local manufacture of drugs for consumption and export;

· To ensure that the provision of drugs for veterinary services is consistent with this policy.

Provisions

The following is a summary of the provisions of the KNDP with regard to public and private sector drug supply, regulatory control, rational use and quality assurance:

Public Sector Drug Supply

· The Essential Drugs List is a fundamental element in promoting rational   drug use and controlling health care costs.

· An Essential Medical Supplies and Appliance List will be developed by the Ministry (of Health) for the purpose of standardizing procurement, distribution and supply management at the Ministry hospitals, health centers, and dispensaries.

· The Ministry of Health will make an annual budget for drugs and medical supplies that is based on a rational and reasonable determination of the Ministry’s needs for pharmaceuticals and medical supplies: a revolving fund will be established to purchase drugs and medical supplies.

· Pharmaceuticals for the public sector will be purchased according to current Good Pharmaceutical Procurement Practices, specified in the Policy.

· The Ministry (of Health) is responsible for ensuring that pharmaceutical products are distributed safely, efficiently, and promptly to the Ministry’s health facilities.

Drug Supply by the Private Sector & Non-governmental Organizations

· Health services provided by the private sector, including the mission and NGO sectors will be actively encouraged to adopt the essential drugs concept and , specifically, to make use of Kenya Essential drugs List (KEDL), the Kenya Veterinary Essential Drugs List (KVEDL) and the Essential Medical Supplies and Appliance List (EMSAL).

· All labeling for both locally produced and imported pharmaceutical products will carry the generic (INN- International Non-proprietary) name in letters at least two-thirds the size of the brand name.

· All institutions providing pharmaceutical services will have physically separate areas designated “Pharmacy”, licensed by the Pharmacy and Poisons Board: all institutions providing pharmaceutical services will have a pharmacy department managed by a pharmacist or pharmaceutical technologist registered by the Pharmacy and Poisons Board.

· Prescribers will be encouraged to prescribe by generic name and use the essential dugs concept: at the dispensing level, a less generic equivalent may be substituted unless the prescriber had indicated “do not substitute” on the prescription.

· Over–the- counter (OTC) drugs will be made available through licensed outlets in approved packaging carrying printed instructions for use as approved by the Pharmacy and Poisons Board.

· Drug donations from both international and local sources must comply with the provisions of the Pharmacy and Poisons Act and this Policy.

· Programs will be developed to provide for payment of prescription drugs through the National Hospital Insurance Fund (NHIF), the National Social Security Fund (NSSF) and/or private health insurance.

Veterinary Drug Supply

· The veterinary pharmaceutical services will be subject to the provisions of the Kenya National Drug Policy.

· The Ministry responsible for veterinary services will make an annual budget for veterinary drugs, which will be based on a rational determination of drugs usage.

Regulatory Control

· The Minister of Health, through the Pharmacy and Poisons Board, is vested with the powers of controlling the pharmacy profession and the trade in drugs and poisons: the department of pharmacy of the Ministry of Health is responsible for administering drug control activities and for managing public sector drug supply.

· Pharmaceutical products intended both for the Kenya market as well as products intended for export will be registered with the Pharmacy and Poisons Board, in accordance to the specified criteria.

· Drugs will be scheduled according to Part I and Part II categories and packages must carry indication of appropriate categories in bold letters.

· A Pharmaceutical Inspectorate will be established under the Pharmacy and Poisons Board to inspect drug outlets at regular intervals to ensure compliance with the laws and regulations regarding storage and dispensing of pharmaceutical products.

· The Pharmacy and Poisons Board will approve protocols for clinical trials for new drugs and established guidelines for clinical trials involving drugs already registered in Kenya.

· The Pharmacy and Poisons Board through its committees will determine the suitability of the traditional medicines and provide specifications for the practice and utilization of the medicines.

· All professional bodies handling drugs will maintain and enforce specific code of ethics to regulate the conduct of their members in drug utilization: codes of ethics for various professions dealing with drugs will be provided to the Pharmacy and Poisons Board.

Rational Use

· All prescribers will be categorized and the respective range that they will be expected to prescribe will be specified.

· Clinical guidelines for diagnosis and treatment of common hospital conditions in Kenya will form the basis for diagnosis and treatment at provincial, district and sub-district hospitals: the guidelines shall be regularly updated.

· All procurement and prescribing of drugs in the public sector and all prescribers training in medical, paramedical, pharmacy, veterinary and para-veterinary schools will be based on the use of generic names.

· All pharmacology and therapeutics training in medical, paramedical, pharmacy, veterinary, para-veterinary, dental and nursing schools, and all prescribing in teaching hospitals, will be based on the essential drugs concept.

· Each health institution must have a Pharmacy and Therapeutics Committee (PTC) consisting of the Medical Superintendent/Medical Officer-in –Charge (Chairman), Pharmacist-in-Charge (Secretary), consultants and other members of the medical staff, Nursing Officer-in-Charge, and other health professional as appropriate.

· A drug information system will be established under the Chief Pharmacist, Ministry of Health.

· Promotion and advertising of drugs to health professionals must be ethical, factual, educational, and balanced in approach and designed to impact non-exaggerated information to prescribers.

Quality Assurance

· The National Quality Control Laboratory (NQCL) will verify the quality of pharmaceutical products imported into Kenya, produced in Kenya and exported from Kenya.

· All manufacturers will be required to adhere to internally accepted standards for current Good Manufacturing Practices (GMP).

· The WHO Certification Scheme on the Quality of Pharmaceutical Products moving in international commerce will form the basis for the national certification scheme for the import and export of pharmaceuticals: the Preferential Trade Area (PTA) certification scheme will be incorporated into this national scheme.

I hope you now know the key provisions of  Kenya’s national drug policy.  Next we shall look at other notable health policies and especially as they relate to the national drug policy. We will discuss the HIV/AIDS policy, the malaria policy and the leprosy and tuberculosis programme.

The Drug Policy and its Relationship with Key National Health Policies

Let us consider the HIV/AIDS policy, but first let’s start by defining HIV/AIDS:

“the human immune deficiency virus (HIV) is the primary cause of the acquired immune deficiency syndrome (AIDS), a severe disease characterized by destruction of key elements in the patient’s immune system and resulting in a series of severe and ultimately fatal opportunistic infections and malignancies”.
The HIV and AIDS Policy
In order to meet the challenge of HIV/AIDS epidemic, the Government of Kenya recognized the need to establish clear policy guidelines and effective organizational structures. As a result, it began in 1996 to establish a national HIV/AIDS policy. This work resulted in a national draft policy that was submitted to Parliament. It was approved on September 24, 1997 as Sessional Paper No 4 of 1997 on “AIDS in Kenya”. 

 The specific objectives are:

· Give direction on how to handle controversial issues while taking into account prevailing circumstances and the socio-cultural environment;

· Enable the government to play its leadership role in AIDS prevention and control activities.

· Recommend on appropriate institutional framework for effective management and coordination of HIV/AIDS program activities. 

 Some of the key aspects of this framework are:

· Participation: All sectors of society are invited to join the effort against AIDS.

· Socio cultural issues: Efforts must be made that promote socio-cultural norms, values and beliefs that will help to reduces the of HIV transmission.

· Legal and ethical challenges: Discrimination against individuals with HIV or AIDS violates their human rights and hampers prevention efforts by discouraging people from learning about their HIV status. 

· Women and men: HIV infects everyone: men may be influenced into high risk behavior by cultural norms concerning labor migration, alcohol use, plural marriages and other aspects of social behavior; women are especially vulnerable to HIV infection due to a variety of social and biological factors.

· Children: In order to protect children, the Government will help develop clear guidelines on breastfeeding, vaccination, treatment of pregnant women who HIV positive and case and support for HIV orphans.

· Youth and young adults: The Government will provide direction in designing culturally, morally and scientifically acceptable.

· Aids education programs for youth in and out of school and advocate for the protection of youth against anti-social behaviors that put them at risk.

The Sessional Paper led to the establishment of the National AIDS Control Council (NACC) which plays a major role in organizing the response to the AIDS epidemic. 

Antiretroviral Therapy

The introduction of the highly active antiretroviral therapy (HAART) has been shown to be effective in reducing morbidity and mortality in clinical and observational studies and in practice in the western world.  The Kenya Government has developed public-private partnerships to strengthen the fight against HIV/AIDS. For the national antiretroviral programme, a task force, consisting of multi-sectoral and multi-disciplinary members, meets regularly to deliberate on programmatic and technical issues to advise the Ministry of Health. This has led to the realization of a national coordinated response, based on consensus building on treatment policies and guidelines.

The provision of ART services has been through the government of Kenya (GOK), faith-based and NGO facilities as well as in the private sector.

Service Delivery and Model of Care 

The model of HIV clinical service delivery through the public sector is based on the phased expansion of Comprehensive care Centres (CCCs) at national, provincial and district levels and in Military hospitals. The government supports the establishment of CCCs in faith-based facilities (FBOs) and works with other service providers, including private-for-profit, employee-based and nongovernmental organizations (NGOs) to increase access.

All CCCs are expected to provide care and support services in accordance with approved Ministry of Health clinical and service delivery guidelines. 

Each CCC should be ideally staffed by a care and support team working together to offer an integrated service. The basic team usually consisting of staff working both in the CCC and in the main hospital.  It includes  the following cadres:
1. Medical officer/clinical officer,

2. Nurse,

3. Nutritionist,

4. Laboratory technologist/technician,

5. Counselor,

6. Records information clerk,

7. Pharmacist/pharmaceutical technologist

Accreditation of Facilities for ART Delivery
Accreditation criteria have been developed for public and private facilities providing HIV clinical care and ART. The criteria cover the areas of personnel, equipment, physical facilities, laboratory facilities, psycho-social support systems, drug dispensing and storage facilities, services provided including linkages within and without the facility, data management.  The Ministry of Health is responsible for updating and maintaining the accreditation criteria.

Pharmaceutical and Related Commodities
The supply chain management system for ARVs includes the following components:

· patients requiring ART;
· medical sites (facilities) offering ART;
· local or national level warehouses;
· ART programme managers and policy-makers of central level;
· ARV manufacturers.
The management of ARV drugs, whether in the public or private sector, and at all levels of health care system (local, provincial, etc) follows a cycle that comprises the following:

· Selection of the ARV drugs required by the ART programme;
· Procurement of the drugs (which includes the steps of forecasting and quantification);
· Inventory management, distribution and storage of the drugs;
· Use of the drugs (prescribing, dispensing, etc.).
This cycle is supported by management functions such as 

· ART programme organization, 

· Financing drug procurement,

· Trained staff,

· Information management,

· Monitoring and evaluation, and

· Operation within a policy and legal framework.

Antiretroviral drugs require a good supply chain management system because they 

· are costly, 

· generally have a short shelf life,
· require life-long use so should be continuously available,

· require strict adherence by the patient so as to minimize development of resistance

The key purpose of the drug supply chain, or Logistics Management Information System (LMIS), is to ensure that there is an uninterrupted and reliable supply of ARVs, by ensuring the movement of ARVs from one place to another, so that they can reach their destination in the required quantity, in the least possible time and the least possible cost.  The LMIS which may be may be manual or computerized, collects information which is used for decision-making.  For example, it help in forecasting the quantity of drugs required to re-supply or expand the programme and provides a way to tract the movement of the ARV drugs.  Good use of the information collected helps prevent under or over stocking, and provides information for monitoring, evaluation and planning for the future of the ART programme.

In order to ensure effective re-stocking of government-supported ART sites as part of the LMIS, a recording and reporting system has been set up both in the central warehouse (KEMSA) and programme (NASCOP) level, and at the ART site level. The records and reports include:

· Stock-keeping records (e.g. bin cards),

· Transaction records which record information about stock movements (e.g. Requisition & Issue vouchers),

· Consumption records which record the quantity of ARV drugs dispensed to patients (e.g. Daily Activity Registers),

· Reports (e.g. Monthly AFV Consumption) that are sent by the ART site on a monthly basis to programme level or central warehouse level staff to inform them about the status of the ARV drugs at the site.

Monitoring and evaluation of the drug logistics system is used to assess progress,; to identify problem areas and to offer potential solutions in the area of drug supply.  Indicators used for this include “the number of times a programme has been out- of- stock of an ARV drug for more than 5 days” 
Please note that commodities involved in providing comprehensive HIV care are more than ARVs alone, and include:

· Preventive therapy drugs, e.g. cotrimoxazole, nevirapine for PMTCT,

· Drugs for treatment of STIs and opportunistic infections (OIs), e.g. fluconazole,

· HIV test kits and laboratory reagents,

· Laboratory reagents and supplies for ART baseline and follow-up tests, diagnosing OIs, monitoring viral load and CD4, and the side effects of ARVs, etc.  

A good supply chain should cater for all commodities needed for a HIV care program.

Having understood the HIV/AIDS Policy, let us now consider some aspects of the national guidelines for diagnosis, treatment and prevention of malaria. 

The Malaria Programme
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ACTIVITY
What is malaria?  Write your definition in the space provided below.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Malaria is a disease caused by the parasite Plasmodium, transmitted by the bite of an infected female Anopheles mosquito.
Plasmodium falciparum is the commonest species in Kenya and is associated with high morbidity and mortality.  Other species include P. malariae and P. ovale, which sometimes occur as mixed infections with P. falciparum, whilst P. vivax  is very rare.

Occurrence and Distribution of Malaria in Kenya

The level of endemicity of malaria in Kenya varies from region to region and there is a big diversity in risk of malaria infection largely driven by climate and temperature (including the effect of altitude).  Based on malaria risk, districts in Kenya can be broadly categorized classes of malaria ecology. High malaria risk areas include lakeside, coastal, highland and arid areas; low malaria risk areas are highlands within Central Province, central areas of Nairobi and Nakuru district.

Diagnosis 
The commonly used confirmatory tests to detect the presence of malaria parasites are microscopy or rapid diagnostic tests (RDTs). Quality assurance of microscopy and RDTs is vital for the sensitivity and specificity of the results.

Management
The clinical course of malaria either presents are uncomplicated malaria or severe malaria.  
The recommended first line treatment for uncomplicated malaria in Kenya is artemether-lumefantrine, currently available as a co-formulated tablet containing 20mg of artemether and 120mg of lumefantrine. This is administered as a 6-dose regimen given over 3 days. The second line treatment drug is oral quinine, administered as a daily dose of 30mg/kg in 3 divided doses of 10mg/kg of body weight 8 hourly for 7 days. 

Severe malaria is a medical emergency.  In all suspected cases of severe malaria, a parasitological confirmation of the diagnosis is recommended. In the absence of or delay in obtaining a parasitological diagnosis, patient should be treated for severe malaria on clinical grounds.  The recommended medicine of choice for severe malaria is parenteral quinine. The preferred route of administration is the intravenous route.  However, the intramuscular route can be used as an alternative where intravenous route is not feasible.

Quinine should only be given as an intravenous infusion and never given as an intravenous (bolus) injection.
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	In the absence of quinine or parentaeral antimalarials, in-patients with severe malaria who can tolerate oral feeds can be given artemether-lumefantrine or any other available effective antimalarial.  If a child is not able to drink, a nasogastric tube can be used to give oral medication.


Malaria in Pregnancy

Pregnant women are at particular risk of malaria infection. The recommended treatment for uncomplicated malaria in all trimesters of pregnancy is a 7-day therapy of oral quinine. However, artemether-lumefantrine can also be used in the second and third trimesters.

Do not withhold artemether-lumefantrine in the first trimester if quinine is not available. Severe malaria in pregnancy is a medical emergency that puts both the lives of the mother and foetus at high risk. Aggressive management is essential. The recommended medicine of choice is parenteral quinine.

National Leprosy And Tuberculosis Programme
Tuberculosis
Tuberculosis is an infectious disease caused by a bacillus called Mycobacterium tuberculosis, an acid-fast rod shaped bacillus. Occasionally, Mycobacterium bovis, transmitted through contaminated milk, and Mycobacterium africanum, also cause the disease.  In rare cases, mycobacteria other than TB may cause a disease similar to typical TB.

The bacillus is transmitted from person through aerosolized droplet nuclei and therefore coughing, which generates infected droplets, is the most important mode of transmission of TB.

In the majority of persons infected with the tubercle bacilli, the immune system is able to contain the infection and the bacilli remain dormant for the rest of a person’s life and do not lead to disease. Persons who are infected with the tubercle bacillus can be identified by the tuberculin skin test, the most used technique in Kenya for this test being the Mantoux technique.
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	Tuberculin test (mantoux) only indicates infection with the tubercle bacillus.

The Mantoux test should NOT be used to diagnose TB disease. A positive




Tuberculosis Control Strategies in Kenya

Tuberculosis control in Kenya is based on the elements of the WHO strategy of directly observed treatment short course (DOTS). DOTS stands for:
D – Direct

O – Observed

T – Treatment

S-  Short Course
When using the DOTS strategy, you must adhere to the following rules:

· Follow the National Treatment guidelines;

· Ensure that there is an adequate supply of anti- TB drugs;

· Ensure each patient is on the  correct treatment regimen;

· Administer the initial (intensive) phase of treatment under supervision;

· Encourage all patients to attend the TB clinic regularly during the continuation treatment phase;

· Promptly trace defaulters;

· Maintain accurate records on patient personal data and clinic attendance.

The responsibility for implementing the DOTS strategy and control of TB within the Ministry of Health is vested in the National Leprosy and Tuberculosis Programme (NLTP).   Structurally the NLTP consists of the Central Unit (CU) at the headquarters which consists of the Head of Programme who reports to the Head of Division of National AIDS and Sexually Transmitted Disease Control Programme (NASCOP)/NLTP and who is currently assisted by two medical officers (MOs) designated as the National TB/Leprosy Coordinators (NLTCs).

The Objectives of TB and Leprosy Control include:
· To interrupt transmission of infection;

· To reduce morbidity, mortality and disability;

· To prevent drug resistance.

Strategies to Achieve the Objectives

· Early case detection

· Treatment of the detected cases

In Kenya, the most common risk factor for TB is infection with the human immunodeficiency virus (HIV).  

Before you read on, do the following activity.
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ACTIVITY
How does HIV  influence TB infection

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


Well Done!  I believe in your answer you mentioned the following ways in which HIV influences TB:
· The virus is the most potent known risk factor for reactivation of dormant infection;

· HIV infected individuals infected with the tubercle bacilli have an annual risk of disease of 5-10% as opposed to non-HIV infected individuals who have a similar risk but over a life time;

· About one in two to three persons infected with both TB and HIV will have TB in their lifetime;

· HIV increases the rate of progression of new TB infections to disease and also increases the risk of recurrence of previously successfully treated disease;

· HIV infected TB patients are more likely to develop other acute infections and be hospitalized while receiving TB treatment. Some of these infections include bacteremic Streptococcal pneumonia and Non-typhi Salmonella septicemia;

· HIV infected TB patients are more likely to die while receiving TB treatment than TB patients who are not HIV infected. 

On the other hand, TB interacts with HIV by causing rapid progression if HIV disease
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	All persons found to be HIV positive at HIV testing sites, including VCT centres, STI clinics, PMTCT sites, etc, should be referred to the nearest TB screening centre


All TB patients should be offered HIV testing and counseling through the process of diagnostic testing and counseling (DTC).

Prevention of TB in Children

Despite the fact that Bacille-Calmette Guerin (BCG) has been in use in children since the 1920s, controversies about its effectiveness in preventing TB remain. The efficacy of this vaccine ranges from 0 to 80 in published studies.

In generation, BCG vaccination is safe. However, a small number of children develop reactions. Those who develop BCG disease should be treated using a first line regimen.

Leprosy
Leprosy is an infectious disease with a slow onset and a chronic course if not treated properly at an early stage.

Leprosy is caused by a bacillus, Mycobacterium leprae.  The bacillus multiplies very slowly (every 14 to 30 days, which explains why the incubation period is so long, an averate of  5 to 6 years. The bacillus has a preference for the skin and peripheral nerves, which are relatively the coolest places in the body. As a result of the pulmonary reactions of the body to the bacilli, nerve tissue is damaged, and this may cause damage of one or more of the three different components of the nerve:

· Sensation fibres: the damage causes loss of sensation in the innervated skin.

· Motor fibres: the damage causes weakness or paralysis in innervated muscles.

· Autonomic fibres: the damage causes dryness and hypo-pigmentation of the innervated skin.

Immunity

Leprosy is an infectious disease; however, most people have sufficient body resistance (immunity) to prevent them from getting the disease. Only a minority of infected people will actually develop the disease.

Summary

That brings us to the end of this section.  In this section we discussed Kenya’s national drug policy, its key provisions and relationship with other key health policies, namely, HIV/AIDs, Malaria and TB/Leprosy policies.  In the next section we shall discuss 

Section 5: Pharmaceutical Legislation And Regulation
Introduction
Welcome to the last section of this unit on policies and drug control.  In the last section we discussed the national drug policy.  In this section, you shall learn about pharmaceutical legislation and regulation. This is because pharmaceuticals involve many parties, including patients, doctors, other health workers, salespeople, and manufacturers, hence the need for laws and regulations. Also, the field involves risks.  People can die from a lack of medicines, or from drugs that are impure, wrongly prescribed, or used in excess.  In addition, we need laws to protect our communities from quacks or people who sell worthless remedies to members of the community.
The purpose of this section, therefore, is to acquaint you with the legislation and regulation that control trade in medicines as a means of protecting the rights, welfare and interest of the consumer.

Section Objectives
At the end of this section you will be able to:

· Explain relevant terms used in drug legislation and regulation;

· Explore the various country Acts that govern trade in pharmaceuticals;

· Analyze pertinent issues relating to international law that affect access to medicines;

Relevant Terms in Drug Legislation and Regulation

Lets start by finding out the meaning of  relevant terms that will be used in this unit.  Take 5 minutes to do the following activity.
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ACTIVITY
Write down your definition of the terms laws, Statute or Act, and policy?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




We  believe your answers mentioned the following about these terms:
· Laws

Laws are rules made by an authority for example government for proper regulation of a community or society. 
· Statute or Act

A Statute or Act is a law that has been passed by parliament of a country, which the people concerned have to follow.
· Policy

Policy is a working document or plan of action spelling out the aims and objectives of government Ministry or department.

A law on medicines must, first and foremost, clearly define what all the parties- manufacturers, doctors, and pharmacists - are required to do, so that no serious misunderstanding is possible. Drug legislation laws and regulations, for example, make clear what a manufacturer needs to do to obtain a license to sell a drug.

A good law creates administrative bodies to implement the law and ensure they are being followed. A national drug authority is one such body which is created with separate organs to deal with the practice of pharmacy, inspection of factories, and advertising of medicines.

A law will work only to the extent that it meets society’s needs.
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	 How do we control drug trade?


The field of pharmaceuticals relies on the basic principles embodied in any system of law. Since pharmaceuticals are bought and sold in society, they fall under the laws that apply to other commercial goods.  This is because money is involved and also because drugs can injure people.  Thus should any conflicts arise or should things go drastically wrong,  they are settled by civil law or if necessary  criminal law may need to be applied.

Three areas of law are considered here: 
· commercial law, 
· tort law (governing improper acts), 
· and criminal law. 
The first two are part of what is generally known as civil, or non –criminal, law.

Commercial Law 

Commercial law is a loose term for all those rules related to how business ought to be fairly conducted. It includes, e.g. the law of contracts, the law of patents, and the law of trade marks.

A contract is a binding agreement between two parties that may be individuals, companies or even states. The purpose of the law of contracts is to set the rules that apply to these agreements.

One of the greatest risks in drug procurement is to be supplied with drugs of inferior quality. Thus to protect oneself, the buyer should include a specific clause in a purchase contract to protect against this risk, such as the right to check samples in advance and to reject individual batches that do not meet the agreed-upon standards.

A patent is an exclusive right granted by a government to exploit an invention. Patent law is intended to protect the inventor from others who would like to profit from the invention. 

A trademark is a product’s trade name and a description of its package, which is registered in countries where the product is being distributed. 

There has been much controversy about drug patents. The “inventor” or developers of most of the drug substances used in medicine today have been large drug companies or institutes working closely with those companies. They claim that the long-term protection of their products via patents enables them to charge the prices needed to cover their research and development costs. Patents can completely shield a company from competition for the period of the patent, which may range from 17 to 20 years.

Tort Law

A tort is defined as a private or civil wrong done by one party to another. 
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	The law of torts is also kinown as the law of improper behaviour


The law of torts  concerns rules that people are normally supposed to obey in their relationships with one another, even when they do not have a formal contract. The law becomes involved to protect those who have suffered because someone else has not respected the rules.

If, for example, an importer advertises that a medicine can be used safely by young children when it is commonly known to be too strong for them, the importer could be liable for damages if children become ill, even though there is no contract.

Criminal Law 

Criminal law is society’s last resort when certain basic rules of behavior are so drastically broken that punishment by the state is called for in form of a fine or a period of imprisonment. 

In criminal cases involving medicines, drug authorities may push for more severe penalties, and the courts are often inclined to impose heavier penalties because the crimes can have such serious consequences. In cases in which legal sanctions might include withdrawal of a license, for example, a drug authority might be permitted to prosecute an offender before a criminal court.

Examples of criminal cases in pharmaceuticals is for example, when a firm imports and sells an unregistered drug in a country without having the new drugs assessed and approved for efficacy and safety by a registration authority.  Another example, would be when  thieves break into a central medical store (CMS)and steal drugs.

Having looked at the different types of laws used in regulating and resolving conflicts in drug trade, let us now turn to pharmaceutical legislation and regulation in Kenya.

Pharmaceutical Legislation and Regulation In Kenya
Trade in pharmaceuticals in Kenya is governed at different levels by various laws.  These include:
1. The Pharmacy and Poisons’ Act, Cap 244 Laws of Kenya

2. The Public Health Act, Cap 242, Laws of Kenya

3. The Food, Drugs and Chemical Substances Act, Cap 254, Laws of 

4. Kenya

5. The Medical Practitioners and Dentists Act, Cap 253, Laws of

6. Kenya

7. The Clinical Officers Act, Cap 260, Laws of Kenya

8. The Nurses Act, Cap257, Laws of Kenya

9. The Veterinary Surgeons Act, Cap366, Laws of Kenya

10. The Animal Drugs Act, Cap 364, Laws of Kenya

11. The Dangerous Drugs Act, Cap 245, Laws of Kenya (repealed)

12. The Radiation Protection Act, Cap 243, Laws of Kenya

The Pharmacy and Poisons Board and Drugs Inspectorate
The Pharmacy and Poisons Board is the drug regulatory authority established under the Pharmacy and Poisons Act, Cap 244 of the Laws of Kenya, and commenced operation on the 1st of May, 1957.

In 1993, the Board was established as a Body Corporate. This meant that it has financial independence, which allows for the utilization of revenues generated to be used in support of regulatory control activities.
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	The pharmacy and poisons board regulates the practice of pharmacy and the manufacture and trade in drugs and poisons


The Board regulates the practice of pharmacy and the manufacture and trade in drugs and poisons.
Its membership is made up of the following:

1. Chairman  -  Director of Medical Services

2. Registrar   -  Chief Pharmacist

3. Director of Veterinary Services
4. Four pharmacists nominated by the Pharmaceutical Society of Kenya, of whom:      

a. one shall be from the civil service;
b. one shall be from Community pharmacy;
c. one shall be from the pharmaceutical industry.
5. A representative of the Faculty of Pharmacy, University of Nairobi

6. A Pharmaceutical Technologist

The Board aims to implement the appropriate regulatory measures to achieve the highest standards of safety, efficacy and quality for all  drugs, chemical substances and medical devices (hereinafter referred to as products), locally manufactured, imported, exported, distributed, sold, or used, to ensure the protection of the consumer as envisaged by the laws regulating drugs in force in Kenya.

Before you read on do the following activity.  It should take you less than 5 minutes.
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ACTIVITY
Write down the function of the pharmacy and poisons board

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Now confirm your answers as you read the following discussion.

The Board has five main functions which it undertakes under the direction of a Registrar.    These are:
1. Drug Registration

2. Pharmaceutical Inspectorate

3. Drug Information

4. National Quality Control Laboratory

5. Administration 

The Board has constituted two committees and two sub-committees.  The Committees are:
1. The Practice Committee

2. The Finance  Committee

The Sub-committees are:

1. Training and Assessment

2. Drug  Registration
Thus the Pharmacy and Poisons Board is a regulatory body that aims to ensure the best drug quality, safety and efficacy.  To be effective, the regulatory body operates within the context of the national drug law and policy.  It must also be able to relate to other interested bodies, including organizations responsible for drug procurements in the public sector and the national formulary committee.  The PPB also manages a national reporting system on adverse reactions and drug quality problems as well as approves the packaging and directions folder that accompany a drug to ensure that they are truthful, complete and balanced.

For imported drug substances, the authority is dependent on information generated in the exporting country. This information is most effectively obtained through the WHO certification scheme on the quality of pharmaceutical products moving in international commerce (WHO 1990b and WHO/DAP 1995). This scheme must be supplemented by direct contacts with international agencies and other regulatory agencies to obtain necessary information.

The regulatory authority is vested with legal powers to:

· Issue, alter and revoke licenses for pharmaceutical products on grounds of quality, safety and efficacy;

· Ensure the safe and effective use of each product by controlling, through the terms of the license, the content of all labeling (including package inserts, associated prescribing information, and advertising) and the channels through which the product may legitimately be supplied.

· Inspect and license all manufacturing premises, importing agents, wholesalers, distributors, hospitals, dispensaries, independent pharmacies, and other retail outlets comply with prevailing regulations and guidelines. 

To implement these responsibilities, the authority must have the power to order that certain things be done and to prosecute those who contravene the law.

Drugs Inspectorate

The Drugs Inspectorate is a functional section of the Pharmacy and Poisons Board. It has the following main functions:

1. Pre-licensing inspections of manufacturing industries

2. Post licensing inspections of manufacturing industries

3. Pre-licensing of retail and wholesale outlets

4. Liaising with the appropriate units to organize educational and training programs for industry personnel

5. Sampling of on-line and finished products

6. Collection of data on local manufacturing capacities

7. Enforcement of quality assurance systems in industry

8. Routine inspection of central and regional medical stores, warehouses and other storage facilities

9. Port inspections and sampling of imports as well as exports

10. Post-marketing surveillance activities

11. Routine inspection of retain and wholesale outlets.

The Public Health ACT (Cap 242 Laws Of Kenya)
This is an Act of Parliament to make provision for securing and maintaining health. Thus all health related laws emanate from this Act.

The Public Health Act establishes the medical department (S10 (1)) under the Director of Medical Services. 

The functions of the medical department, under this Act, are listed as follows:

· to prevent and guard against the introduction of infectious disease into Kenya from outside;

· to promote the public health and the prevention, limitation or suppression of infectious, communicable or preventable diseases within Kenya;

· to advise and direct local authorities in regard to matters affecting the public health;

· to promote or carry out researches and investigations in connection with the prevention or treatment of human diseases;

· to prepare and public reports and statistical or other information relative to the public health; and,

· generally to carry out in accordance with directions the powers and duties in relation to the public health conferred or imposed by this Act.

It shall be the duty of (medical) department (S 10(3)) to obtain and publish periodically such information regarding infectious disease and other health matter in Kenya, and such procurable information regarding epidemic disease in territories adjacent to Kenya or in other countries, as the interests of the public health may require.

The Food, Drugs And Chemical Substances ACT (Cap 254 Laws Of Kenya)
This is an Act of Parliament to make provision for the prevention of adulteration of food, drugs and chemical substances and for matters incidental thereto and connected therewith.

With regard to drugs, this Act prohibits sale of adulterated drugs, deception, and non-compliance to standards. The Act provides:

S8: that” any person who sells any drug that:
 (a) is adulterated; or

 (b) consists in whole or in part of any filthy, putrid, disgusting, rotten, decomposed or diseased substance or foreign matter, shall be guilty of an offence”.

S9: “Any person who labels, packages, treats, processes, sells or advertises any drug in contravention of any regulations made under this Act, or in a manner that is false, misleading or deceptive as regards its character, constitution, value, potency, quality, composition, merit or safety, shall be guilty of an offence”.

S10(1) “Where a standard has been prescribed for a drug, any person who labels, packages, sells or advertises any substance in such a manner that it is likely to be mistaken for that drug shall be guilty of an offence  unless the substance is the drug in question and complies with the prescribed standard”.

The rest of the acts listed above regulate the appropriate practices and have important provisions relating to the use of drugs in the course of practice.

International Laws That Affect Access To Medicines
Almost all laws are written with the lawmaker’s own country and people in mind. With people and goods moving increasingly from one country to another, questions about which system of law applies often arise.

If, for example, the Director of Medical Services of Kenya signs a contract to buy drugs from Brazil, will the agreement fall under the laws of Kenya or Brazil?  The matter becomes particularly important if a disagreement arises. For example, suppose some of the goods arrive damaged. When the contract was written, no specification of legal jurisdiction was included. Which court should adjudicate the matter?

In regard to contracts, there is a system known as private international law (or sometimes conflict of laws) that helps resolve the issue.

The principles differ somewhat from country to country, but one piece of advice is generally valid: when drawing up an international contract (such as to buy goods or to employ a foreign citizen), a statement should be included as to which system of law will govern disputes.
The legal system in the country of one of the parties signing the agreement is usually chosen, or perhaps the country where the goods currently are, or where payment is to be made.

It is advisable to choose the system that seems most relevant to the situation and to the risks. If, for example, goods are being bought abroad, and the concern is that the supplier may not deliver, involvement of the courts in the supplier’s country may be the best way of ensuring delivery.

Goods transported in boats or trains belonging to a third country, are not necessarily well protected, and the law of that country may not safeguard the goods. This does not alter the fact that the seller should be responsible for ensuring that they arrive. There is no guarantee that the courts of the country selected will agree to adjudicate any case that arises, but if the choice has been a commonsense one, it will be probably respected.

An alternative is to select or indicate in the contract some other body to settle the disputes. In commercial contracts with some countries, the chamber of commerce may be asked to act as arbitrator. Arbitration is often a much better way of settling disputes than court proceedings, which may be costly and take many years.  When entering into large contracts with foreign countries, it is always advisable to obtain advice from a reliable law firm.

Summary
Congratulations, you have now come to the end of this section.  In this section we discussed  the terms commonly used in drug legislation and regulation, the various acts that govern trade in pharmaceuticals, and also issues relating to international law that affect access to medicines.  
You have also come to the end of this unit.  We hope you have found this unit interesting and informative.  In the next unit we shall discuss the selection of medicines.  You may now take a  well deserved break before you complete the attached assignment. Good luck!
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DRUG MANAGEMENT AND RATIONAL USE

Tutor Marked Assignment

Unit 1: Policies and Drug Control
Instructions: Answer all the questions in this assignment. 

Q1. What are essential drugs

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

Q2. Below are the qualities of an essential drug.  State briefly why each of these qualities is important.

(i)
Effective

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

(ii)
Safe

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

 (iii)
Good quality

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

(iv)
Few side effects

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

(v)
Affordable

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

Q3.  Outline the there principles of essential drugs

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

Q4.  The following sentences describe PHC.  Write “T” for True and “F” for False next to the relevant sentences.

· PHC is Primary medical care;

· PHC is not  intended to reach everybody, only those in greatest need

· PHC is second contact medical or health care; or

· It is intended to reach the home and family level, and not to be limited to health facilities

· PHC is Health services for all;

· PHC does not involve a continuing relationship with persons and families

Q5.  Outline the 5As of PHC.

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

Q6.  Outline  the  three (3) principles of PHC

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

Q7.  Explain the  importance of managing drugs?

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

Q8.  Outline the goals of a national drug policy

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

Q9.  Outline the role and functions of the Pharmacy and Poisons Board in Kenya

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

___________________________________________________________________________________

Congratulations! You have now come to the end of this unit. Remember to indicate your Student  Number, names and address before sending the assignment.  Once you complete this assignment, post or bring it in person to AMREF Training Centre:   

Directorate of Learning Systems

P O Box 27691-00506

Nairobi, Kenya

Email: amreftraining@amrefhq.org

We will mark it and return it to you with comments.
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