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Introduction

Essential Drug Supply system is a second semestiese It is a three credit
course available to all students offering a Baahet@cience (B.Sc.) in
Community Health. Essential drug Supply Systemspexial field of Pharmacy.
The community health practitioner must be traimethe same way and work
with the same methods as other health workers whoialize in other areas in
the health care industry.

The concept of Essential drug supply system haswsappendages but various
meanings to people in different fields. The primaaern of Essential Drug
Supply System is with the Government, Health waslard the Society at large.

It involves what roles should be played by Govemime terms of policy

making, how effective health workers should begispect of drug management
and most importantly how available, affordable andessible are essential drugs
to members of the community.

However, Pharmacy is a discipline which deals whihrecognition, quality,

purity and identification f drugs, but the Esselnbaug Supply System as a whole
is concerned with the concept of National druggoand National Drug
Formulary, Management of Essential drugs and suptem, Essential drug list
and pharmacology of Essential in the primary heedife and the concept of Drug
Revolving fund. The purpose underlying the studyhefEssential drug supply
system is to ensure that those drugs that salisfh¢alth care needs of the
majority of the population are available at allésnn adequate amounts and in
appropriate dosage forms, at a price the commuaityafford.

What you will Learn in this Course

The Course consists of units and a course Guids.cblrse guide tells you
briefly what the course is about, what course neeyou will be using and how
you can work with these materials. In additioradtzocates some general guide
lines for the amount of time you are likely to spem each unit of the course in
order to complete it successfully.

It gives you guidance in respect of your Tutor MatlAssignment which will be
made available in the Assignment file. There wdlregular tutorial classes that
are related to the course. It is advisable fortpoattend these tutorial sessions.



The course will prepare you for the challengeswdumeet in the field and
practice of community health.

Course Aims

The aim of the course is not complex. The counse ait providing you with an
understanding of Essential drug supply systenistt aims to provide you with
solutions to problems involving essential drug klality, management and
usage, particularly at the primary health carelleve

Course Objectives

To achieve the aims set out, the course has d ebjaxtives. Each unit has
specific objectives which are included at the bemg of the unit. You should
read these objectives before you study the unitt May wish to refer to them
during your study to check on your progress. Yaousth always look at the unit
objectives after completion of each unit. By doihtg, you would have followed
the instructions in the unit.

Below are the comprehensive objectives of the @assa whole. By meeting
these objectives, you should have achieved the @it course as a whole. In
addition to the aims above, the course sets teeaelsome objectives. thus, after
going through course, you should be able to:

Explain the concept of National Drug Policy andsignificance

Identify basic pharmaceutical terms and importaetngs in the development
of Essential drugs as a global concept and in Niger

Explain the concept of Management of Essential slargl supply system
ldentify major steps involved in Essential Drug Mgement at all levels
Explain the concept of Essential drug list and ptearology of Essential drugs
in primary health care.

% Identify the significance, strategies, approacheshlems, and solution in
Essential drug supply system

Explain the concept of Drug Revolving Fund

Identify the mechanisms of drug financing, mostamtantly in developing
countries

Explain the principles of drug Economic strategies
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Working through this course



To complete this course, you are required to reatt study unit, read the text
book and read other materials which may be provimetihe National Open
University of Nigeria.

Each unit contains self assessment exercises amdtain points in the course
you would be required to submit assignments foesssent purposes. At the
end of the course, there is a final examinatiore ddurse should take you about
a total of 17 weeks to complete. Below, you witidilisted, all the components
of the course, what you have to do and how youldhallocate your time to

each unit in order to complete the course on tintesaiccessfully.

This course entails that you spend a lot of timee&a. | would advise that you
avail yourself the opportunity of attending theotidl sessions where you have
the opportunity of comparing your knowledge withttbf other people.

The Course Materials
The main components of the course are:

the Course Guide

Study Units
References/Further Readings
Assignments

Presentation Schedule

akrwbPE

Study Unit
The study units in this course are as follows:
Module 1  Concept of National Drug Policy and Na#&bbrug formulary

Study Unit 1: National Drug Policy

Study Unit 2: Primary Strategies for Implementthg National Drug Policy
in Nigeria.

Study Unit 3: Secondary strategies for Implenmeniligerian Drug Policy

Study Unit 4: Regulations for Prescribing anddeissing Drugs,
Pharmacovigilance, Drug Information andaficial
Availability.

Study Unit 5: Drug Research and Development.

Study Unit 6: National Drug Formulary



Module 2 Management of Essential Drugs and yupystem

Study Unit 1:  Selection of Essential Drugs

Study Unit 2: Quantification of Selected Essalrfirugs

Study Unit 3: Costing and Procurement of Setkated Quantified Essential
Drugs.

Study Unit 4: Essential Drug Ordering, ReceiyiStprage, Stock control
and Distribution.

Study Unit5 Performance Indicators for EvalogtiEssential Drug
Programme.

Module 3 Essential Drug List and Pharmacology afdasial Drugs in
Primary Health Care

\

Study Unit 1: Essential Drug Concept

Study Unit 2: WHO Model list of Essential Drugs

Study Unit 3: Pharmacology of Essential DrugRiimary Health Care

Study Unit 4: Essential Drug List for Primary HegCare in Nigeria

Module 4 Concept of Drug Revolving Fund (DRF)

Study Unit 1: Drug Financing System

Study Unit 2: Cost - Sharing Mechanisms

Study Unit 3: Drug Revolving Fund, Financigs&m
Study Unit 4: Drug Revolving Fund, Supply System
Study Unit 5: DRF Drug Distribution System

The first Unit focuses on the concept of NationaldpPolicy and the national
Drug Formulary. The second and third deals withpheary and secondary
strategies for implementing the National Drug Bolit Nigeria. The fourth unit
Is concerned with the Regulations for prescribing dispensing drugs,
pharmacovigilance, Drug Information, finance anfd@ability. The fifth and
sixth unit focuses on Drug research and developnagiatthe concept of
National Drug Formulary.

In model two, unit One, Two and Three deals witlecen of Essential Drugs,
Quantification of selected essential drugs andmgsind procurement of
selected drug Ordering, Receiving, Storage, Stoakrol and Distribution and
Performance indicators for evaluating Essentiafgrmogramme.



In model three, unit one and two focuses on theepinof Essential drug and
the WHO model list of Essential drugs. The third &urth unit deals with the
pharmacology of Essential drugs at the primarythezdre level and Essential
Drug list for the primary health care system. Hinal module four, unit one
and two deals with Drug Financing system and dustisg mechanisms while
unit three, four and five focuses on drug Revolviungd financial system, Drug
Revolving fund supply system and finally Drug Distition in a Drug
Revolving Fund system.

Each unit consists of one or two weeks work antlideean Introduction, Unit
Objectives, Reading Materials, Exercises, Conchyssummary, Tutor Marked
Assignments (TMAS), References and other Resoufdesunit directs you to
work on exercises related to the required readingeneral, these exercises test
you on the materials you have just covered or requou to apply it in some

way and thereby assist you to evaluate your pregaed to reinforce your
comprehension of the material. Together with TMihgse exercises will help
you in achieving the stated learning objectivethefindividual units and of the
course as a whole.

Presentation Schedule

Your course materials have important dates foetiréy and timely completion
and submission of your TMAs and attending tutorixisu should remember
that you are required to submit all your assignséntthe stipulated time and
date. You should guard against falling behind inrywork.

Assessment

There are three aspects of the Assessment of thisecd=irst is made up of self-
assessment exercise, second consists of the tatBethAssignment and third
Is the written examination / end of course exannmatYou are advised to do
the exercises. In tackling the assignments, yoegpected to apply
information, knowledge and techniques you gathdrethg the course. The
assignments must be submitted to your facilitatofdrmal assessment in
accordance with the assignment file. The work yadhnst to your tutor for
assessment will count for 30% of your total cowrsek. At the end of the
course, you will need to sit for a final or endcofurse examination of about
three hour duration. The examination will count70€6 of your total course
mark.



Tutor Marked Assignment

The TMA is a continuous assessment component afgaurse. It accounts for
30% of the total score. You will be given four @Y As to answer. Three of
there must be answered before you are allowed forghe end of course
examination. The TMAs would be given to you by y@agilitator and returned
after you have done the assignment. Assignmentiquedor the units in this
course are contained in the assignment file. Ydubsiable to complete
assignment from the information and the materiat@oed in your reading,
references and study units. However, it is deserabhll degree level of
Education to demonstrate that you have read aréresed more into your
references, which will give you a wider view poamtd may provide you with a
deeper understanding of the subject.

Make sure that each assignment reaches your #arlion or before the dead
line given in the presentation schedule and assgnifile. If for any reason,
you cannot complete your work on time, contact yfaailitator before the
assignment is due to discuss the possibility afxrnsion. Extension will not
be granted after the due date unless there argtéxtal circumstances.

Final Examination and Grading

The end of course examination for introduction sséntial drugs supply system
will be for about 3 hours and or has a valu&@#b of the total course work.

The examination will consist of questions, whichl veflect the type of self
testing, practice exercise and tutor marked assgmproblems you have
previously encountered. All areas of the coursébeilassessed.

Use the time between finishing the last unit atithgj for the examination to
revise the whole course. You might find it usetuteview your self test, TMAS
and comments on them before the examination. THe@toourse examination
covers information from all parts of the course.

Course Making Scheme.

Assignment Marks

Tutor Marked Assignment — 4 Four Tutor Marked Assnents, best
three marks of the four count at 10%
each 30% of the course marks

End of course Examination 70% of over all courseks

Total 100% of course materials




Facilitators / Tutors and Tutorials

These are 16 hours of tutorials provided in suppbttiis course you will be
notified of the dates, times and location of theegerials as well as the name and
phone number of your facilitator, as soon as yeuadlbcated a tutorial group.
Your facilitator will Mark and comment on your agsments, keep a close watch
on your progress and any difficulties you mightefand provide assistance to
you during the course. You are expected to mail yfaor Marked Assignment
to your facilitator before the schedule date (asteéwo marking days are
required). They will be marked by your tutor antureed to you as soon as
possible.

Do not delay to contact your facilitator by telepkor e-mail if you need
assistance.

The following might be circumstances in which yoauld find assistance
necessary, hence you would have to contact youitdaar if:

“ You do not understand any part of the study olagmgned readings

“ You have difficulty with the self —tests.

“ You have a question or problem with an assignmentith the grading of an
assignment.

You should endeavour to attend the tutorials. ©tke only change to have face
to face contact with your course facilitator anési questions which are
answered instantly. You can raise any problem emeoed in the course of your
study.

To gain much benefit from course tutorials, prefageiestion list before
attending them. You will learn a list from partiaipng actively in discussions.

Summary

Essential drugs supply system is a course thatdste provide the concept of
the discipline and is concerned with all processthe entire system of Essential
drug programme policy with respect to selectionaQification, Ordering /
procurement, Storage and Distribution, thus, enguavailability, affordability
and accessibility to members of the community.



Upon completing this course, you will be equippethuhe basic knowledge of

the concept of National drug policy, managemergssiential drugs, at all levels
of Government, Essential drug lists and pharmagotdgssential drug list and

finally the Drug Financing systems and mechanisms.

In addition, you will be able to answer the follogitypes of questions:

%

%

What does National Drug Policy means and its cbuation to National
Development.

Of what importance is the National drug formulamyhealth workers
Identify the goals of National drugs use

Describe measures to be taken in the acceptarigenaited Drugs
Define pharmacovigilance

Discuss briefly the concept of drug Research ance@@ment
Define Essential drugs and pharmacology

Criteria for selection of Essential drugs

Itemize the advantages of scientific Quantification

Discuss the Drug Storage concept

Identify general mechanism of action of drugs.

K/
0’0
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Of course, the list questions, that you can anssveot limited to the above list.
To gain the most from this course you should endgato apply the principles
you have learnt to your understanding of essedtiads supply system.

| wish you success in the course and | hope thatwith find it both interesting
and useful.
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Introduction

Having gone through the course guide, you woulceresquired a
general overview of what this unit is all aboutwhit links to the course.
This unit will assist you in acquiring the basiadenstanding of the goals
and objectives of National Drug Policy, as well thge targets of the
Nigerian Drug Policy.

Meanwhile, let us have a view of what whould learn in this unit,
as indicated in the unit objectives below.

Unit Objectives

At the end of this unit, you should be able to:
. Define Drug(s) and Drug Policy
. Describe the Historical Perspective of National doRolicy



. Mention the Goals of the National Drug Policy

. Outline the objectives of the National Drug Policy
. Mention the major targets of the Nigerian Natiolalg
Policy.
CHS 426: ESSENTIAL DRUG SUPPLY SYSTEM

3.0 Main Content
3.1 Definition of Drug and Drug Policy

Drug includes any substance or mixture of subssnc
manufactured, sold or advertised for use in thegriais,
treatment, mitigation or prevention of any diseadisorder,
abnormal physical state, or the symptoms theranoman or in
animals; restoring, correcting or modifying orgatimctions in
man or in animals; disinfection, or the controlefmin, insects or
pests; or contraception.

A National Drug Policy (NDP) is a guide for actiand the
document is generally written with goals set by Btrarmaceutical
Sector. It provides a useful framework to co-ortknactivities by
the various partners of the Pharmaceutical Sedibe Public
Sector, NGOs, Private Sector, donors and otherestied partners
(WHO 1995).

3.2 Historical perspective of the National Drug Policy

In 1975, the World Health Assembly in resolution YAZ8.66
requested WHO to develop means to assist MembarsStaformulating
national drug policies. It also urged WHO to ass@intries in
implementing strategies, such as the selectioiss¥reial drugs and
appropriate procurement of quality drugs basedeaith needs, and in
providing education and training in various elersesftpharmaceutical
programmes. This resolution was followed by a sevieevents that
marked the evolution of country drug programme$the assistance of
WHO.

The first WHO Model List of Essential Drugs waspshed in
1977. A year later the WHO/UNICEF Conference omfary Health
Care at Alma-Ata included access to essential dasgme of the eight



elements of primary health care. In 1979, the WHsTioh Programme
on Essential Drugs was established. Another r |amkinm promoting
strategies to improve the pharmaceutical situahaountries was the
1985 Conference of Experts on Rational Use of Dmdsairobi.

The following year’'s World Health Assembly adoptedolutions
that reflected the Conference recommendations eam@ting rational use
of drugs. Also in 1986, a WHO Expert Committee atibhal Drug
Policies met to develop practical guidance for Menfbtates, published
as Guidelines for developing national drug policies

This publication has proved very useful over tharg. The efforts
of countries, WHO and other agencies have had siderable impact.
The number of people with access to essential draggrown from
roughly 2,100 million in 1977 to an estimated 3,800ion in 1999. By
1999, 66 countries had formulated or updated amaltidrug policy
within the previous 10 years, compared with 14 ¢toes in 1989. By the
end of 1999, 156 WHO Member. States had a natessgntial drugs
list; 127 of the lists had been revised within ginevious five years.

Nevertheless, problems of access to quality dragdsational use
persist. Although few hard data are availables likely that in the
poorest parts of Africa and Asia more than halfgbpulation still lacks
access to essential drugs. And there are new olgakethat may have an
Impact on access, such as the expansion of thatprsector’s role in
pharmaceuticals, health sector reforms and thetsftd globalization.
The changing pattern of diseases, antimicrobiataasce and emerging
new diseases are other factors. Particularly inaomotis the current trend
of governments to reduce health care spending beaafunadequate
resources, despite increasing health needs. Aflecade, and with new
problems to be addressed, there was a clear needise the 1988
guidelines.

The Expert Committee on National Drug Policies meit995 to
review the current pharmaceutical situation anstaot the updating
process. Their deliberations resulted in a repat became the basis of
the present guidelines. These updated guidelireesfon the national
drug policy process, strategies and options whichle used by Member
States and organizations active in the pharma@ sactor. Each policy
component is discussed, with a focus on currertilpnos and new
challenges.



3.3

3.4

3.5

Goals of the National Drug Policy

The goals of the policy in any nation of the wasltall be to
make available at all times to the entire citizeadgquate supplies
of drugs that are effective, affordable, safe ahdamd quality to
ensure the rational use of such drugs; and to HEimuncreased
local production of essential drugs.

Common objectives of the National Drug Policy

The objectives of the policy, found to be commonmast
countries of the world are to:

% Ensure efficient and effective drug managementénpublic
and private sectors

s Ensure access to safe, effective, affordable aod goality
drugs at all levels of health care on the basisealth needs.

%  Promote the rational use of drugs by prescribespetisers
and consumers;

s Increase local drug manufacture/production and ptem
export;

%  Ensure that all drugs in the national drug distidousystem
are safe, efficacious, effective and of good gualit

s Strengthen administrative, legislative and regujatmntrols
of the importation, manufacture, procurement, gjera
distribution, supply, sale and use of drugs;

%  Promote research on herbal remedies and integhatee t
found to be safe and efficacious into the healdtesy;

s Promote pharmaceutical research and developmenavof
materials for the production, compounding and fdaton
of pharmaceutical products, as well as operatioas¢arch
for the effective implementation of the NationauQrPolicy
and;

s  Enlist government commitment at all levels for the

achievement of the goals and objectives of theddatiDrug

Policy.

L)

Target of the Nigerian National Drug Policy



The maiden National Drug PolicNDP) for Nigeria was
adopted in1990 against the background of inadequacies in drug
availability, supply and distribution resulting fmovarious factors
such as:

. An ineffective system of drug administration anatcol
. Inadequate functioning of drug supply and drug @nt

activities

. High dependence on foreign sources for finishedgdru
products; pharmaceutical raw materials, reagents an
equipment;

. Inadequate facilities for storage, transportatiomd a
distribution of drugs;
. Poor selection and procurement practices;

. Lack of political will to provide safe, efficaciouend good

guality drugs to meet the health needs of Nigerians

Moreover, the implementation of the National Drugji®
in Nigeria shall be directed towards accomplishing following
targets:

. Establishment of a National Drug Policy Monitorirmgd
Evaluation Division in the Food and Drugs Services
Department of the Federal Ministry of Health by tyear
2005

. Total adherence to the use of the essential diagelthe
public health institutions b2008;

. 80% adherence to good drug procurement practicesdan th
public sector by2008;

0 Availability of adequate drug storage conditions8bfo of
the public and private care health facilities2008;

. Establishment of three new, fully equipped and adesg]y
staffed laboratories in strategic locations of toeintry for
more effective quality assurance of drugs & phaeunécal
products in Nigeria b006

. Inclusion of Rational use of Drugs concept andNia¢ional
Drug Policy issues in the Curricula of all healtiofessional
schools and continuing education programme208)6;



4.0

5.0

6.0

7.0

. Institutionalization of functional Drugs and Theeagics
committees and drug information centres @9% of
Secondary and Tertiary Health facilities by 2007.

Conclusion

In this unit, you have learned the definition ouD(s), Drug Policy
as well as the Historical Perspective of the Natiddrug Policy. You
have also realized that there are stereo specdionn goals and
objectives pre-determined and designed by the WoHdalth
Organization as well as in collaboration with Fedlédinistry of Health
of Individual nations of the world.

This unit has also enumerated in detail the comoigectives of a
National Drug Policy, furthermore, via an Histoti¢erspective of the
formulation and adoption of a National Drug Polisy Nigeria, the
background inadequacies necessitating the varargets towards which
the implementation of the National Drug Policy slddoe implemented.

You should at this point be able to define Druggeyl National
Drug Policy in your own words. Also, you should lable to
outline/enumerate the objectives and targets of Nigerian National
Drug Policy.

Summary

This unit has focused mainly on the definition auB (s), Drug
Policy, and the Historical perspective of Natiobalig Policy, Goals and
objectives of a National Drug Policy and most intpotly the identified
targets of the Nigerian National Drug Policy. Utito will focus on the
primary and secondary strategies for implementimg National Drug
Policy as regard the goals, objectives and tajstsissed in this unit.

Tutor Marked Assignment

> Define Drug(s) and Drug Policy.
> State at least five objectives of a National Dragjdy.
> Enumerate five targets of the Nigerian NationaldRolicy.

References / Further Readings
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Introduction

You have read through the course Guide, thus, yauwldwhave
acquired an overview of what this unit is expedtedover and its
relevance to the course. This unit will help yoquae basic
understanding of the primary strategies designedfplementing drug
policies in Nigeria; thus, you will be exposed ndormation involving
Selection and Procurement of Drugs, Drug Revol¥uogd Scheme,
Pricing Policy, Drug Storage, Distribution and Ratl Drug Use.

Before we do this, let us have a clear overviewloét you need to
learn in this unit, as shown below in the unit chjees.

Unit Objectives

At the end of this unit, you should be able to:
s  Describe the objectives of the drug selection sses and what
steps should be taken by Federal Government irgdabis.
s Mention various criteria designed to ensure sudokdrug
procurement.
% Outline the objectives of Pricing Policy, Drug $tge,
distribution and Rational drug Use as a means pfamenting the

National Drug Policy.
Main Content

The strategies that shall be used to implemenidisnal Drug
Policy shall focus on effective drug management@sses, such as



rational drug selection, proper quantification aigineeds at all levels of
health care delivery and effective procurementtmres etc.

3.1 Selection of Drugs

The objective of the drug selection process isaweta national list
of drugs rationally closer to satisfy the healtledeof the majority of the
population. Such a list shall be revised regularig shall form the basis
of drug selection by primary, secondary and tertmrblic health care
institutions. In this regard, the Federal governnsall take the
following steps:

»  Arevised Essential Drug List shall be publishedhsy Federal
Ministry of Health and made available to healthfpssionals in state and
local governments, primary, secondary and tert@aith institutions.

»  As much as possible, formulations containing mbesmtone active
ingredient shall be avoided, unless one or motaefollowing criteria
are met:

. Clinical condition justifies the use of more tharealrug in a
fixed combination.
. Patient compliance is enhanced by the combination

»  When two or more drug ate therapeutically equiviaderseveral
drugs are available for the same indication, pesfee shall be given to
products with the

. Most scientific research and clinical data
. Most favourable pharmacokinetic properties
. Best cost advantage and patient compliance

»  The Essential Drug List Review Committee shall updae list
every four years;

> Suggestions for amendment shall be made in wrdmg
prescribed form to the Federal Ministry of heajtistifying each
suggested amendment.

3.2 Procurement of Drugs



The procurement process is a major determinarteosafety,
efficacy, quality, affordability and availabilityf drugs on the basis of
relevant information, need and available resourtesaddress the
situation, the understated are some of the criteqaired to adhere to:

> Government shall be committed to good pharmacdutica
procurement practices in the public sector;

> Procurement of drugs shall be restricted to dregsstered in
Nigeria and on the Essential Drugs List;

> Procurement in the public sector shall be by IraBomal Non-
proprietary Name@NN) or generic names only,

> Drugs procured at all levels shall be subjectegltality
assessment before distribution to dispensing units.

> In order to keep prices low and undertake adequzéty
assessment, drugs, shall as much as possiblertieapad in bulk.

3.3 Drug Revolving Fund Scheme

The Drug Revolving Fund scheme is a very effectivategy for
ensuring uninterrupted drug supply in the healtie celivery system.
Experience from several health institutions in¢bantry, however, has
shown that its advantages have not been appareribcuvariety of
reasons, including the following:

Poor management

Wrong application of the fund

Purchasing of drugs at exorbitant prices,

Lumping of the proceeds of the fund into a genacabunt, and
Non- reimbursement of the cost of drugs for exenhpigtients.
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Consequently, the Drug Revolving Fund Scheme shosild
strengthened at all levels of Government through:

» Establishment of ®BRF committee in every health Institution for
an effective and transparent fund management.

» Provision of adequate capital for the procuremémnéguired
drugs;

* Maintenance of a separate account foldRe- scheme while
ensuring strict accountability for the drugs; and



» Provision of appropriate training for tieRF personnel.
3.4 Pricing Policy

Experience in recent years has shown that drugs iheen
procured at much higher prices in public healthitu$ons than in private
retail pharmacies. Even within the public sectioeré are wide variations
in the prices of the same drugs from one institut@another. Therefore,
to ensure affordability of drugs in public healtistitutions, Government
shall establish necessary mechanisms to guardrdedrug supply to
patients shall cost less than in the private sector

3.5 Drug Storage and Distribution

The objectives of drug storage shall be to endimek security and
the maintenance of the quality of drugs throughbeir shelf life.
Government shall ensure that suitably located, tcocted and equipped
storage facilities will be available at every leeéthe drug distribution
system, in both public and private sectors.

The efficient and successful operation of a drogegfe and
distribution system requires the professional skifi pharmacists.
Therefore, pharmacists shall be in charge of thg dtores operated by
the Federal, State and Local Government as wétl de private sector.

In the same vein, Rational Drug Distribution Chdarshall be
promoted in both public and private sectors. Is tkgard, the following
measures shall be enforced by the Federal govetnmen

s Drug distribution, supply, sale and dispensingIdb@alunder the
control

s and supervision of pharmacists at all levels;

s Government shall ensure that drug manufacturinglegaling and
retailing activities are registered as distinceeptises;

s Government shall ensure that all drugs purchasedmated to
governments at all levels are channeled througleehéal medical
stores.

3.6 Rational Drug Use



The requirements for rational drug use are thatigie drugs shall
be used for the right indications in the right dasd dosage form for the
right duration. Rational drug use as an esserlgahent of a National
Drug Policy seeks to avoid the all too-frequentobeans of under-and
over-prescription, in appropriate prescription, #meluse of new,
expensive drugs when equally effective, well-trigafe and cheaper
alternatives are available.

3.6.1 Education and Training

The objective is to ensure that all health persbmvelved in the
diagnosis, prescription and dispensing of drugsyelsas consumers
receive adequate theoretical and practical traimrmgtional drug use. It
will, therefore, be necessary to take the followimgatives:

s Promote the teaching of the concepts of rationa dise in
pharmacy, medical, nursing and veterinary schools;

s Teach communication skills in pharmacy, medicatsmg and
veterinary schools to promote rational prescritang dispensing; and
s  Develop educational strategies and programmestddext the
public on appropriate use of drugs.

3.6.2 Rational Prescribing

The objective is to ensure that drugs are presgmagonally.
Consequently,

. Up-to-date Standard Treatment guidelines and aoNaiti
formulary shall be made available to all prescslezcording to the level
of care:

. Prescribing shall be by International Non-ProprigtdamegINN)
or generic names; and

. At health care facilities, diagnostic services appiate to the level
of health provided so as to improve the accuraajiajnosis.

3.6.3 Rational Dispensing

The objective of rational dispensing shall be teuga that patients
receive adequate information on the use of disgkdaggs in order to



derive the desired benefits to them. In this reglaedfollowing shall be
put in place:

. Dispensing shall only be carried out on duly liGamhpremises;
. The minimum information requirement on the labeaafispensed
medicine shall be the following:

v Name of patient,

v Generic name of dispensed drug,

v’ Strength of the drug,

v Dosage Instruction in symbols or words as may be
appropriate, duration of treatment, Date of Dispansand the
Name of the Institution where the drug was dispeénse

. The patient shall be counseled on the use of degukdrugs, in a
conducive environment suitable for effective comroation, and

. Dispensing shall be carried out in a suitable daetahat will be
child proof and ensure the stability of the drugpénsed.

3.6.4 Drug Information Services

Drug Information is intended to provide unbiasexestifically
validated drug information to promote rational jgrdsng, dispensing
and use. In this respect, therefore, the followmaasures shall be taken:
. The Drugs Information Unit shall be establishedlirpublic health
institutions.

. The Drug Information Unit/Centre shall, at all tispde suitably
equipped and provided with up to date referencenads and
equipment, including computers, and internet acdegguarantee the
acquisition and dissemination of current and adewlaug information.

3.6.5 Drug and Therapeutic Committee

Drugs and Therapeutics Committees are institutioedl
mechanisms for promoting, implementing and momigthe concept of
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rational drug use in health care institutions. Efene, the following
measures shall be taken:

. A DTC shall among other duties, be responsible for toerate
selection of drugs for use in the institution, lthea the national essential
drug list, estimation of pharmaceutical requireradat the hospital and
monitoring of the rational use of drugs in the itgion.

3.6.6 Self — Medication

Self-medication is especially useful in any sitoatwhere access
to health care facilities is limited. It can oftée advantage of providing
guick and effective relief that does not requiredioal attention.
However, as advantageous as it could be, it alstiidead to drug
misuse and abuse. Hence, in order to obtain thefiteof self-
medications while avoiding its risks, the followistgps shall be taken:

. A list of drugs that can be sold without prescoptand used for
the short term relief of symptoms, without priordieal consultation and
precise diagnosis, shall be drawn up and publiblysgbvernment.

. Information on, and the labeling and promotion fg$, meant for
self-medication, shall conform to laws and regoladi set out for such
categories of drugs;

. Health Education to the public on Appropriate Se#eication
shall be provided through use of print and electramedia, and other
communication methods.

Conclusion

In this unit, you have learned the objectives @rgsdesigned to
ensure proper selection and, procurement of drugt lavels, Drug
Revolving Fund Scheme, Pricing Policy, Drug Storage Distribution,
and the concept of Rational Drug Use as primarpital strategies for
implementing the National Drug Policy in the Nigedontext.

You should by now be able to itemize all in youmowords, ways
through which rational drug use can be promoteahasssential element
of a National Drug Policy.

Summary



This unit focused on the effective drug managerpemtesses,
such as Rational Drug Selection, proper quantiboadf drug needs at all
levels of health care delivery, and effective precoent practices amidst
other strategies.

Unit 3 will focus on secondary strategies for immpénting the
Nigerian Drug Policy.

6.0 Tutor Marked Assignment
a. State at least 5 steps the Nigerian Governsfentld take to
ensure proper selection of drugs?
b. What do you understand by Rational Drug Use?

7.0 References/Further Readings

Discussion Paper, South Pacific PharmaceuticakPtoj
WPR/HRH/HRH(1) 199.5 (a), WPRO, 1999

Draft Report of Experience on Bulk Purchasing oddfgial Drugs,
AFRO, 1999.

Federal Ministry of Health, World Health Organisati Department for
International Development and European Union (208&}ional Drug
Policy (First Revision, 2005), Abuja, Nigeria Medinas Policy World
Health Organisation, 20009.
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1.0 Introduction

Since you have gone through the Course Guide daweélnitl &
2 upon which this unit is built, you would have themquired a general
overview of what this unit is about, how it conrgespecifically to the
course.

Moreover, this unit will help you to acquire furthenderstanding
of those strategies designed as being secondéngge previously
discussed in Study Unit 2, this includes DonateddSr Local Drug
Production, Drug Inspection, Importation and Exatoin etc.

Before doing this, let us have a view of what ybaidd learn in
this unit, as indicated in the unit objectives belo

2.0 Unit Objectives
At the end of this unit, you should béeatio:

. Describe measures to be taken in the acceptarigenated Drugs.
. Identify steps through which the Nation can achignetarget of
greater reliance on Local Drug Protection



. Define the legal basis of the various strategieafhieving the
objectives of the policy.

. Mention measures required to meet the requirediatds of
quality, safety and efficacy of drugs via Impomatand Exportation.
. Describe, Registration of Drugs, Patents, Qualgguxance in the

Nigerian Context.
3.0 Main — content
3.1 Donated Drugs

Experience has shown that some donated drugs ffiavermt been
relevant to the emergency situation for which theye donated or for
the disease pattern, or for the level of carerzet available. They may
sometimes be unknown to Local Health ProfessicaadsPatients and
may not comply with locally agreed policies anchgad treatment
guidelines; they may even be harmful. In the lighthis experience, the
following measures shall be taken;

. All drugs donations for use in the country shalbbbecessed
through the Federal Ministry of Health as a cleahiouse to ensure
compliance with the guidelines for drug donations.
. Donated drugs shall among other things be requared
> Be registered for use, both by the drug regulagompority
of the donor country and in Nigeria
> Have at least twelve months remaining shelf literadrrival
in the Country.
. The Federal Ministry of Health shall put in placeaalequate
machinery for monitoring the distribution of dondrugs

3.2  Local Drug Production

The actual need for increased capacity in LocabRtoduction
has been well recognized. Such capacity shouldr¢begoroduction of
raw materials and intermediate products, not joistrfutilation and
packaging.

In order to achieve the target of greater reliamté&ocal Drug
Production, steps shall be taken by Government to;



. Encourage the development of a stable Economidalitical
Environment.

. Intensify efforts to improve basic Infrastructuredaacilities.

. Provide an efficient regulatory Environment.

. Encourage Small Scale Industries.

. Encourage research on pharmaceutical raw materials.

. Encourage patronage of Local Drug manufacturefBuitic and

Private Health Care Institutions.
3.3 Drugs Inspection and Legislation

Effective inspection of drug production and mantidaag
facilities is critical to ensuring the quality, stf, and efficacy of drugs. It
Is also necessary in order to ensure storage, \sugiptribution and sale
of drugs etc.

Therefore, National Regulatory Authorities shatbétish effective
mechanisms for inspection in all drug manufactugstablishments,
Public and Private Institutions, as well as; inglsales and distribution
outlets.

Legislation is the instrument by which the implertaion of a
drug policy is given a legal basis by statutorigfiding the various
strategies for achieving the objectives of thegylit also defines the
Qualification, Duties, Previledges, and Obligatiofsndividuals,
Organisations, Institutions, and other Bodies comse with the
iImplementation of the various strategies of thegyoknd provides for
sanctions in the event of violations.

However, for the implementation of Legislation, rhés need to
review and update the relevant laws regularly.dnstiltation with
relevant stakeholders, in order to achieve theegsibjectives some of
the existing drug laws are in dire need of reviest harmonization.

3.4 Importation and Exportation of Drugs

A substantial proportion of drugs consumed in Nmare
imported, while the export of drugs form the coyngrquite



insignificant. Ideally, these should be a balane®vieen Importation and
Exportation of Drugs. The National Drug Policy slsglek to promote
self-reliance in National Drug consumption, as vasl| the contribution
of the Local Pharmaceutical Industry to the Natidd@nomy through
Exportation.

Therefore, the following measures shallrbplemented:

s Drug Imports and Exports shall be restricted tsigieated ports
which shall be equipped with adequate storageitiasiland on — the —
spot facilities to ensure quality;

s Personnel of regulatory authorities shall be redytsained to
effectively carry out inspectorate activities.

«  Pharmaceutical manufacturers shall be encouragedxamize the
use of their installed production capacity for estgurposes.

s A strong Advocacy Machinery shall be establishegrtomote the
export of drugs manufactured in Nigeria.

3.5 Drug Registration, Patent and Quality Assurane.

Drug registration is the vehicle for ensuring tGalvernment has
control over drugs that are offered for sale aralinghe country. It
ensures that drugs distributed in the country Heaen produced under
good manufacturing practices and have passedsheftaeed, efficacy,
safety and good quality. It is an Essential elenmefimiting the number
and types of drug products brought into or manufact in the Country.
It is also the instrument by which new drugs camadbeed to, and old
drugs found unsuitable removed from, the list qgfraped drugs.

In the light of this, Government shall:

s  Continue to strengthen the drug registration meishathat is
presently in place within the National Agency faold and Drug
Administration and ContrdNAFDAC).

s Ensure that all drugs, Traditional, Homeopathigprations, as
well as Vitamin and Mineral supplements are regesteand

s Ensure periodic and regular publication and widse&inination of
the list of registered drugs.
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Patent protection has been an incentive for prargogsearch and
development of new drugs, while patent protectsoddsirable. It should
not constitute a hindrance to access to essemtigbdy Nigerians.
Government shall therefore, put in place strateiessure that public
health, especially in securing Co-ordination betwealth, justice and
trade ministries to ensure that public health issare taken into
consideration in Nigeria as well as in Internatiamegotiation.

The aim of Quality Assurance of a drug producbisnsure that
the drug provided to the patient is safe, efficasiand of good quality.
The process of quality assurance begins from theufaaturer and
continues to the point of administration of theglta the patient.
Compliance with Good Manufacturing Practi¢€dvIP) is always an
important component of Quality Assurance.

Therefore, Government shall among other stepsapgeopriate
action to ensure that:

. Regulatory authorities are strengthened and empalxtermonitor
and enforce compliance with quality assurance grons by
manufacturers of Imported and Locally produced driagensure that
patients and consumers receive only safe, efficacamd good quality
drugs;

. Good Manufacturing Practic¢&MP) shall continue to be
monitored and enforced in all drug manufacturingitsuin the Country.
. Manufacturers will be required to package theimjpiis in
appropriate containers in order to ensure the tyuathd stability of such
products.

Conclusion

In this Unit, you have learned measures to be takéme
acceptance and monitoring of Donated Drugs, stepsigh which the
Nation can achieve the target of greater reliamckaxal Drug
Production.

However, you have also realized that proper Dragpéction and
Legislation should not be left out in the implenaiun of National Drug
Policy. The unit also enumerated in details meastequired to be taken
by Government to maintain a balance between Impontand
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Exportation while promoting self — reliance in makdrug
consumption.

You should at this point, be able to define in yown words and
outline the roles of Government in the implemeptatf National Drug
Policy via a proper control of Drug registratiomt&ént and Quality
Assurance.

Summary

The Unit focused on acceptance and monitoring ofdbed Drugs,
Local Drug Production, Drug Inspection and Legiskat Importation and
Exportation, Registration, Patent and Quality Aasae as through which
the implementation of National Drug Policy can brategized. Unit 4
will focus on Regulations for prescribing and Dispeg of drugs,
Pharmacovigilance, Drug Information Service, PraomtFinancing and
Affordability.

Tutor Marked Assignment

» Define the Legal basis of the various strategiesfhieving the
objectives of the policy?

References/further Readings.

Quick, J.D. et al (Editor) Managing Drug Supply,riarian press, West
Hartford, Connecticut, USA 1997

Draft report of Experience on bulk Purchasing addfdial Drugs AFRO,
1999.

Federal Ministry of Health, World Health Organisati Department for
International Development and European Union (20R&jional Drug
Policy (First Revision, 2005), Abuja, Nigeria Medinas Policy World
Health Organisation, 2009.
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Introduction

Since you have gone through the Course Guide, yaudahave
acquired an overview of what this unit is aboutyhblinks to the
Course. This unit will assist you in acquiring thederstanding of

Unit Objectives
At the end of this unit, you should be able to:

» Describe the regulations for prescribing and dispenDrugs

» Describe pharmacovigilance, as well as the reastgst should
be introduced and developed.

* |temize steps to be taken and continued by govemhtoesnsure
and sustain proper drug information and promotystesn.

« State clearly what Government should do to reaheeobjectives
of the National Drug Policy in respect of Drug Fcang and
Affordability.

Main Content.
3.1 Regulations for Prescribing and Dispensing Drugs

A prerequisite for effective drug control is thaégcribing,
dispensing and the sale of drugs be undertakemnlyyadithorized
persons. Regulations for prescribing, dispensirthsate of drugs shall
take into consideration the policy goal of ratiodalg use and the supply
of safe and efficacious essential drugs at affdededist. In view of the
fact that drugs will be prescribed and dispensedl #¢vels of health
care, including the most peripheral health statirmasned by village
health workers, regulations for prescribing angbelsing of drugs shall
be sufficiently flexible to cover the activities sfich health workers.



In view of the fact that research in many counthias shown that
dispensing Doctors or prescribing Pharmacists use mirugs than
others, it has become necessary to separate fagcand dispensing
functions, therefore, the laws and regulationsndigg those who are
allowed to prescribe, supply, sell and dispensgglta the public at the
different levels of the health care system shalpéeodically updated,
with the following minimum provisions:

3.1.1 Prescribing

< In Tertiary and Secondary Institutions, only dubatified and
licensed Medical Practitioners shall have the aitthto prescribe drugs.
At the Primary Health Care level, Government stlaflignate appropriate
Health Care Personnel to prescribe drugs;

s Only qualified and licensed medical practitiondralshave the
authority to prescribe drugs in the Private Secad

s Prescriptions shall be made, using the InternaliNoa-

Proprietary or Generic Names. It shall be madenmanner to ensure
that proper records are kept at the records anahatty departments of
Health Care Institutions in both Private and PuBkctors.

3.1.2 Dispensing

s Only duly licensed Pharmacists shall have the aiiyhim supply,
sell and dispense drugs to the public. Such shlaktake place in
premises licensed for the purpose, which shalulbgest to regular
inspection.

Continuing registration of a licensed premise Istigphend on a
satisfactory report by inspectors of the Pharmaciduncil of Nigeria
(PCN) and the payment of prescribed fees;
<> In view of the need for every Nigerian to haveesscto
appropriate drugs, it shall be permissible foraiartover — the counter
(OTC) drugs to be sold in patent medicine stores opgtatePatent and
Proprietary Medicine Vendor’s License@MVL), particularly in areas
where there are no licensed pharmacists in praciice premises for the
sale of such drugs shall be approved and licensedba subject to
periodic inspection by pharmaceutical inspectorthePCN. The list of
drugs to be sold in such premises shall be thoseeed by government;
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* In every Health Care Facility where there is a ijeal and
licensed medical practitioner, there shall be difigih and licensed
pharmacist to manage drugs; and

% In order to enhance total patient care, particylasl regards in-
patients, government shall promote the practiadiniical pharmacy in
secondary and tertiary health care institutions.

3.2 Pharmacovigilance

Since no active drug is entirely free from adveesetions,
the introduction of an adverse drug reaction repgisystem is an
essential component of a national healthcare dglsygstem,
government shall, therefore encourage the estabdishof
adequately equipped Pharmacovigilance Units Naiim®, to
collect, evaluate and disseminate relevant infoonatn adverse
drug reactions and poisoning. All drugs shall égutarly
monitored with respect to their efficacy, safetyality as well as
adverse reactions to evaluate the need to exchthagmnditions
of their continuing registration or withdrawal fradme market.

Any drug withdrawn or banned in many countries, ttue
unacceptable health risks, shall be automaticallydsrawn from
distribution in Nigeria.

Conclusion

In this unit, you have learned what standards/edguris are
required to ensure an effective drug control, thedto introduce and
substation an adverse drug reaction reporting sy@harmacovigilance)
as an essential component of a national healthd=dneery system.

You should at this point be able to state cleaity the
participation in the National Health Insurance sohdy individuals,
organizations and communities is necessary. Tdrgcgpation shall
however, be encouraged by Government to realizeltjextives of the
National Drug Policy.

5.0 Summary
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This unit has focused on the regulations for pibsay and
dispensing drugs, the need to establish adequegeipped
Pharmacovigilance units, nation-wide, to collegglaate and
disseminate relevant information on adverse dragtren and poisoning.

Tutor Marked Assignments.

* Using your own words define Pharmacovigilance
* Itemize what the federal Government should puiaceto realize
the objectives of National Drug Policy

References/Further Readings
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Quick. J.D. et al. (Editors) Managing Drug Suppdymarian Press, West
Hartford, Connecticut, USA 1997.

Federal Ministry of Health, World Health Organisati Department for
International Development and European Union (20R&}ional Drug
Policy (First Revision, 2005), Abuja, Nigeria.

Mechanics Policy World Health Organisation, 2009.
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1.0 Introduction
You have gone through the course guide, you wbalsk

acquired a general overview of what this unit istgbhow it links to the
course. This unit will help you in acquiring thesltaunderstanding of the



2.0

3.0

aims and objectives of Drug Research and Developrkkmbal and other
Traditional remedies, Human Resources Developnhetetrnational Co-
operation, Monitoring and Evaluation of Drug usage

Before we start doing this, let us have a cleanaew of what
you should lean in this unit, as stated below @uhit objectives.

Unit Objectives

At the end of this unit, you should be able to:
s Itemize in your own words the aims of Drug Reseanoth
Development
% List possible areas of research and interventiomerbal remedies
% List the actions required by Government to impletriéational Drug
Policy via well trained and experienced professi®na
s List ways through which better co-operation betweérrg importing
and exporting nations can be achieved.
s Understand how government can put in place, mesheamnior
monitoring, measuring and evaluation of the Pofigyerformance and
impact.

Main content
3.1 Research and Development

The aim of Research and Development (R&D) is tormte,
encourage and support ethical, scientific and djoera research in the
Pharmaceutical sector and facilitate the effedtiyv@lementation of the
National Drug Policy to meet the health care negdse Country.
Considering the enormous cost of research and algvelnt, governments
shall provide support and an enabling environmeinicourage such
activities, specifically as described below:

3.1.1 Drug Research and Development
This aims at developing new drugs and improvingteg ones, with

the ultimate goal of producing safer, more effeztnd better quality
drugs. Drug research and development are esseatiglonents of health



research that enhance the attainment of the godlsigectives of the
National Health Policy.

Drug Research and Development shall be encouregygetially in the
following areas:

Local raw materials with particular emphasis otrggehemicals as sources
for new drug and excipients;

Traditional medicines for the promotion of headtid the treatment of
diseases, and enhancing the quality of pharmae¢ptioducts

3.1.2 Operational Research

Operational research is necessary for the suct@splementation of
the National Drug Policy. Its aim is to identifyethest methods of
selecting, procuring, distributing and using druafgonally. Its application
shall lead to practical and cost — effective measwhich would inform
managerial, educational and regulatory intervestionmprove access to
and use of drugs.

3.2 Herbal/Traditional Remedies

Herbal and traditional medicines are widely useshost nations of
the world and most importantly Nigeria. Most of threigs used in modern
medicine today originate from plants and thereoiglaubt that new drugs
can still be discovered from plants including thoskgenous to Nigeria.
The following list, of possible areas of researn aterventions, which is
by no means exhaustive should supported with tbeigion of grants for
their attainment by government, Local and Inteoral development
partners;

Rational use of herbal medicines co-ordinated ptampsupport
and sponsorship of research on medicinal plangsidairdisation of
products to ensure efficacy compilation of a contln@m of herbal
medicines. Encouragement of the development ocbdée of practice” by
herbal medicine practitioners. Regulation and admaf advertisement of
traditional medicine and practices by the goverrtmen



3.3 Human resources Development

Well trained and experienced professionals, mamadgechnical and
other personnel are necessary for planning, orgenand implementing
the national drug policy, government shall, therefeake the following
actions

% Expand the facilities in the Universities and awsetolarships for the
training of Pharmacists and other relevant professs required for the
successful implementation of the National Drug &gl

¢ Ensure constant review of pharmacy, medical anervetry surgeon
curricula, to reflect the need of drug policy implentation

% Strengthen the capacity of trainers to appropyéatein undergraduates
and postgraduates on the relevance and challefd¢fes National Drug
Policy and

s Develop in - service training programmes to addogssthe — job
requirements in the implementation of the policy.

3.4 International Co-operation

Co-operation between nations, particularly betweworting and
exporting countries can be advantageous in contp#iminflux of sub-

standard and counterfeit drugs into importing coast and thereby help to

reduce substantially illicit drug trafficking. Suahco-operation shall be
achieved through:

s The establishment and maintenance of appropriaengis of
communication between drug regulatory and law eiment
authorities

¢ Promoting the training of personnel and human nesou
development

% The use of diplomatic channels for the exchangafofmation
on substandard and counterfeit drugs in internatioommerce.

« Using WHO certification scheme on the quality of
pharmaceutical products moving in international o@rce or
any similar scheme for all drug imports and exports



3.5 Monitoring and Evaluation

The success of the National Drug Policy wouldestepon how well
its provisions are implemented. Mechanisms shaligfore, be put in place
for monitoring, measuring and evaluating the pdéigerformance and
impact, and for identifying possible problems amdleing effective
strategies to address them. In this regard, Govennshall ensure;

s The setting up of a National Drug Policy monitorengd evaluation
unit in the Federal Ministry of Health, to measpregress in the
implementation of the policy and to run a Natioeahluation
scheme;

 Institutionalizing of drug management informatigrstems as a
basis for deriving drug management and other rakwdormation
for taking decisions on the National drug policy;

% Close monitoring of the effects of internationalde agreements on
Nigerian’s access to essential drugs; and

* Undertaking of a full evaluation of the NationalugrPolicy every
three years.

4.0 Conclusion

In this unit, you have actually learned the concdrug Research
and Development, Herbal and other traditional raeseds regards their
relevance and what Government should put in pla@nsure a proper but
successful implementation of the National Drug &oli

You should by now be able to itemize clearly atdiocequired of
Government to strengthen the capacity of persomeatssary for planning,
organizing and implementing the National Drug BRolic

Your also have learned ways through which intéonat co-
operation, monitoring and evaluation, as elemehésNational Drug
Policy can be developed and sustained.
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Summary

This unit focused on the Drug Research and Devadop, Herbal and
other traditional remedies, Human Resource Devedopinternational
Co-operation, Monitoring and Evaluation, highligtgtiareas through
which the National Drug Policy can be better impdeed. Unit 6 will
focus absolutely on National Drug Formulary.

Tutor Marked Assignment

(a) Listthe areas through which drug researchdavelopment should be
encouraged

(b) List possible areas of research and intervastas regards
Herbal/traditional remedies

References/Further Readings
WHO medicine strategy (2005)

Federal Ministry of Health, World Health Organieat
Department for International Development andofgaan Union
(2005):
National Drug Policy (First Revision, 2005), Abuiigeria

Medicines Policy, World Health Organisation, (209
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Introduction

Since you have gone through the course guide, youidvhave
acquired a general overview of what this unit i®wh how it links
specifically to the course. This unit will help yoacquire basic
understanding of what the National Drug Formulasy its basic

components and objectives.

Before we do this let us have a view of what yoaudth learn in

this unit, as indicated in the unit objectives belo
Unit Objectives

At the end of this unit, you should be able to:
» Define National Drug Formulary
» List objectives of a National Drug Formulary
» Describe Construction of a National Drug Formulary
* Enumerate Sources of National Drug Formulary
» Describe how to use a National Drug Formulary



3.0

3.1

Main Content
Introduction

A National Drug Formulary is an official publicatipissued first
by the WHO Model Formulary in 1979, now a globahcept, accepted
by most nations of the world, issued yearly butiglesd to give the
composition, description, method of preparation doskage for drugs e.g.
United States Pharmacopoeia and National FormlaB8P-NF), British
National Formulary and the Nigerian EMDEX.

In some countries, there are regional or provinétamularies
instead of or in addition to the National FormulaBy the turn of the
millennium, 156 counties had national or provin@akential medicines
lists and 135 countries had national treatmentejunds and/or formulary
manuals.

The United States Pharmacopoeia USP, established8i0,
contains legally recognized standards of idensitsength, quality, purity,
packaging and labeling for drug substances, do$agas and other
therapeutic products, including nutritional andtalg supplements.

In the same vein, the National Formulary (NF) dsthbd in 1888
by the American Pharmaceutical Association, inctudtandards for
excipients, botanicals and other similar producie USP-NF
monographs contains specifications (tests, proesdusand acceptance
criteria) that helps ensure the strength, qualig purity of named drug
substances to ensure the quality of compoundedampns. USR-NF
Monographs which are recognized world wide.

3.1.1 Objectives of National Drug Formulary

To entrench rational drug use among health caretipomers at
every level of health care delivery system for th#&mate goal of the
patient, the following are the main objectives ofNational Drug
Formulary as established by the WHO model formulary



To present in a single, convenient and easy-toveéeme, a quick
reference source of information on drug prescripaigpending and
administration.

To provide access to drug information for physisiamentists,
pharmacists, nurses, individuals and auxiliary thealfficers in

tertiary, secondary and primary health care insits.

To promote rational drug use which flows from rat@b drug

prescribing and embraces rational dispensing an@npause, thus
completing the cycle of rational drug therapy.

To check the rising trend of therapeutic failurdyexse drug reaction
treatment complications and wastages in drug yseltneg from

extravagant prescribing, over prescribing, in odrr@rescribing,
multiple prescribing and under prescribing curnetitie case in most
hospitals and clinics.

To provide a teaching aid for the training and suigen of all

categories of health care personnel and their iatiei$.

To promote the use of drug product and servicegeasfuine and
registered pharmaceutical companies through coanstaurcing and
updating of their corporate and product information

3.2 Construction of National Drug Formulary

Using the British National Formulary (BNF) as amaewle. The

BNF is unique in bringing together authoritativedeépendent guidance
on best practice with clinically validated drug amhation, enabling
health care professionals to select safe and effeahedicines for
individual patient. Information in the BNF has beealidated against
emerging evidence, best practice guidelines, antcadrom a network
of clinical experts.

However, hundreds of changes are made betweeoresldind the

most clinically significant changes are listed s front of each edition.
A number of committee, team and experts advisées,main ones are
hereby discussed below.

Joint Formulary Committee: (JFC) is responsibletifi@ content of the
BNF. This includes doctors, pharmacists, they de@cd matters of
policy and reviews amendments to the BNF in thditligf new
evidence and expert advice
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3.4

Editorial teams: BNF staff editors are pharmacisith a sound
understanding of how drugs are used in clinicaciica. They are
responsible for editing, maintaining and updatipgcsfic chapters of
the BNF. They also prepare the text for publicatiand undertake a
number of checks on the knowledge at various stagfeshe
production.

Experts Advisers: The BNF uses about 60 expertscali advisers
(including doctors, pharmacists, nurses and dstighroughout the
U.K to help with the production of each edition.eTiole of these
advisers is to review existing text and to comnwnthe amendments
drafted by the staff editors. In addition to cotisgl with regular
advisers, the BNF calls on other clinical spedslifor specific
developments when particular expertise is required.

Sources of Information (National Drug Formulary)

A National Drug Formulary should exploit variety sburces for

its information; the main ones are shown below:
Summaries of product characteristics
Expert-Advisers
Literatures from Cox medical and pharmaceuticatrjals
Systematic-reviews (Cochrane library & various viilsed resources)
Consensus guidelines of expert bodies
Reference sources e.g. the Complete Drug Referdre®)artindale
Statutory information from Government bodies
Comment from readers via letters, emails etc
Comments from the industry, and virtual user graampd market research

How to use a National Drug Formulary

Using EMDEX, the complete drug formulary for Nigaris health
professional based on WHO model formulary with adguto Drug-
Administration as an example. To be able to get libst from the
formulary users are advised to study the followimigrmation together
with the table of contents most of the drug prodencinographs have
been reproduced from the WHO model formulary phes introductory
clinical notes containing guidance on selecting rigt machine for a
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range of conditions. Appendixes 1 to 5 are alsoodyced directly from
the WHO Model Formulary (WMF).

At the end of a drug monograph, the WHO and/or sseDrug
List of Nigeria (EDL) recommended formula is prost accordingly.
This is followed by the proprietary preparationstiot particular drug
which are approved for use in Nigeria.

The new EMDEX now has Appendices 1 to 8 as follows

Appendix 1 - Interaction
Appendix 2 - Pregnancy
Appendix 3 - Breast Feeding

Appendix 4 - Renal Impairment

Appendix 5 - Hepatic Impairment

Appendix 6 - Caution and advise to parents on seaf use of
dispensed machines

Appendix 7 - Abbreviations

Appendix 8 - Guide to Drug Administration

Conclusion

In this unit, you have learned what a National Dregmulary is as
well as its objectives. You have also realized thatiginated from the
WHO becoming a global concept which rose from tlaseh list of the
WHO. You have also been exposed to the construetiah sources of
information of a National Dry Formulary using theitBh National
Formulary as a model. This unit has also descrtheduse of a Nigerian
Drug formulary “EMDEX”. You should at this point kable to define a
national drug formulary in your own words.

Summary

This unit has focused on the definition of the Nia#l Drug
Formulary. Objectives of a National Drug Formuldmgw information of
the British National Formulary is being sourced @shivarious ways of
constructing it.

Tutor Marked Assignment



la. Define the National Drug Formulary
b. List the sources of information for National Drugrfulary

7.0 References / Further Readings

A National Formulary for Canada, Department of Eoarcs, University
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MODULE 2: MANAGEMENT OF ESSENTIAL DRUGS AND SUPPLY
SYSTEM

STUDY UNIT 1: SELECTION OF ESSENTIAL DRUGS
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Introduction

Since you have gone through the course guide, yamiddhave
acquired a general overview of what this unit isbhow it links
specifically to the course. This unit will help yaaquire basic
understanding of what management of essential dsugysd its basic
components, particularly selection of essentiagdru

Before we do this, let us have a view of what yloowd learn in
this unit, as indicated in the unit objectives belo

Objectives

At the end of this unit, you should be able to
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s Define the term management of essential drugs
% Itemize the steps in drug management
¢ List the criteria for selection of essential drugs

Main Content
3.1 Definition and steps in drug management

Essential drug management is the efficient useugglthat are
safe, effective, and affordable and which satisg/health care needs of
the majority and cover prevalent diseases and tiondiof the people.

It can also be defined as the process of selegtimturement,
storage, distribution and use of drugs in such amaathat will avoid
drug wastage.

However, in discussing the various elements ofssemrtial drugs
system, the under stated steps are of utmost ianpa®t particularly in
drug management.

% Selection of drugs that are essential

* Quantifying selected essential drugs

% Costing the selected and quantified essential drugs

* Ordering of selected drugs according to the reduiieantities and
ordering intervals

% Receiving and storage drugs

¢ Distribution, which includes issuing, inventory ¢,
prescribing, dispensing and using drugs.

3.2 Selection of Essential Drugs

This is the first step in the development of areesal drug
programme. Drug selection carries a lot of resymiitsi. The choice of
any preparation is based on its efficacy, safeigt,aoute of
administration and the health needs of the soaetyngst others. The
criteria for the selection of drugs are given bel@wis will also requires
the right team, process, communication, followitandard procedures to
arrive at a manageable list and communicatingisthéd all concerned.



3.2.1 Criteria for selection of essential drugs

At national level of the nation, the list is basedessential drugs
considered to be safe, cost effective and gengricamed having the
following criteria:

¢ The drug should meet the health care needs of #j@ny of the
people

% Must be efficacious

* Should be in dosage forms, acceptable to the peopleshould
have a reliable shelf life

+* Quality certification should be readily obtainable

* They should be as far as possible, drugs that eagabily
manufactured locally

% They should preferably be in their generic forms

s Single drug formulations are mostly preferable

Apart from the above, it is important to state thyisome
additional criteria, particularly for selection@mmunity or facility level
or local level.

% Training experience of the personnel in charge

¢ Prevailing ailments

s Type of health facility

+ Genetic and environmental factors

s Demographic factors with respect to that community

3.2.2 Selection Team and the process

The team preferably should be multi disciplinanyalving
physicians, pharmacists and community health wsrllepending on the
staff on ground. The committee is often empoweoetbnsult other
experts and to investigate prevailing drug usesamply.

By definition, an essential drug list must addrdsgscommon
health problems in the community. It thereforeldats that the major
health problems must be identified. Health facidityd community
records will be of immense use where dependabkealasts. The drug
use pattern and related practices are also foewensing available



records, extensive consultations and survey whecegsary. A drug
should only be chosen using identified criteria.

3.2.3 Decision making on the list

The list should not be too long otherwise the anfnthe exercise
would be defeated. The WHO and the National Essletiig lists are
invaluable references. The agreed list may thesubdivided into
categories depending on the levels of care. Ingrhealth care system,
these may include separate lists for use by villegmth workers in the
health posts and clinics with identified categoonéstaff as well as the
health centres.

3.24 Communication

For the list of drugs arrived at, to be meaningfullilized, it
should be distributed to all those involved in prédsng, dispensing,
training and management of drugs. This will enalém to take
informed decisions in respect of the programmesadhhe levels, it may
also be necessary to have a formulary to proviadtthevorkers with
recent information on the drugs in the essentiadydists.

However, different formularies may be providedvarious
categories of workers reflecting the level of theaining on drugs as well
as their responsibilities to the patient. The faamyis without prejudice
to the use of standing order but provides highigitt dosages,
indications, contra-indications and cost of drudse to high cost of
production and the need to update regularly, it mynore feasible to
use existing manuals like “MIMS” EMDEX, Medipharrot the
“National Formulary”. Notes may then be made ofdhegs appropriate
to any given level

3.3 Methods of selection of essential drugs

A scientifically based method of approach to sébecis known as
systematic cost reduction using 2 basic methods”
ABC Value Analysis and VEN system
ABC Value Analysis: This is a method based on kiegdpeutic value and
cost of the drugs. It identifies the relatively shmamber of items which
accounts for the majority of funds spent.
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The VEN system: A method of categorizing drugs &adiog to their
potential health impact. All drugs on the supp$t re placed into 3
categories as follows: Vital, Essential and Noneasial.

CONDITIONS REQUIRED TO USE VEN

+ During temporary severe restriction of funds — pase restricted
to only vital drugs

s To set safety stocks ensuring that vitally neededslare never
out of stock

* To establish prices in drug sales programme — ahaigher for
popular items with small health impact to subsidalexpensive
drugs

V = Vital — Potentially life saving drugs
E = Essential — drugs against less severe buffisigmi form of illness

N = Non-Essential — drugs used for minor self lingtillnesses with
high cost for marginal therapeutic advantage.

Conclusion

In this unit you have learned what the managemeessential
drugs is and that in defining it, parameters sigchedection,
guantification cost, procurement etc make up theagament of essential
drugs. You have also realized that there are stermal criteria for
selection of essential drugs at different levels.

You should at this point be able to define managdroeessential
drugs in your own words. You should be able by nowescribe the
methods of selection of essential drug, in itsretyti

Summary

This unit has focused on the definition of the ngg@maent of
essential drugs, steps in drug management, selatftiessential drugs as
the first step and most importantly the criteria amethods of selecting
essential drugs.
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Unit two will build on the second step of drug-mgament namely

Quantification of Essential Drugs.
Tutor Marked Assignment

1. (a) Using your own words define management sémisal drugs
(b) Itemise the criteria for selection of drugs

2.  State steps involved in drug management
References / Further Readings
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Introductions

Since you have gone through the course guide, yamid\have
acquired a general overview of what this unit isgbhow it links
specifically to the course. This unit is a contitha of the previous unit.
It explains the second step in the developmenha&ssential drug
programme vis-a-vis management and supply systenill help you to
acquire basic understanding of definition and rwehia of quantification
of selected essential drugs.

Before we do this, let us have a view of what yloouwd learn in
this unit, as indicated in the unit objectives belo

Unit Objectives
At the end of this unit, you should be able to:
+ Define quantification of selected essential drugs
¢ List the advantages of scientific quantification
s Itemize the quantification methods
s Enumerate steps involved in quantification

Main Content

3.1 Introduction



Quantification of selected essential drugs candfmed as the
process for determining the quality of drugs gif@na certified health
problem and is expected to prevent or cure thetheabblem. This
ensures that adequate supplies are availabledithe case loss of
patients presenting to the health facility. In gahedrug quantification
calls for inputs from the various departments effircility which will be
adequately co-ordinated by the pharmacist or phayrtechnician or
senior health personnel as applicable.

However, after deciding on the list of drugs reqdijrthe next
logical step is to work out the quantity of ea@mit This is usually for a
period of one year. The aim of quantification iptocure the right
amount of drugs the patients need in a cost effectianner. Under
stocking of drugs in the health facility leads astration and the people
will eventually abandon the health centre. Thera#tgve is to use other
outlets where they may be forced to buy brandeddat many times
cost of generic drugs. The patients are also expimstake drugs in some
of these places.

On the other hand, over stocking will not onlydmwn fund,
unduly, but leads to wastage arising from the etjn of drugs,
increased risk of pilferage and difficulty in prding adequate storage
spaces and facilities.

3.2 Advantages of Scientific Quantification

Quantification of selected essential drugs candredoth
scientifically or by the old but conservative meamswvever, the
scientific method is often employed in most paftthe world today,
hence the under stated advantages.

« Prevents over stocking with its associated wastage

¢ Prevents under stocking with its attendant frusinat

¢ It provides strategies for judicious use of researespecially when
they are scarce as in many developing nations

* Encourages rational use of drugs as in appropieteands and
wasteful prescription practices are not provided fo

+ Can be used as management tool to convince anfy jostiget for
drugs



3.3 Methods of Quantification

Various methods are used in the quantificatioretécted essential
drugs, but the most commonly used, includes tHeviahgs:

* Morbidity / Standard treatment method

R

% Consumption patterns

X/

% Epidemiology / Population base
s Estimate

R

% Define daily dose.

)

However, in this context, emphasis will be placedlw first three
methods

3.3.1 Morbidity / Standard treatment method

This is based on adequate statistics on healtlicesrutilization.
The major focus here is the number of people tdefatevarious diseases
over a given period of time in the facility. Theamutity of drugs to treat
an illness must be known either from standing ardemworked out.

Since there are many dosage forms, the age grdupsse
attending the facility must, as a routine, be rdedrso that those
receiving syrups can be separated from those treath tablets. The use
of morbidity data for quantification of drugs igastly and painstaking
exercise based on accurate and complete data wleabiten not easy to
come by. Where morbidity data had been collated twe, they may be
used directly. Otherwise, one may have to extteztréquired
information from the patient’s records.

3.3.1.1 Steps in Quantification using morbidity data
The under stated steps are often used in morlddiy method

¢ Collect information on number of treatment episoekEgiiring
drugs

¢ Identify major health problems seen in the facility

+ Get standard treatment schedule for each drug fation

% Calculate the quality of drug formulation requifed each disease
using the formula below



Quantity of drug required  No of treatment Amount of drug
For each condition = treatment episode of Xgmsode
Of the same condition

¢ Adjust quantity above upward to allow for damadess etc.

« Where a drug is used for more than one conditigmeat steps 1 —
5 for each condition and then add up for the tgtantity of drugs
required by the clinic / facility.

3.3.2 Consumption Method

This approach depends on the information on thatgyaf drugs
previously used over time in determining futurede&ince wastage is
inevitable, corrections are made for it and periatien some drugs are
out of stock

Consumption method does not require much data e®ibidity
data use. All the data needed are in the pharnwityiuis, therefore,
faster, easier and has been found useful whergaspleggs are required
in hospitals. It, however, suffers from some segideficiencies like;

s Wastage due to expiration of drugs, pilferage, kagas are
assumed to have been consumed

« Encourages irrational drug prescription and ush@gocus is the
guantity of drugs consumed and not how it was adriat

+» Does not provide for programme expansion eithexufin planned
activities or disease out breaks

3.3.3 Epidemiology/Population base Method

A survey of the disease pattern and care seekingvioe in the
area may be conducted. From the result, the gyanitdrugs required to
treat each condition for a certain period may deagolated.
3.4 Steps involved in Quantification

For a meaningful and more reliable quantificat@mombination

of morbidity and consumption pattern methods acememended as both
are based on data concerning the actual or prdjeste of health
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services. The importance of complete, accuratedlydunderstandable
record keeping can not be under rated. The ab®ertamns leads to the
need to enumerate as stated below the variousistagged in the
guantification of selected essential drugs.

X3

*

Data collection

Data harmonization

Identification of health problems

Identify common diseases and develop standardriesst
schedules

Actual quantification exercise resulting in actgahntity needed
for a period of time, dosage forms and packs

X3

%

X3

%

X3

*

)
0’0

Conclusion

In this unit, you have learned what drug quanttiarais as well as
the advantages of a scientific quantification désked essential drugs.
You have also realized that there are many metbbgsantifying drugs.
You should at this point be able to enumerate ur yavn words the
various steps involved in the quantification oestéd essential drugs.
Summary

This unit focused mainly on the definition of quéoétion,
advantages of scientific quantification, methodgwdntification and
various steps involved in the quantification exscCi

Unit 3 will build on these and focus on the procoeat of selected
and quantified essential drugs.

Tutor Marked Assignment

1. (a) Using your words, define quantification ofigs.
(b) List methods of quantification of drugs.

2. Enumerate steps involved in quantification of drugs
References / Further Readings
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QUANTIFIED ESSENTIAL DRUGS

TABLE OF CONTENT

1.0
2.0
3.0

4.0
5.0
6.0
7.0

1.0

Introduction
Unit Objective
Main Content

3.1 Introduction

3.2 Components of procurement

3.3 Steps in procurement

3.4 Sources/suppliers of essential drugs
3.5 Purchasing methods of essential drugs
3.6 Drug donations

Conclusion

Summary

Tutor Marked Assignment
References/Further Readings

Introduction

Since you have gone through the course guide, yamid\have
acquired a general overview of what this unit isgbhow it links
specifically to the course. This unit will help yaaquire basic
understanding of costing and procurement of sedegantified essential
drugs.
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Before we do this, let us have a view of what yloouwd learn in
this unit, as indicated in the unit objectives belo

Unit Objectives
At the end of this unit, you should be able to:

+» Define procurement of selected and quantified eésdetrugs

R

% Itemize various sources /suppliers of essentialslru

R

% Enumerate the purchasing methods of essential drugs

X/

¢ Describe drug donations

K/

¢ List the components and steps in procurement

*

Main Content
3.1 Introduction

Costing of selected and quantified essential doagsalways be
deduced by using either of the previously statestesgies

The ABC Analysis and VEN system

The ABC value analysis: Is based on therapeutigevahd cost of
drugs:

A = Drugs accounting for high % of cost
B = Drugs accounting for medium % of cost
C = Drugs accounting for low % of cost

Thus, if you select a lot of “A” drugs, your drugdget will not be
efficiently utilized. Go for “C” drugs especiallythey are effective.

The VEN system: Categorises drug according to {haential health
impart

V= Vital, life saving in PHC, 5% of population, men efficacy

E= Essential, treat significant problems, 1 — %apulation, proven
efficacy



N= Non-Essential, marginal therapeutic advantagk limiting
conditions + or — proven efficacy

Choose more of V and less of N
Total cost = Unit cost X (Dosage form, Quantity)

Procurement is the actual process of acquiringexddugs and
medical supplies after due processes of seledismtification, and
costing of drugs. It is a critical stage in theegdg®l drug system. The
efforts and gains made in earlier stages of drugagament can easily be
wiped off, if drugs are sourced from questionabieptiers with the
attendant risk of fake and substandard and products

Effective procurement strategies, therefore, aihebtaining high
guality drugs at the lowest possible cost and dedigl timely. Conserved
funds may then be ploughed back to drug purchdse u$es of staff
reasonably knowledgeable in the areas of pharmiaegunedical
managerial as well as marketing and political iy in the drug trade
are vital. Funding and logistics back up shouldtiequate as well.

3.2 Components of Procurement of Essential drugs

Having defined procurement of drugs, the followarg the
components of the procurement of a properly seleetied quantified
essential drugs.

¢ Training of personnel

% Well designed procurement

+ Functional information system

¢ Suitable organizational structure

« Adequate funds, facilities and equipments.

3.3 Steps in Procurement of Essential drugs

Procurement of essential drugs previously selemteldquantified
can be put in place by following the understategpst

s Determining how often to order drugs
+ Listing the drugs needed
s Completing the requisition forms



+» Calculating the cost of drugs ordered
s Forwarding money for drugs ordered together witfursition
materials.

3.4 Sources/Suppliers of Essential drugs

Suppliers of medicines and medical supplies musepetable.
There are many options available. The items mayupbehased from
private or even international suppliers on agreeas. On the basis of
how the drugs are sourced, suppliers may be grompedhree;

PRIMARY SUPPLIERS

These are the manufacturers themselves. The dragsfactured
may either be procured by special request or galteir usual output.
Irrespective of the supplier, it is important fhetessential drugs
programme to know the drug manufacturers since ey a major role
in determining drug quality. No amount of proparage and careful
handling will turn around an unwholesome product.

SECONDARY SUPPLIERS

These are groups that procure directly from theufsturers and
supply to others. They may be local wholesale iBistors or
international supply group like UNIPAC/UNICEF

TERTIARY SUPPLIERS

These are procurement agents commissioned by edsknogs
programmes to procure drugs and medical suppligsenbehalf. The
tertiary suppliers may buy from secondary souroanéet their
commitment to their clients.

3.5 Purchasing methods of essential drugs

As important as the purchasing exercise is, therearious
methods as analysed below;



OPEN—TENDERS

Invitation for bids is given the widest publicitging, in most
cases, the print and electronic media. Competédimong prospective
suppliers is, therefore, intense resulting in lowegs as the suppliers try
to outdo one another. The volume of work in openléging is much as
each submission has to be documented and analyagg number of
staff is, therefore, necessary to cope with thease. This is not a fast
method of purchasing drugs and for the effortsetodwarding, large
guantity of drugs or supplies must be involved.

CLOSED—TENDERS

Participation in closed tenders is restricted tséhwho satisfy
certain predetermined criteria. Such includes tegisn with the
purchasers, history of satisfactory performancethadvailability of the
suppliers at short notice.

Administrative processing is less than in open¢eind. It is,
therefore, faster though the price may not be asuiable.

NEGOTIATED PROCUREMENT

Rather than invite bids, the buyer approaches faemial
suppliers and negotiates favourable prices andittonsl with them. This
method is suitable for bulk purchase of single sedrdrugs or / supplies.

DIRECT PURCHASE

This is more or less cash and carry. The buyer tgotee supplier
and purchases the required items at the sellectedprice. This method
Is quickest but costly. It is, therefore, suitatdeemergency situations
only as a stop — gap.



DRUG SELECTION OR
RE—SELECTION

DISTRIBUTE TO POINTS QUANTIFICATION
OF UTILIZATION

STORE ITEMS AND MATCH NEEDS WITH

KEEP INVENTORY AVAILABLE FUNDS
RECEIVE AID CHECK SELECTED PROCUREMENT
DRUGS METHOD

PROCURE ITMES

Figure 3.1: Relationship between key elements®fgsential drug system



3.6 Donations

Donations have come to represent one way of shogongern by
those who are better placed for the less fortuoaés. This assistance
could be a response to some form of disaster ¢oiopailateral aid. The
humanitarian relief may be within a given countryaoross international
boundaries.

Drugs are specialized items and experiences framowsaparts of
the globe have shown that drug donation may faaldaieve the desired
goal. Often, new problems are created for the rexigespecially
international) for example; drugs that have novathee to disease
conditions in the recipient countries and, therefoiot in the essential
drugs list are sent, expired or expiring items rap be included,
sometimes, donated drugs may be of too small quemto be useful and
the instructions may be written in French which maybe
understandable in the recipient countries.

Disposing of expired and unusable drugs is timenscious,
costly and often poses environmental hazards asheasase in Kosovo
in 1999.

In addition, the useless drugs cost money to ¢heaugh customs
and to transport. To eliminate these donationedlagroblems, the WHO,
in collaboration with UNICEF, UNIHRC, the internaial committee of
the Red Cross, the international federation of &eds and Red Crescent
Societies, OXFAM, Medicines San Frontiers and therChes Action for
health of the World Council of Churches, develogaitielines on drugs
donation in 1996.

This was revised in 1999 with more organizationgigpating.
The guidelines are based on four principles:

s Maximum benefit to the recipient

*» Respect for the values, wishes and authority of¢bgient

+ Eliminating double standards in quality

+ Promotion of effective communication between theatand the
recipients.
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The highlights of the guidelines are as follows:

+ All donations of medicines should be based on rseetbe
relevant to the disease pattern in the recipienbty. Drugs
should not be sent without prior consent of thépieats

¢ All donated drugs should be approved for use irrélogient
country and should be on the National or WHO esslethtug list

*» The presentation, strength and formulation of dexatedicines
should be similar to those usually used in theivaug country.

% All donated drugs should be obtained from reliaddarces and
comply with quality standards in both the donor asdpient
countries

+ Professional samples and drugs returned to phaeshagipatients
should not be donated

% On arrival in the recipient country, there shouédah least one year
before the expiry date of the drugs. Unless, adecaraangements
have been made to use them up before expiring

% Labeling should be in the language understoodearneipient

country and should include the generic names baiafber,

dosage form etc.

Bulk packs of donated drugs are preferable

Recipients should be notified of all donations getonsidered

The cost of transportation, handling at the pantduding storage,

should be paid by the donor except otherwise.

) ) )
0’0 0’0 0’0

Conclusion

In this unit, you have learned what costing ana@prement of
selected and quantified essential drugs is abowelss the steps,
components, sources/suppliers of essential drugs.héve also realized
that there are many methods of purchasing drugs.

You should by this point be able to in your own d&define
procurements of drugs. Also, you should by nowtlide 8 highlight the
guidelines of donations.

Summary



This unit has focused on the definition of costipghcurement,
various sources/suppliers of selected and quashifssential drugs. It
also focused on the concept of drug donations. idaitwill build on
content of this unit and focus on drug receivirigrage and stock
control.

6.0 Tutor Marked Assignment
1. (a) Define procurement
(b) List the major steps in procurement

2.  Enumerate the components of procurement
7.0 References / Further Readings

Lucy Gilson and Stephen Russel (1994).” Canfes®®ardCosts”
Health Action, Issue No.9. AHRTAG London.

WHO / UNHCR / UNICEF / ICRC / IFRC and RCS / Mediies San
Frontiers/ WCC and OXFAM (1996). Guidelines for Drdonations.
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STOCK CONTROL AND DISTRIBUTION

TABLE OF CONTENTS

1.0 Introduction
2.0 Unit Objective
3.0 Main Content



4.0
5.0
6.0
7.0

1.0

2.0

3.1 Ordering and Receiving of Essential Drugs
3.2 Drug Storage

3.2.1 Temperature and Sunlight
3.2.2 Humidity
3.2.3 Burglar Proofing and Pests

3.3 Stock Control (Essential drugs)

3.3.1 Stock cards and stock control books
3.3.2 Stock Taking

3.4 Distribution of Drugs

Conclusion

Summary

Tutor Marked Assignment
References/Further Readings

Introduction

Since you have gone through the course guide, yamid\have
acquired a general overview of what this unit isgbhow it links
specifically to the course. This unit will help yaaquire basic
understanding of how to receive, store, contratkstnd distribute
selected, quantified and procured essential drugs

Before we do this, let us have a view of what yloouwd learn in
this unit, as indicated in the unit objectives belo
Unit Objectives
At the end of this unit, you should be able to:
¢ Describe how to order drugs
¢ Discuss drug storage concept

% List steps towards effective stock control
¢ Describe distribution of essential drugs
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+ Identify factors affecting quality of drugs in shge
Main Content
3.1 Ordering and Receiving of Essential Drugs

Having procured essential drugs previously seleatetiproperly
guantified, an important step which sometimes fopiaug of the
procurement exercise is put in place to ensurdambed procurement.

However, stated below, are highlights of the stapdfective
ordering of drugs:

+ Determine ordering interval; set by policy, usixperience or
according to buffer stock
Select and quantify as previously discussed

s Cost and compute total cost of order

s Forward payment with requisition

s Make adequate provision for a long supply time,the interval
between the order and the supply of the orderegisdru

o
%

*

Drug storage is often preceded by the art of recgisirugs
previously ordered for or procured. Stated beloavthe basic steps
involved:

¢ Data collection for estimating drug requirement
s Check the quantity of supply
% Sign a receipt voucher
s Complete a ledger for each drug
¢ Put drugs away as appropriate
3.2 Storage of Essential drugs

Storage can be defined as the housing of the dinumsafe place to
safeguard the quality and potency of the drug pendispensing or
distribution to users.

Drugs are highly priced perishable items that redse handled
with care. Some are more stable than others andmation on storage is
often provided by manufacturers. Drug storage atrensuring that the



guality and potency of the preparations are mairtafor as long as is
practicable. Adequate storage also shields thesdrog theft.

Housing, conditions, space and ventilation mudaleurable.
When drugs deteriorate, there may be change iugatonsistency and
odour. Often times, there may be no physical chaxgept that the
expiry date has passed. Some of the factors tfesdtdhe quality of drugs
in storage are as follows:

3.2.1 Temperature and Sunlight

Excessive heat as often experienced in the traj@sgoys drugs.
Stores should be well ventilated. Where electrigtgvailable, air
conditioners have proven very useful, especialithaafternoon. On the
other hand, some preparations e.g. vaccines mugbledl under low
temperatures for them to remain potent.

The ultra violet rays in sunlight cause drugs tdogd. Some are
more sensitive to light and may require speciakpgimg. Medicines
must be stored away from direct sunlight. The dsteens is
recommended

3.2.2 Humidity

Under humid conditions, drugagy absorb moisture and
deteriorate fast. All leaks in the roof should,réfere, be repaired
promptly. Doors and windows should also be appately secured to
keep away the elements like wind, rain, dust et floor must also be of
good material and generally drugs should not beedton the floor. Good
ventilation is also one of the requirements of adystore.

3.2.3 Burglar, Proofing and Pests.

It is assumed that this will make it difficult fdtieves to break in.
Pilfering of drugs is often an in house problennealth workers pinch
items for “family use”. This could be considerabkemore persons are
involved or the officers become more daring.



Insects and rodents especially may attack primérdypackaging.
In the process, the drugs are exposed to contaonnat other adverse
conditions. This underlines the need to keep thiegteat and tidy.

From the above, it may be concluded that loseshlmapncurred in
the store from poor storage, expiration and th#figs are best stored on
shelves, in cupboards and refrigerators as ap@atepri

When drugs are stored, it is more convenient @ange them in an
orderly manner. One method is to arrange drugdasgification
according to their pharmacological actions. e.garadlgesics are put
together ana@ntibiotics similarly grouped.

Another approach is to arrange the drugs accorditigeir
preparation (types) as follow$ablets and Capsules, Liquids, Injections,
Topical preparations.

In each group (eg. Tablet,cap sules), the itemaaamged in
alphabetical order using their generic names. Irrespective ledtvwnethod
Is used, the shelves must be appropriately labeled.

3.3 Stock Control of drugs

Good inventory of drugs is necessary to avoid enalsaing the
drug supply system. Stock control ensures thanéssdrugs are
available, prevents overstocking and makes eatlctlen of missing
drugs possible. It also provides data that maydeel in estimating drugs
for re-ordering.

3.3.1 Stock Cards and Stock Control book

Each stock and form of any drug is expected tossgaed a card
called stock or bin card. It is on this card thighinformation is entered
as soon as there is any transaction or developimeespect of the
preparation. This includes the quantity of drugeneed or issued, stock
balanced, date and signature of the person makengritry. The card
may be kept close to the medicines on the shetgether in a secured
place with good filing system

Besides this, the stock control book is also caledledger. At
regular intervals, e.g. every month, the informaim the stock cards is



transferred into the ledger. The information in lixdger is organized to
show the quantity of each preparation used sirgteelatry and the
guantity to order if necessary.

3.3.2 Stock Taking

Each month, the information on the bin card is tmatcwith what
Is actually on ground. The following are noted:

“ Quantity of the preparations on the shoves, in oase
discrepancies are detected, the quantity in thednid is adjusted
to reflect the actual balance. Investigation tr@lotvs while the
ledger is also updated

% The expiry dates of the drugs. Items that will exmr were
manufactured first are put in front of the shelb®used first, in
line with FIFO principle. FEFO means First in, Fiosit.

% The condition of the containers to see if the seany part of
the container has been broken or tampered with.

3.4 Distribution of Essential Drugs
This step consists mainly of issuing, inventorytooln prescribing
and dispensing and rational drug use.

Distribution is often defined as a process whiafurees the receipt
of drugs from the supplier and its movement infa,ssecure and
expeditious manner to the health facility for pnograge at which point
the drugs will be dispensed to the consumers.

Issuing of drugs entails a number of processesanal file
request from the requesting unit, justify/reducargities requested, if
applicable, collect money for order, then issuedihgs.

Control of inventory also involves:
+ Balancing the ledger (Old balance + New issue = Balance)

s Ensuring that the receiving unit signs the recedquichers as well
as other necessary papers
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Rational prescribing is based on accurate diagnagmsdance of
poly pharmacy, use of standard treatment protauath as the standing
orders.

In the same vein, dispensing provides patients eéhar and
accurate instruction on use of dispensed drugésatincludes the
following:

s Pre — packaging

R

*

*

% Standardized treatment
% Correct dose, reduces error
¢ Instructions printed on envelope (labeling)
¢ Faster to use during clinic day
+» Tedious to pack after clinic

Finally, rational drug use is equally an importeoinponent of
drug distribution. Drugs have their own norms, degiation from their
prescribed use could spell disaster. Misuse ofslaagurs; it is described
as irrational use. Apart from being a health hazarational drug use
leads to wastage of scarce resources

However, to prevent irrational use, continuing edion for health
workers at all levels of the essential drug systewital. People should
not be assigned responsibilities for which theyehaot been trained. For
example, all those who prescribe drugs must beneeadi to always
consider the following while prescribing:

+ Is the medicine essential?

s Is it safe?

s Is it easy to administer and comply with?
% Is it of good value?

Conclusion

In this unit, you have learned what receiving, at@; stock control
and distribution of essential drugs is all abowduYave also realized that
good storage facilities/conditions plays importaés in the
maintenance of the quality and potency of drugsi Stoould at this point
be able to define distribution of drugs in your owards. also, you
should by now be able to describe rational drugs us
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6.0

7.0

Summary

This unit has focused on the concept of orderiageiving of
essential drugs as well as effective storage, stonkol and distribution
of carefully, selected quantified, ordered and iremkessential drugs.

Tutor Marked Assignment
1. (a) List steps in effective ordering
(b) Enumerate steps involved in drug storage

References / Further Readings

WHO/UNICEF/Government of Mali (1999).”"Report on tReview of
the implementation of the Bamako initiative in A

WHO (1992). “The use of Essential drugs. Techrikegbort series
825,WHO Geneva.
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Introduction

Since you have gone through the course guide, yamid\have
acquired a general overview of what this unit isgbhow it links
specifically to the course. This unit will help yaaquire basic
understanding of the performance indicators fotuatang the essential
drug programme at all levels of health care dejissistem.

Before we do this, let us have a view of what ylooutd learn in
this unit as shown in the unit objective below.

Unit Objectives
At the end of this unit, you should be able to:
+» Define evaluation and performance indicator
« Enumerate the indicators for evaluating the efficieof the
various components of the programme at all levetace.
Main Content

3.1 Introduction

It is necessary to evaluate the essential drugranogpe in order to
determine its efficiency and how it has met otHgectives it sets out to



achieve. Indicators therefore should be developdwlp in this process
of evaluation.

However, evaluation can be defined as a proceassafssing the
performance and success/achievements of a setigbjec

Also, performance indicators as an instrument cameof
measuring the effectiveness of the supply and Bexgplving Fund
system of the programme.

3.2 Evaluation at State Level (Central Medical stores)

The success or achievement of the essential dagyganme at the
state central medical stores can be effectivelyitomed, measured and
evaluated through a number of ways as treated below

3.2.1 Procurement of Essential Drugs

This involves the evaluation of the percentageragd from
different sources of supply (Procured or receivad)ndividual or
country basis e.g. Nigeria, Britain, Germany, Asiec.

Also, the value of total purchase and types of prexment made by
value must be evaluated on a yearly basis. Thewsitypes of
procurement by value include the following:

X3

%

Percentage from open and restricted tender

Percentage from Negotiated and direct purchase
Percentage from Government production and Donanage
Percentage of complete supplier defaults on coefirarders
Percentage of orders obtained within the lead peréod
Average value of all lead times exceeding the etqueealue in
months

¢ Value of drugs rejected or discarded because ofjaality

% Cost of placing and order ie. Percentage of indiaicrders plus
cost of placing orders.

X3

%

X3

*

X3

*

X3

%

)
0’0



3.2.2 Wharf Clearance

The reference and evaluation procedure in thisaatspill always
involve the understated.

+ Total value consignments cleared per year

+» Total value of all consignments cleared for theryea

% Demurrage charges

+» Value of damaged or lost consignment (total vahek\alue as a
percentage of all drugs received)

» Value of insurance claims received on this consigmm

» (total value and value of percentage of damagedir |
consignment)

*

L)

(D)

L)

L)

3.2.3 Inventory control and storage

Equally important to evaluate are the storageifasimethods of
drug storage and how the inventory (stock) is beimgtrolled at the
central medical store, the steps involved in eade @re as stated below:

INVENTORY CONTROL

+ Value of average inventory (stock) at hand

+ Value of average monthly and annual consumption

* Average inventory on hand as months of consumption
¢ Number of stock — out situation (in weeks)

% Average inventory on hand as percentage of anssaés.

STORAGE

+ Value of drugs lost due to poor handling and poorage
conditions. (total value, value as percentage atiahissues)

¢ Value of drugs pilfered or declared unaccountatatal value,
value as percentage of annual issues, value asrage or
average inventory).

3.3 Evaluation at Local Government Level (LG Medical Sore)



At the local government level, there are centradliced stores
housing the establishment of the components oeésisential drug
programme file every other level of government,deetihe need for
appropriate evaluation at this level.

3.3.1 Requisitioning and purchasing

+» Total value of requisition on drugs per year (reedifrom central
medical store)

s Percentage of individual order placed for drugaifitbe central
medical stores (frequency)

s Cost of placing orders (stationery, telephone Iscataff — wages,
overtimes — payments etc)

s Approximate cost of placing the order.

3.3.2 Inventory (stock) control and storage
The evaluation will include the following:

*» Value of average stock at hand

+» Value of average monthly consumption

% Average stock at hand as months of consumption
¢ Number of stock out (out — of — stock)

% Length of complete stock — out in weeks

% Number of emergency deliveries as percent of diveied

R

% Value of expired drugs as percentage of monthnmual issues
¢ Value of drugs lost due to poor handling and poorage
conditions. (total value, value as percentage antiahissues, value
as percentage of average inventory)

*

)

3.4 Evaluation at State General and Specialist Hospital
The evaluation of the programme, in order to dei@erts

efficiency and the level of achievement at thielesf care is also

important and it follows as stated below

3.4.1 Inventory (Stock) control and storage

% Value of average inventory at hand
+ Value of average on hand as month of consumption
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% Number and length of complete stock out in weeks

* Number of emergency deliveries as percentage otetiteries

¢ Value of expired drugs as percentage of monthignmual issues

% Value of drugs lost to poor storage conditionsaftealue, value as
percentage of annual issues, value as percentayerEge
inventory)

3.4.2 Issuing and dispensing of Drugs
Like every other levels this will also includes floowing:

¢ Value of drugs issued out to out patient department

+» Value of drugs issued out to health centres. Hemi#t etc.

% Total value of issues

+« Out patient’s index i.e. value of drugs issuedtoull out patient’s
department (OPD) and number of out patients treated

s In — patient index i.e. value of drugs issued tanat patients and
number of in — patients treated.

3.4 Evaluation at Primary Health Centres and Health Pots

At the primary health care, there are primary lneedintres and
Health posts, which must not be left out in thel@a®on of essential
drug programmes, as they are they are the soufteslth care delivery
closest to the grass-root.

The inventory (stock) control will always includeetdetermination
of the value of average inventory at hand, valuavefrage monthly
consumption and finally average inventory (stodk)and as months
consumption.

However, dispensing activities at this level alseds to be
evaluated, particularly as it involves the valuelnfgs dispensed/
monthly/year and most importantly patient index mMalue of drugs
issued and number of patients treated.

Conclusion

In this unit you have learned what performancedattrs for
evaluating essential drug programmes is and thexafuating essential
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drug programmes, it involves all levels of healtinecdelivery. You have
also realized that important areas of evaluatidhalgo includes
procurement, inventory control, storage, requisiamd dispensing of
drugs

You should at this point be able to define evatraand
performance indicators in your own words

Summary

This unit has focused on the definition of evaloiatand
performance indicators and must importantly thewpeters of evaluation
at different health care level including the stzatral medical stores,
general and specialist hospitals, local governroentral medical stores
and health centres / health post.

Tutor Marked Assignment

1. (a) Define performance indicators and evaluation

(b) Enumerate the types of procurement by valuesthauld be
evaluated annually in a state central medical store

References / Further Readings

WHO (1992). “The use of Essential drugs. Technigbort series
825,WHO Geneva.
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Introduction

Since you have gone through the course guide, yamid\have
acquired a general overview of what this unit isaBbut, how it links
specifically to the course. This unit will help yaaquire basic
understanding of the definition of essential druays] essential drug list,
Historical perspective, theory and practice of esakdrug programme.



2.0

3.0

Before we do this, let us have an overview of wiwat should
learn in this unit, as indicated in the unit obijees below.

Unit Objective

At the end of this unit, you should be able to:
» Define the terms, essential drug (s) and esseadrtigl lists
» Describe the historical perspective of essentiad grolicy
» ltemize the selection criteria for the essentialgdrsts.
» List the objectives of essential drug policy

Main Content
3.1 Definition of Essential drugs and Essential drug 8t

Essential drugs, as defined by the World Healtha@®ization are
“those drugs that satisfy the health care needseofmajority of the
population, they should therefore be availabldldinaes in adequate
amounts and in appropriate dosage forms, at a ffrleceommunity can
afford.”

However, the original 1977 WHO definition of “estiah
medicines” was that they were of utmost importahesic,
indispensable, and necessary for the healthcadsrdehe population.
The concept was mentioned in one of the ten poiintise 1978 Alma Ata
Declaration on primary health care.

The difficulty of putting this into practice igftected in the rather
longer and more categorical 2002 definition. “Es¢is¢medicines are
those that satisfy the priority health care neddeepopulation. They
are selected with due regard to public health ezieg, evidence on
efficacy and safety, and comparative cost effeotss. Essential
medicines are intended to be available within thaext of functioning
health systems at all times in adequate amountkgiappropriate dosage
forms, with assured quality and adequate inforrmatamd at a price the
individual and the community can afford. The impéstation of the
concept of essential drugs is intended to be flexand adaptable to
many different situations; exactly which mediciaes regarded as
essential remains a national responsibility.

Besides, the Essential drug list is thus definethad.ist of those
drugs that satisfy the health care needs of thenhapf the population.



The WHO model list of Essential drugs has been tgudavery two years
since 1977. The current version, th& 1as published in 2009. There is
also a “WHO” model list of Essential medicines ¢hildren”, whose %'
edition was also published in 20009.

3.2 Historical Perspective of Essential drug List

In the year 1897, aspirin was introduced as tist $iynthetic
pharmaceutical, in the 100 years since, the wakideen the
introduction of the first modern antibiotic (1941)e first commercially
formulated anti malarial (1943), and the first afgercular (1944). The
1950s saw the first clinical use of oral contranegst, of drugs for
diabetes and mental illness. The development ajgifor other
infectious diseases, for cardiovascular diseasgé$aara wide range of
other conditions quickly followed. In 1975, the tw eight World
Health Assembly requested the Director Generasstsamember states
by “advising on the selection and procurementeasonable cost, of
essential drugs of established quality correspanttirtheir national
health needs”

The first WHO model list of essential drugs waspared by a
WHO Expert committee in 1977. in 1978, the thiitgtfworld health
Assembly requested the Director General interdlagontinue to
identify the drugs and vaccines which, in the lighscientific
knowledge, are indispensable for primary healtle @d control of
diseases prevalent in the population, and to ugmEiedically this aspect
of the report of the WHO Expert Committee on thed#n of “Essential
drugs” and “to cooperate with member states in tdating drug policies
and management programmes that are relevant tth mesdds of
populations and are aimed at ensuring access @iftibe population to
essential drug at a cost the country can afford.

When WHO published the first model list of Essdrdiaigs in
1977, it identified 208 individual medicines whitdgether could provide
safe, effective treatment for the majority of conmieable and non
communicable diseases.

The model list is a guide for the development dgiamal and
institutional essential drug lists. It was not gesid as a global standard.
However, for the past 30 years, the model listlbdgo a global



acceptance of the concept of essential medicidasys as a powerful
means to promote health equity. By the end of 2088, member states
had official essential medicines lists, of whichte8 been updated in the
previous 5 years. Most countries have nationa hAstd some have
provincial or stat lists as well. National listsedsential medicines
usually relate closely to national guidelines ftimical health care
practice which are used for the training and supenv of health

workers.

3.3 The Need for an Essential drug Policy

Drugs occupy a unique position in health care. T¢aycure
diseases, relieve symptoms and alleviate suffeflihg.psychological
satisfaction produced by drugs creates a favoueblgonment on
which the preventive and educational elements altheare can be built
with consequent further improvement in health. €fae, there is need
for a programme that will ensure the availabilifyttiese drugs and their
rational use. Essential drug list is needed forfdHewing reasons:

» To give priority to drugs with therapeutic efficaayith the aim of
satisfying the health need of the population

» To improve the availability of the most needed drugthe
country’s health care delivery system.

3.4 Objectives of the Essential drug Policy

According the WHO Technical committee on Essermlial
programme, National drug formulary, the understatesuld be the
objectives of the Essential drug policy in any oatf the world;

» To continuously ensure that drugs that are neeuldtktentire
population are available

To reduce the cost of drugs by purchasing drugs generic
names instead of brand names

To impact management skills to health workers

To prevent production, distribution and use of fake sub-
standard drugs at all levels

To encourage the use of only safe and effectivgglat all levels.

YV VV VY



3.5 Selection of Essential drugs

Essential medicines are selected with due regadisease
prevalence, evidence on efficacy and safety, antpeoative cost
effectiveness. Cost effectiveness is the subjefieafe debate between
producers (pharmaceutical companies) and purchakdrags (national
health services).

The number of drugs has nearly doubled, from 18Bir7 to 320
in 2002. The range has increased substantially theeyears and now
includes antimigraine drugs, antidotes and antilzestis drugs.

The essential drugs are one of the most cost affeelements in
modern healthcare and their potential health imgamarkable.

3.5.1 Criteria for the Selection of Essential Drug List

» The choice of essential medicines depends on dduaetars,
including the disease burden, sound and adequet@ddhe
efficacy, safety and comparative cost effectiverndss/ailable
treatments. Stability in various conditions, thechéor special
diagnostic or treatment facilities and pharmacaditngroperties
are also considered if appropriate.

When adequate scientific evidence is not availahleurrent
treatment of a priority disease, the expert conamithay either defer the
issue until more evidence becomes available, coshto make
recommendations based on expert opinion and experie

» Most essential drugs should be formulated as sicmigpounds.
Fixed — ratio combination products are selecteg wiilen the
combination has a proven advantage in therapefiéictesafety or
compliance over single compounds administered aeglgr
Examples of combination drugs that have net thateria includes
new formulations for tuberculosis and malaria.

» In adapting the WHO model list to national neeasytries often
consider factors such as local demography andrpaifeliseases;
treatment facilities; training and experience & #vailable



personnel; local availability of individual pharneatical products;
financial resources; and environmental factors.

4.0 Conclusion

5.0

6.0

7.0

In this unit, you have learned what Essential dg)gand Essential
drugs list are, you have also learned the Histbpeespectives of the
concept, Essential drugs. You have also realizatthiere are defined
criteria for selection of drugs into the esserdialg list.

You should by now be able to define Essential damgl, Essential
drug list in your own words. Also, you should béeato itemize the
objectives of the Essential drug list.

Summary

The unit has focused on the definition of Essemtiay (s) and the
Essential drug list, the Historical perspectivgeobives and the vital
criteria for selection of Essential drugs. Unit twidl build on these and
focus mainly on the WHO model list of Essentialgiu
Tutor Marked Assignments
1. Define the following
(a) Essential drugs(s)?

(b) Essential drug list?
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Introduction

Since you have gone through the course guide, yamiddhave
acquired a general overview of what this unit isgbhow it links
specifically to the course. This unit will help yaaquire basic
understanding of targets and use of the WHO mastsl|df Essential
drugs, perceived problems of revised procedurevaridus steps to get a
New drug on the WHO model list of Essential drud. li

Before we do this, let us have a view of what ylooutd learn in
this unit, as indicated in the unit objectives belo

Objectives
At the end of this unit, you should be able to:
» ltemize the targets of the WHO model essential disiig
» List the use of the WHO model list of Essentialgiru

» Enumerate the perceived problems with the WHO miistel
» Mention the outcome of the Revised procedure



» State the steps involved in getting a New drughenWHO model
list of essential drugs.

3.0 Main Content
3.1 Introduction (WHO Model List of Essential Drugs)

The first model of the list was published in 197ithw + 200
active substances, and was revised every two pgargHO expert
committee. The 1Blist was published and approved by the WHO Expert
committee in the year 2009. The first list was gomareak through in
the history of medicine, pharmacy and public healtid medicines sans
frontiers (2000).

The implementation of the concept of essential sifagntended to
be flexible and adaptable to many different sitwai exactly which
medicines are regarded as essential remains anabktesponsibility.
Over 156 countries has National Essential drug1is8 within 2 years,
314 within 5 years.

3.2 Targets of the Model Essential Drug List

The essential drug are selected with due regaddsease
prevalence on efficacy and safety, and comparabtge effectiveness
which are intended to be available within the centé functioning
health systems at all times, in adequate amountkgi appropriate
dosage forms, with assured quality, and at a phieendividual and the
community can afford. It is expected that clinigaldelines and a list of
essential drugs should lead to better preventioincanre.

Registered Medicines
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Figure 2.1: Essential Medicine Targ&epartment of Essential Drugs and Medicine Policy
3.3 Uses of the WHO Model list of Essential Drugs

» 186 countries have a national list of essentiagslrof which 81%
have been updated in the last 5 years

* Major international agencies (UNICEF, UNHCR, IDAgde their
catalogue on the WHO model list

* Subsets: UN list of recommended essential drugthéor
emergency relief (85 drugs): inter agency New Emecy Kit (55
drugs for 10,000 Consultations).

* Normative tools: WHO Model Formulary. International
pharmacopoeia. Basic Quality Tests and developofdReference
standards follow the WHO model list

3.4 Perceived Problems with the WHO model list prior t02002
Revision of Procedure

» Range of diseases covered by the model list isleat

» Discrepancies between model list and treatmentejjuies
» Selection is more concensus — based than evidebased
» Use of data on cost effectiveness unclear

» Reasons for selection in sufficiently recorded

» Drugs included without pharmacopoeal standard pplger



3.5

» Official report comes out too late, and in Englastly.
Outcome of the Revised Procedures

The WHO model list of Essential Drugs is a modelcess, model

product and public health tool

>

>
>
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3.6

YV VV VVVY

The independent membership of the committee, darefu
consideration of conflict of interest.

Transparent process, standard application, review

Link to evidence based treatment recommendatiare;cordance
with WHO Recommended Process for developing clinpcactice
Guidelines.

Systematic review of comparative efficacy, safetgl aost
effectiveness, and review of public health releeanc

Rapid dissemination, electronic access

Regular review

Steps to get a New Drug on the WHO Model List of BE&ntial
Drugs

Identification of public — health need for a drug
Development of the Drug: phase | — 1l - lll trials
Regulatory approval in a number of countries

More experience under different field circumstanpest-
marketing surveillance

Price indication for pubic sector use

Review by WHO disease programme: define comparative
effectiveness and safety in real life situations

Submission to WHO committee on Essential Drugs

3.6.1 Steps in Review of Applications to the Model List

» Summary of application posted on WHO medicines wiédb-
» Specialist assessment of comparative efficacytysafed cost

effectiveness

> Review of assessments by Expert committee member

(“Presenter”); formulation of draft recommendation

» Review of draft recommendation by relevant Expdxtisory

panel embers: and posted on WHO medicines web-site



» Review by presenter; prepares final draft recomragod
» Discussion of draft recommendation and proposedfeeXxVHO
model Formulary by the Expert committee

3.6.2 Role of Treatment Cost and Global Cost effectivenss
Analysis

» High cost alone should not exclude an essentig dru

» Cost effectiveness (C/E) comparisons will be maderay
alternative drugs within the same therapeutic group

» Price information from existing UN sources will bsed

» Sample indicators will be used: cost per unit, gasttreatment /
month, cost per cure, cost per case prevented

» Emphasis on usual outcome measures, and use thg»asd
published comparative cost effectiveness analysis

» Now C/E calculations will be transparent and camd&pted.

3.6.3 Presentation of Recommendations, Report
3.6.3.1 Presentation of Recommendations

* Summary of reasons for each recommendation

» Reference to underlying evidence and systematic
reviews

» Reference to existing clinical guidelines

* Inclusion in WHO Essential medicines Library

3.6.3.2 Report, Web-site, Translation:

* Report of the meeting published on WHO medicinek-gite
* Report issued in WHO Technical Report series
e List and recommendations translated into otherdaggs.

4.0 Conclusion

In this unit, you have learned that the concemssential drugs is a
global concept, you have also realized that the Whitical guidelines
are the foundation for the model list of essemralys; the model list
remains a strong public health tool
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The unit has also shown that the WHO Essential tlbugry is a
valuable information base for all member statesrivtional
organizations, drugs and therapeutic committeesaatth insurance
organizations.

Summary

This unit has focused on the Targets of the esdairtig list,
perceived problems outcome of the revised procadarel presentation
of the Recommendations of the WHO model list oéasial drugs. Unit
3 will build on this and focus mainly on essentlalg list for primary
health care system in Nigeria.

Tutor Marked Assignments

(a) Itemize the targets of the WHO Model Essemral list
(b) List the outcome of the Revised Procedure drugs
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Introduction

Since you have gone through the course guide, yanidhave
acquired a general overview of what this unit isgbhow it links
specifically to the course. This unit will help yaaquire basic
understanding of the primary health care level.

Before we do this, let us have a view of what ylooutd learn in
this unit, as indicated in the unit objectives belo

Objectives

At the end of this unit, you should be able to:
» Define drug (s) and Pharmacology
» Classify essential drugs at PHC level
» Enumerate sources of drugs
» List factors that could affect absorption and dmgtabolism
» Explain general mechanism of action of drugs
» Enumerate factors affecting drug stability and sy

Main Content
3.1 Definitions

The subject of pharmacology was known as materealica until
1890 when the current term began to come intoRIs@&:macology is
defined as the study of drugs and their actionstibesciences of
pharmacology and their specific fields of study asdollows:

Pharmacology: The recognition, quality, purity and identificatiof
drugs.

Pharmacy: The preparation, stability, preservation and gjeraf
pharmaceutical preparations.

Posology:Dosage or amount of drugs to be administered.



Pharmacodynamics:The response of living tissue to chemical
stimulation in the absence of disease. This almedusively deals with
research and development.

Pharmacotherapeutics:The action of drugs on living tissues in the
presence of disease; treatment of the sick

Toxicology: The study of toxic or poisonous effects of substan
3.2 Sources of Drugs

Medications are commonly called therapeutic or ptaaeutical
drugs, or just “drugs”. These are many sourcesujsiand many
resources are readily available to help identitypeinse and administer
medications completely, safely and in accordandk thie law, when
ever health care professionals.

There are several sources from which medicatiomareed, but drugs
are derived from the following four main sources:

+» Plant sources:Obtained from plants or products, seeds, stem,
roots, leaves, resin and other parts yield thesgsdiExamples
includes digitalis and opium

+ Animal sources:Glandular products from animals are used, such
as insulin and thyroid

¢ Mineral sources: Some drugs are prepared from minerals. E.g.
potassium, chloride and lithium carbonate (An Artischotic)

% Synthetic sourcesLaboratories duplicate natural processes.
Frequently, this can eliminate side effects andease the potency
of the drug. Examples includes the Barbituratepsamides and
Aspirin

3.3 Routes of Drug Administration

Drugs are administered through appropriate rouddbat they can
get to their sites of action still effective andtloé right concentration.
The route of administration is determined primabilythe properties of
the drug (e.g. water or liquid solubility, lonizati, e.t.c), and by the
therapeutic objectives (for example, the desirghdf a rapid onset of



action or the need for ling- term administratiorrestriction to a local
site).

There are 2 major routes of drug administratiomeis the Enteral
and Panenteral.

3.3.1 Enteral Routes

This can be divided into oral, sublingual and tleetal Routes.
Oral: Giving a drug by mouth is the most common andepred route
where possible. Taking drugs by mouth is advise@lidhose who can
eat or swallow. Oral preparation especially tabdetscheaper and safer
to handle. This route is also the most variableiandlves the most
complicated path way to the tissues.

However, some drugs must be given through othdesowhen:

» They cannot be absorbed in the gastro intestiaal,tsome are
destroyed as they are exposed to various secretidhs digestive
system

» The patient is unconscious and, therefore, notgasition to
swallow. This is also true for those in shock.

Sub- Lingual: This involves placement under the tongue, dved
a drug to diffuse into the capillary network arterefore, to enter the
systemic circulation directly. The main advantagth route is that the
drug by passes the intestine and liver and thuglaviost pass
metabolism.

Rectal: Fifty percent of the drainage of rectal regignpasses the
portal circulation; thus, the bio transformationdofigs by the liver is
minimized. The route is also useful, if the drugunes vomiting when
given orally or if the patient is vomiting.

3.3.2 Parenteral Routes

These routes are used for drugs that are poorbyriabd from the
Gl tract, and for agents, such as insulin, thauaistable in the Gl tract. It
Is also useful for the treatment of unconsciougep&t and when rapid
onset of action is required.



The three major parenteral routes are intravenotramuscular
and subcutaneous. Each route has its own meritdemerits.

* Intravenous Route (1.V)

In this route, drugs are directly injected to tireudatory system
through the vein, it is the most common parentenade. For drugs that
are not absorbed orally, there is often two chomsrol over the
circulating levels of the drug.

 Intra Muscular Route (1.M)

This as drug ad ministration through the musclegadministered
through this route can be acquired solutions ocigpeed depot
preparations. e.g. polyethylene glycol. Absorptidarugs in aqueous
solution is fast, where as that depot preparat®sw.

» Subcutaneous Route (S.C)

In this type of route, drug substances are diranjcted to
subcutaneous layer of the skin (under the skike that of .M route,
requires absorption and is slower than the |.VesuSubcutaneous
injection minimizes the risk associated with |.\feictions.

3.3.3  Other Routes of Drug Administration

There are other useful routes of drug administnatvbich does not
fall under categories above this includes

» Inhalation: The drugs in form of vapours are inhaled. They ar
expected to dissolve in blood vessels of the luhbss route
provides a rapid delivery of drug across the |langd¢ace area of
the mucons membrane of the Respiratory tract aatdctin be
dispersed in an aerosol.

* Intranasal: This route allows drugs to be administered diyect
into nasal surface in form of spray for a locafdtem effect. E.g.
the abused drug cocaine is often taken by suiffing.



* Intrathecal/Intraventricular: It is sonetimes necessary to introduce
drugs directly into the cerebrospinal fluid. E.gnpothericin B
used in the treatment of memingitis.

» Topical Route: Topical application is used when a local effect of
the drug is desired. E.g. clotrimazole is applis@ &ream directly
to the skin in the treatment of skin disease.

» Transdermal Route: This route of administration achieves
systemic effects of application of drugs to thenskisually via a
transdermal patch. This route is not often used.

3.4 Drugs at the site of Administration

The aim of drug therapy is to prevent, cure, ortivarious
diseases stales. To achieve this goal, adequajeddses must be
delivered to the target tissues so that the thetapget non-toxic levels
are obtained. The clinician must recognize thasgieed of drug action,
the intensity of the drug’s effect and the duratdrlrug action are
controlled by four Fundamental pathways of drug emegnt and
modification in the body.

First, drug Absorption form the site of adminisioat(input) permits
entry of the therapeutic agent (either directlynalirectly) into the
plasma. Second, the drug may then reversibly ldsélood stream and
distribute into interstitial and intra cellular itis (Distribution). Third, the
drug may be metabolized by the liver, kidney, ¢reottissues. Finally,
the drug and its metabolites are eliminated froenldbdy (out put) in
urine, bile or faeces.

3.4.2 Drug Distribution

Drug distribution is the process by which a revdesleaves the
blood stream and enters the interstitium (extratallfluid) and / or the
cells of the tissues. The delivery of a drug frdma plasma to the
interstitium primarily depends on blood flow, cdguily permeability, the
degree of binding of the drug to plasma and tiggogeins, and the
relative hydrophobicity of the drug.

3.4.3 Drug Metabolism
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Drugs are most often eliminated by biotransfornratad /or
excretion into the urine or bile. The liver is tmajor site for drug
metabolism, but specific drugs may undergo biofangation in other
tissues. (Note: some agents are initially admirestes inactive
compounds. (pro-drugs and must be metabolizedkeio dletive forms)

3.4.4 Drug Elimination

Removal of a drug from the body may occur via a beinof
routes, the most important being through the kidn&ythe urine. Other
routes include the bile, intestine, lung, or mitknursing mothers. A
patient in renal failure may undergo extracorpodaallysis, which will
remove small molecules, such as drugs.

3.5 General Mechanism of Action of Drugs

Certain drugs acts on the site pain or infectiofexsome send
impulses to the brain and the brain responds anugydeither to reduce
pain or depress certain organs or elevate as #eermay be

Also, at receptor site, drugs act in a lock andikeghanisms
forming by-products which are mostly desirable $mhetimes
undesirable giving rise to side effects e.g.

» Neutralization: Antacids like magnesium trisilicaiets by
neutralizing excess acids in the G.I.T.

» Binding Action e.g. Activated charcoal binds togmm and this is then
vomited out from the patient

» Inhibition; some drugs e.g. Atropine act by inhifwt certain body
systems or mechanisms

» Anti-infective agents: some drugs act against infecagents in the
body of the host; there are two kinds of this drugs

Conclusion
In this unit, you have learned what, drug, pharrn@apois and it's

classification. You have also been exposed todhterof drug
administration as well as the activities of drugsite of administration.
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You should at this point be able to define in yown words,
drugs, pharmacokinetic and pharmacodynamics. Adso should be able
by now to describe the general mechanism of actiahrugs

Summary

This unit has focused on the definition of pharnagg-
pharmacokinetics and pharmacodynamics. The soofasigs, and
most importantly drug effects at site of adminitstna.

Tutor Marked Assignment

(a) Define Drug and Pharmacology
(b) List Effects of drugs at site of Administration
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Introduction

Since you have gone through the course guide, yauiddhave
acquired a general overview of what this unit isgbhow it links
specifically to the course. This unit will help yaaquire basic
understanding of what primary health care is anthatsic components, as
well as essential drug list in the Nigeria primagealth care system.



Before we do this, let us have a view of what yloouwd learn in
this unit, as indicated in the unit objectives belo

2.0 Objectives
At the end of this unit, you should be able to:

» Describe the historical background of essentiagjdist in the
Nigerian primary health care system

List special problems of drug supply in Nigeria

Itemize the advantages of essential drug listiimgry health care
Mention the hints on rational use of essential drug
Understand the difference between Primary Healtie Gst of
drugs for Health Centres and Village Dispensaries

YVVVYVY

3.0 Main Content
3.1 Definition of Primary Health Care

Primary health care, often abbreviated as PHGz3séntial health
care based on practical, scientifically sound auiadly acceptable
methods and technology made universally accessibfelividuals and
families in the community through their full parpation and at a cost
that the community and the country can afford tonta@n at every stage
of their development in the spirit of self-deteration (Alma Ata
international conference definition)

However, it was a new approach to health caredduaie into
existence following this international conferengeAima Ata in 1978
organized by the World Health Organization (WH®@) she UNICEF.
Primary health care was accepted by the membettresiof WHO as
the key to achieving the goal of Health for all.

Selective primary health care is a form of primaeglth care in
which diseases are more specifically targeted weld@ing countries to
initiate the process of primary health care. Inadeping primary health
care can be a very useful tool in helping to alleisome of the more
pressing issues.

3.1.1  Components of Primary Health Care



» Universal coverage by ensuring sufficient supplynefdicines and
services, removing financial barriers to accessearsiiring social
health protection

* People centre care by transforming traditional thezdre delivery
models (Specialist, procedure or Hospital basad)people-
centred primary care networks

* Inclusive leadership by shifting from convectiohammand —
and — Control” approaches, increasing participatiball
stakeholders and moving from supply — led to demaledi
policies and programmes

» Health in all policies by ensuring that all reletaactors (e.g.
labour, environment, education) factor health thieir agendas.

3.2 Historical background of Essential drug list in Nigeria

The essential drugs programme of the Federal repobNigeria
came on stream in 1988 and received legal backivepwn 1989 Decree
43 was promulgated. That same year the first r@vigias published. The
second revision soon followed in 1991 the third®96 and the forth in
2003;

The programme and its legal instrument came urelare
criticism by the Drug Manufacturing / Distributi@encerns as well as
several health practitioners for obvious reasorth@smpression was
created that whatever drug was not included idisheould neither be
imported nor used legally. The amendment to thesekethat appeared in
1992, limiting the provision of the earlier dectedghe public sector only,
had the salutary effect of removing the pressurtherprogramme as
well as those who implemented it.

This National Drug Formulary and Essential Drug [Review
Committee has been working constantly taking caioent concerns
in the management of HIV/AIDs, Tuberculosis, Ineggd management
of childhood illnesses (IMCI) and malaria. Newlyamationally
accepted names of some drugs, formulations andyddeams have been
adopted.

3.3 Special Problems of Drug Supply System in Nigeria



Prior to the consideration of essential drug progre as part of

the National drug policy, the drug supply systerthie nation were faced
with a No. of problems, believed to have been padidressed today by
the essential drugs programme, this includes;

YVVVVY VYV

3.4

Poor funding of health care services

Inadequate baseline data to enable suitable piopog of the
little fund available

Misplaced health care priorities

Inadequate and inappropriate communication system
Poor instruction by prescribers and Dispenserateipts
Self-medication without prior instruction from hemailvorker
Genetic variations in drug response

Advantages of Essential Drugs Programme

The usually expected advantages of an Essentigbgnmogramme

includes;

>
>

3.5

Limiting the number of drugs deployed in the healtine system
Creating opportunity for the provision of conciaecurate and
comprehensive information in the form of a NatioDalig
Formulary on all the drugs in the essential drag |i

Improving the knowledge of prescribers regardirg th
pharmacological properties of the prescribed dtbgs improving
the quality of drug

Improving drug utilization by the various sectofgt®e health care
system through better monitoring

Sound policy, legislation and essential drugs @ognes that
includes education of health professionals andptgiin rational
use of drugs are measures that should ensure betikh care in
all countries.

Classification of Essential drug list for Primary Health Care

Essential Drugs used in primary Health Care Level i

basically classified according to the fact thatltiefacilities and village
dispensaries, traditional birth attendants, aleotiealth workers, fall
under the primary health care delivery system heegels A and B
below



3.5.1 The Primary Health Care List for Health
Centres. (Level A)

ANAESTHETICS, LOCAL: - Lidocaine, topical, injectio
ANALGESICS - Acetylsalicylic acid, tablet.
NOT FOR CHILDREN
- Paracetamol, tablet, syrup
ANTI-ALLERGICS - Epinephrine (adrenaline),
Injection
- Chlorpheniramine maleate, tablet,
Syrup
- Promethazine, tablet, syrup
ANTIDOTES - Atropine, injection
- Charcoal, (activated) powder
ANTICONVULSANTS - Diazepam, injection
- Paraldehyde, injection
- Phenobarbital, tablet
ANTI-INFECTIVE DRUGS
(a) Amoebicide - Metronidazole, tablet
(b) Anthelmintics - Mebendazole, tablet
- Praziquantel, tablet
- Pyrantel, tablet, syrup

(c) Antifilarial drug - Diethylcarbamazine, table
(d) Antimalarias - Chloroquine, tablet, syrup,
Injection

- Pyrimethamine, tablet

- Pyrimethamine plus
Sulfadoxine, tablet, syrup

- Quinine, tablet, injection

(e) Antibacterial drugs - Amoxicillin
- Benzathine penicillin,
injection

- Benzylpenicillin, injection

- Co-trimoxazole, tablet, syrup
- Chloramphenicol, injection
(use under supervision)

- Erythromycin, tablet

- Gentamicin, injection

- Nalidixic acid, tablet



- Phenoxymethylpenicillin,
Tablet
- Procaine Benzylpenicillin,
Injection
- Streptomycin, injection
- Tetracycline, capsule
NOTE FOR CHIDREN
AND PREGNANT Women
() Antileprosy and Anti tuber-
Culosis drugs - Clofazimine, capsule
- Dapsone, tablet
- Rifampicin, capsule or tablet
- Thiacetazone + isoniazid,
Tablet
- Pyrazinamide, tablet
DRUGS AFFECTING THE

BLOOD - Ferrous salts, tablet, mixture
- Folic acid, tablet
DERMATOLOGICAL DRUGS - Benzoic acid + salicylic aki

(Whitfield’s), ointment
- Benzyl peroxide,cream or gel
- Calamine, lotion
EAR, NOSE AND THROAT DRUGS- Chloramphenicol, eaopss
GASTRO-INTESTINAL DRUGS  -Betamethasone plus lidoeai
Ointment, cream, suppository
- Hyoscine N-buty Ibromide,
Tablet
- Magnesium trisilicate
Compound, tablet, mixture
- Oral Rehydration Salts
OPHTHALMOLOGICAL DRUGS - Chloramphenicol, eye drops
Ointment
- Chlortetracycline eye
Ointment
OXYTOCIC - Ergometrine, tablet, injection
PSYCHOTHERAPEUTIC DRUG - Chlorpromazine, injection
RESPIRATORY SYSTEM DRUG - Beclomethasone, inhaler
- Salbutamol, tablet, inhaler
VITAMINS ANDMINERALS - Ascorbic acid, (Vitamin C),
Tablet



- Calcium salts, tablet

- Calcium gluconate, injection
- Folic acid, tablet

- Vitamin A, capsule

- Water for injection, injection

3.5.2 Listfor Village Dispensaries (Health Workers)

(Level B)

Acetylsalicylic acid (Aspirin) - Tablet, NOT FOR
CHILDREN

Paracetamol - Tablet, syrup
Chloroquine - Tablet, syrup
Pyrantel - Tablet, syrup
Ferrous Salts - Tablet
Folic acid - Tablet
Sulfadimidine - Tablet
Condoms - Barrier method
Calamine lotion - Lotion
Benzyl benzoate - Emulsion
Methyl salicylate - Ointment
Salicylic acid + Benzoic acid
(Whitfield’s) - Ointment
Chlorhexidine - Solution
lodine - Tincture
Methylated spirit - Solution
Absorbent gauze - Dressing
Cotton wool/crepe bandages - Dressing
Zinc oxide plaster - Dressing

Clinical thermometer
Surgical blades
Plastic aprons

3.6 Hints on Rational Use of Essential Drugs

» Essential drugs are those drugs that cure or prévemost

common health problems of the majority of Nigerians

» Many drugs on a prescription do not necessarilymiesatment



» Always get examined by a trained medical persohatire you
buy drugs, make sure you follow the recommendaiivaen by the
medical personnel.

Make sure you really understand how you are supptustake the
drugs, it is always your right to ask

Even if you start feeling better, take all the tneant

Keep your drugs in safe cupboard away from children
Remember that drugs are only one of the ways t®, @aalance
diet, rest and exercise are equally important

Essential drugs programme provides safe, religblective and
affordable drugs

A little payment for your drugs today ensures ygeiting another
supply tomorrow

YV WV VVV VY

4.0 Conclusion

In this unit, you have learned what primary healhe is and in
defining PHC mention should be made of its fourm@mponents. You
have also realized that the PHC have very valuatantages. You have
also seen the classification of the essential stifpr primary health
care into level A&B.

You should at this point be able to itemize in yown words,
hints on rational use of essential drugs. Also, sfoould be able to by
now classify essential drug (s) into either levelsr B
5.0 Summary
This unit focused on the definition of primary heatare and it's
main components. Advantages of essential drudpligirimary health
care were clearly itemized, as well as the hintgsdtonal use of essential
drugs at the primary health care levels.
6.0 Tutor Marked Assignment

(a) Itemize the advantages of essential drug progie
(b) Define primary health care
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1.0 Introduction

You have gone through the course guide; you whald acquired a
general overview of what this unit is all aboutwhib links to the course.
The unit is designed to help you acquire the neggasderstanding of
mechanisms of Drug financing as well as the cleeskiinethods. In this
unit, you will also be exposed to the Drug finamgcgystems in most

developing countries of the world.
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Before we do this, let us have an overview of wwat will learn in
this unit, as indicated in the unit objectives.

2.0 Unit Objectives

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



X/

¢ Describe drug financing in your own words.
¢ Discuss the mechanisms of drug financing.
% Classify the mechanisms of drug financing.

% Describe drug financing in developing countries.

*

*

3.0 Main Content
3.1 Introduction

Drugs are essential for preventive and curatiatheervices.
Significant demand, limited funds and high priceatdbutes to frequent
shortages of drugs in many public health programi@es method for
financing drugs and other pharmaceutical supplkestieen the
establishment of Revolving Drug Funds (DRFs ) inclvhafter an initial
capital investment, drug supplies are replenishigal tve monies collected
from the sales of the drugs. However, a clear dpos$this is the partial
of full free health care services where drugs sepre continuously
replenished without financial revolution or bengfit

3.2 Mechanisms of Drug financing

Financing of pharmaceuticals in most nationsefworld is a crucial
iIssue for several reasons. First, because drugikeamgned and produced to
save lives and improve health, it is important thaig financing ensures
access to essential drugs for all segments ofdpalation. Second, drugs
are costly. For most health ministries at all leva& Government, drugs
represent the largest expenditure after staff isslar
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In some countries, up to 80% of household’s healtelated spending
Is on drugs. In developing countries, drugs commospresent from 25 to
50% of total public and private health expendity@sick, et al 1997).
Third inadequate funding for drugs means that edperes for staff salaries
and other care costs may be used inefficientlyroply wasted. Fourth, the
availability and effectiveness of drugs are keydexin generating and
maintaining public interest and participation irahle related activities.



Possible drug financing options include publi@ficing; user charges;
Private or Co-operative not-for-profit; donors antérnational loans.
Nevertheless, it is the responsibility of Governirterensure that drug-
financing mechanisms are managed in such a wayashteve universal
access to essential drugs. Those various methattsigfiinancing can be
classified into two main categories: Free of ChdFgee Health Services)
and cost sharing mechanisms.

3.2.1 Free of Charge Mechanisms

The distribution of drugs free of charge is timéy@ossible solution
when the population to be served has no finanesdurces; examples are
persons who ate displaced, in refugee camps andp@b areas. This can
be done as stated below in the next annexure.

3.2.1.1 Public Financing through General Revenues.

Government in virtually every country in the wbglays a role in
financing health services and pharmaceuticals. misreflects in past the
recognition by society that health is a fundamenggdit to which all sections
of the population should have access. It alsoctflthe realisation that the
private sector does not necessarily achieve egoitygustains the precept of
solidarity.
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Though some public financing for health and esakdrugs are
necessary, the level of financing varies dramdyi@hong countries. Public
financing of free drugs may be through nationdboal Government general
revenues, taxes, loans and donation.

3.2.1.2 NGOs, Donors and Others:

The percentage of aid, which contributes to hestpenditure, varies
considerably from country to country. In sub- Sahaifrica, the average



contribution of aid is nearly 30% whereas in Agaqgluding China and
India) it is 11% and in Latin America it is undéngVekasquez, et al 1998).

In pharmaceuticals, donors may support the askabént of drug
supply systems and drug donations. The latteepuiently related to
emergency relief or initial seeding of revolvingigrfunds. The external
financing must not be allowed to substitute for effert of the countries to
develop sustainable financing mechanisms.

However, other mechanisms of drug financing agkmployer
provided health care, which can be furnished eidmectly, through
contracts with private providers or through insweand reimbursement.
This can also contribute to the overall health @iown in a country.

3.2.2 Cost — Sharing Mechanisms

Drugs and other pharmaceuticals are essentigréwentive and
therapeutic health care and offer simple, costaffe solution to many
health problems, provided, they are available,rdfble and properly used.
In addition to their direct health impact, the effeeness of drugs against
health professionals that they need to promote teng health
improvements through environmental and nutritiattelnges. The
importance and popularity of drugs has led many

CHS 426: ESSENTIAL DRUG SUPPLY SYSTEM

governments in developing countries to espouse\poli free drugs.

However, because of the poor economic situatienhigh
international debt and the fall in the world pricésheir commodities, most
developing nations are unable to continue with freision of free health
services and drugs at the point of delivery. Thieduction of cost sharing
through user fees has been proposed as one dfakegses
to lighten the physical burden of most governmgmtsserve the
sustainability of the drug distribution system adlas to improve the
efficiency of the over all public health sectorsi{fié, 1995).



3.3 Drug Financing in Developing countries

The financing crisis facing the developing coig#is constraining
growth and forcing Governments both to rethink sicefocus their
domestic programmes. This retrenchment has notinalyded the public
sector but has hit the Government health care imearsts particularly hard.
The health sector is frequently a source of higheBument expenditure,
one that contributes little to short-term econopecformance or foreign
exchange earnings. This, combined with high anre@lrrent costs of
health care services, has made the sector anaggy for hard pressed
ministries of finance.

The revenues available for social expenditurgeineral, and health
care in particular, are also constrained by thelneg@rovide for other
functions of Government (including in some casétinely large military
expenditure) and by the need in many developingic@s to undertake
measures of economic stabilization and structutpistiment (Cichon &
Gillion 1993). Budget cuts often lead to a dispmtipmate reduction in non-
staff inputs, leaving medical professional witheufficient drugs and
equipment.
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The provision of access to affordable and actdpiguality drugs is
probably the most crucial element in implementingnary Health Care
(PHC). As a result many developing countries haadent principle to
provide drugs free of charge based on social idbale no intention to
collect costs and have often defrayed the expdnsdsawing money out of
the national treasury. Unfortunately, few counthese the resources to
fully implement such a policy. Significant demahdhited funds and high
drug prices contribute to frequent shortages. Ttihgscost of drugs becomes
a scarcity of drugs and disillusionment. Healthf@seionals were dispirited
by trying to provide services without the resouttey have been trained to
use and the people were frustrated by receivinguch less than they were
promised.
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This situation has to some extent, been deflecwedrds the small,
rapidly growing, but expensive private sector ddiltiecare, with a result
shift of quantified personnel towards the privageter and the service of
wealthier clients who can pay.

In developing countries, pharmaceuticals geneealtount for a more
significant share of overall health expendituresitin developed countries
(for which this share is about 15%). In severaldsin countries, it is
believed to exceed 50%. In developing countries; 90% of the overall
pharmaceuticals expenditures are privately finanetatch is considerably
higher than in developed countries (median is 3@%)asquez et al 1998)

3.3.1 Principles of Drugs Economic Strategy:

The main principles behind the economic strafeggrugs
recommended by the world Health Organisation (Wid(®@)

% The objective of various drug financing systems tnbsto improve and
facilitate the access of the whole population &easial drugs;

% The responsibility and will of the state to pagaie in paying the
national drug bill are fundamental,
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% The money saved by the selection of drugs to @ateuh the country and
their rational use must be one of the main sour€eslditional income
for the purchase of drugs;

% The allocation of an adequate percentage of the Btalget to health, and
consequently to drugs, must be a priority; for maoyntries this will
require an increase in public spending for health.

Conclusion

In this unit, you have learned the introductospect of the concept
of Drug revolving fund (DRF),mechanisms of drugafting,
classifications of the mechanisms, including fvséeharge and cost-
sharing mechanisms. You have also learned Drugding in Developing
nations of the world. Thus you should by now be=dblitemize the



5.0

6.0

7.0

recommendations on the main principles behind toa@mic strategies for
drug by the World Health Organization (WHO).

Summary

This unit focused on the introduction to the atoof drug revolving
fund via the various mechanisms of drug financhghlighting the situation
of drug financing in developing countries whilentizing the
recommendations of the World Health Organisatiomt B will focus
mainly on the cost — sharing Mechanisms.

Tutor Marked Assignment
a) Itemize the recommendations of the WHO on the maimciple

behind the economic strategies for drugs by thON
b)  Simply classify drug financing system.
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Introduction
You have gone through the course guide; you woalektacquired a

general overview of what this unit is about, hownks to the course. The
unit is designed to help you acquire the neceasaaerstanding of the



concept of cost — sharing mechanisms, its objextwvel direct sales via the
Drug Revolving scheme.

In this unit, you will also be exposed to paymenfiat charges and
pre-payment principles and most importantly rolesaommunity in cost-
sharing.

Before we do this, let us have an overview of wat will learn in
this unit, as indicated in the unit objectives.
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2.0 Unit Objectives
At the end of this unit, you should be able to:

Define cost sharing mechanisms

Itemize the objectives of cost sharing mechanism
Differentiate between Direct sales through DRF paynof flat
rates charges and pre — payment.

Describe the roles of communities in cost sharing
mechanism/DRF.

>
>
>
>

3.0 Main Content

Cost — sharing is the drug financing programme ighatistainable
with contribution from both public sector as wedl @mmunity (through
user fees). Facing shortage of drug supplies fa€ FHnany developing
countries, it was recommended by the World Bankd&7 (Griffin 1995)
that some mechanisms of user charges should benmepited in the
community and the money recovered should be usdtiéaeplenishment
of drug supplies in that community.

To be successful, user fee mechanisms must ggnbeaiccompanied
by perceived quality improvements in services. Wwld Bank suggests
that the improvement in the quality of services ldaompensate the
negative impact of prices. This implies that imgdwsupply mechanisms for



drugs are both prerequisites and outputs of sultdgesegrammes. The
properly designed cost recovery programmes canueage higher demand
for modern health care and as a result, highet t#udtilization (Hotchkiss
1998).

Community cost sharing mechanism can be basedrect dales of
drugs through the Revolving Drug Fund, payment fditarate charge,
payment for services via insurance and other vaniecome generating
activities.
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3.1 Objectives of Cost — Sharing Mechanisms

s Promote efficiency: user charges can move themtatieom the
big hospitals to the lower level of health facdgj through
different drug prices at different levels of heaitire;

s Foster equity: by charging people who are ablealg more
money will be made available for the poor throuffeative
exemption systems;

s Promote decentralization and sustainability: cbatisag
provides ways and means for decentralization oftihealicy
to community level,

s  Foster private sector to be more competitive irvigiag drugs
and service

% Promote consumer satisfaction: the ultimate resfudbst
sharing should be increased consumer satisfaaimwing the
availability of drugs

s  Generate revenues: this can be a means to genevete
revenues for facilities to buy new drugs;

% Reduction of unnecessary utilization: user chafgepublicly

provided health services and drugs can lead to efficeency

than the health services and drugs provided frehafge.

A key issue for government officials responsibletealth care
financing policy in developing countries is thathmiw to implement cost
recovery plans without adversely affecting healitcomes through
decreased health care utilization. Whether indiaisllbenefit from cost



recovery plans depends on the quality of servicasdre delivered, the out —
of — pocket price that is charged, and how indiglduespond to that quality
and price. In addition, the long — term financiglbility of Government
investments in health care services depends oahihy to finance future
improvements in quality by increasing revenuestugtohigher user fees.
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3.2 Direct Sales through Drug Revolving Fund

Payment for drugs has been seen as one componihet sifategy of
cost sharing, but has also been seen that whers infplemented most
patients, especially the poor, are unable to afftouays at market costs. On
way, proposed to help this group of patients isugh the introduction of a
Drug Revolving Fund (DRF) in which after an inite@dpital investment,
drug supplies are replenished using money coll€cted the sales of drugs.

The World Bank (1994) defines the term Drug RevaiviFund as
community financing for the availability of essetilrugs at full cost prices.
DRFs, which are one type of drug sales programnuesirrecovery
schemes, attempt to mobilize financial resourcestan a domestic
willingness of people to pay for health serviceRH3 are attractive, because
they are theoretically self-financing after a oimeet capital investment by
the community, the Government, out side donoreang. The one-time
initial investment could be either in medicinesrocash. In the latter case,
cash is spent to purchase medicines for initiafydtiock. In purchasing
medicines, medicines should be chosen from amasenéal drugs,
meaning medicines of high necessity from a megieapective, and
medicines, which can be purchased at low cost lsecte patent on them
has expired. DRF seeks to recover drug costs in(lpag-term subsides
required),in full or with marginal profit on the stoof drugs, that allows the
target group to buy the drugs and allows more dtode bought by the
fund. The supply of drugs can be continued indi&iniwithout further
Government budget allocations as long as revemaasdales (or in some
cases local health budgets) are sufficient anddig@uhback in purchasing
new drugs.



The expected effects of the DRF are: residentsdavioale better access to
medicines, the DRF could serve as a channel tdigeathe drug supply at
health facilities; improve the utilization rateshaalth facilities and make
retail prices, prescription activities and the dim@n to use medicines
appropriate in places were there are many priViaderpacies.
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Drug Revolving Funds draw attention among healttasdinancing
in developing countries as leading methods of conitydinancing. They
offer an appealing and potentially successful medussipplying drugs for
many parts of the third world. The concept seeniie gimple, but in
practice, these funds have proven to be substigntire complicated to
plan and implement than systems which simply hawengdrugs away.

3.3 Payment of Flat rate charges

A flat rate charge covers both health care andsdriige amount may
vary according to the level of service (dispensheglth centre or hospital)
or the condition treated (such as malaria or chifldp The example of this
type of cost sharing is the Bamako Initiative (Blhis was announced at a
meeting of African ministers of health in 1987 iarBako, the capital of
Mali, as a response to the severe problems indingrhealth services in
sub-Saharan Africa. The goal of the Bl is the ursakaccessibility to PHC.
Bl advocated PHC as well as maternal and childthealre financed
through community financing. Drugs are sold atgsithat cover their cost
and make surplus to cover recurrent cost. Baseatismproposal, UNICEF
backed many experimental RDFs in the region byngiweeding stock. In
Benin and Guinea the Bl programmes have demondttlager ability to
raise preventive and curative coverage with key Bi€rvention while
keeping the cost of the health system low (Sowtat| 1997).

3.4 Pre — payment

Pre — payment (health insurance) separates inthemact of payment
from the act of consumption, so people who are armd
not patients (Jerome 1998) pay for those drugs fUimgamental concept
behind health insurance is the sharing of thearsk burden of paying for
illness among a group of people or society. Thezeddferent insurance
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approaches, which can involve both public and pei&ctors such as social
health insurance, community prepaid schemes amdtprhealth insurance.
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3.5 The Role of the Community in Cost — Sharingaddition, it is
sometimes argued that community financing is a fofmommunity

Community financing is put forward primarily as @tmod of
providing additional resources to the health sectior participation, this
ensures that communities are not just passiveiestgof services. The
scope of community financing to generate additisaaburces for the health
sector depends on the potential to find a comlonati prices (user charge
or premier) and quality improvement which provethlaffordable for the
population, capable of attracting its willingnesgay and capable of
sustaining activities given a realistic assessragf@overnment or donor
support.

Conclusion

In this unit, you have learned the Definition osteharing
mechanism/DRF, the main objective of cost shariegmanisms/ DRF,
principles of flat rate charges, pre-payment

You have also learned how direct sales are madiheidrug
revolving fund and | believe you should be ablenbw, to describe in your
own words the role of communities in the Drug Rewraj Fund system.

Summary

This unit focused on the cost sharing mechanisms/Bxi its
objectives, while discussing the roles of commesiin the running of Drug
Revolving fund amidst other relevant principlesittwill focus on the
Drug Revolving Fund financial system.

Tutor Marked Assignment

a) Discuss roles of communities in DRF
b) Itemize objectives of cost sharing mechanism.
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1.0 Introduction

You have gone through the course guide, you wbalc
acquired a general overview of what this unit iswbhow it links to the
course. This unit will help you acquire the necgssaderstanding of the
financial system of the Drug Revolving Fund, theahcial responsibilities
of a DRF manager, financial statement and rec@&$; Bank accounts and
Cash Collection. However, in this unit, you wilsallearn common factors
threatening the Drug Revolving Fund system.
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3.0

Before we do this, let us have an overview of wwat will learn in this unit,
as indicated in the unit objectives.

Objectives

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

X3

%

Itemize the financial responsibilities of a DRF Nager
Differentiate between DRF financial statement aeddRds
Outline the DRF principles on Bank account and Gaglections
State clearly the DRF Threatening factors

X3

*

%

*

X3

%

Main Content
3.1 Financial Responsibility of a DRF Manager

A DRF manager is often appointed at all level ov&nment
as the accounting officer for the Drug Revolvingh&fuHis responsibilities
as accounting officer includes his responsibilitgl aegularity of the public
finances for which he is answerable and for thepkwmeof proper records
required for financial order. This is in additiangaying and collecting debts
and ensuring the financial health of the DRF.

3.2 Financial Statement

According to the financial order given at the drfehe
implementation of the DRF, statements of accouwntgdch year must be
prepared. The accounts are prepared on an acbagsand must give a
true and fair view of the DRF’s state of affairgts year — end.

In preparing the accounts, the DRF is iregito:

» Observe the accounts order direction issued b¥daeral Ministry
of Finance, including the relevant account andldsoe
requirements and apply suitable accounting policrea consistent

basis;
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s Make judgments and estimate on a reasonable basis;
s Prepare financial statements every month



3.3 Financial Records
The DRF financial records at all levels should unig:

s Sales guantities and revenues by drug and typeaitthfacilities
(health centres, hospitals and warehouse).

This information is used to assess the impadt@firug pricing
policies and to more accurately predict future demguirements; regular trial
balances and income statements provide periodigssteports on drug
stocks and the financial reserve. Such reportsitakto assure that the
revenues are achieving or at least approachingeosvery objectives that
cash flow is sufficient to procure new stock anel skock is sufficient to fill
expected demand.

3.4 DRF Bank Account and Cash Collection

The law of the treasury requires that revenueseebby any
arm of the Government must be remitted to the pofsee account, the
DRF has its own separate accounts at all levetsttars its revenues are
entirely excluded from the finance ministry budggtaformation.

Besides, the DRF Cash Collection of drug saldé®alth
facilities is based on the answering the questrsigen team must match
with the drugs that had been sold during the wAel. deficit should be
paid by the ion of how much money should have baed,how much
money actually was collected. A high collectiorerdepends on a sound
drug management system.

At the onset of DRF, for the first time, an invemnytsystem on a
monthly basis to reconcile the cash collection g solid drug. However,
this approach failed to prevent the deficit in ceslected against sold
drugs. The cash collected by the
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responsible pharmacist within one week. The callbatmn system in
addition to accountability measures, regular supem and vigorous use of
disciplinary and legal measures results in a hf§biency of cash collection
and the entire elimination of a deficit.



3.5 Drug Revolving Expenses

Expenses incurable in the implementation of a BRFensed
can basically be classified into two viz:

3.5.1 Operating Expenses:

Keeping the operating expenses of the systemrimanum has
been the key prerequisite to the implementation of
the DRF where fees should be affordable for thieepa The operating cost
can be divided between fixed and variable costs.

Administrative incentives, electricity and commeations are
usually relatively fixed. Transportation, demurraigsurance, bank charges
and supplies will vary depending on the volumeroigg being handled

3.5.2 Capitalization Costs:

Other than the capital fund for initially stockitige system
(Working capital), capitalization or developmensto(indicated under other
expensed in profit — loss Account) include the sa$tdesigning and
planning the system, construction, renovation 6€efand warehouse space,
purchase of vehicles, equipment and the suppathafr health facilities.

3.6 Drug Revolving Fund Threatening Factors

Revolving drugs funds have been established in,Per
Guatemala, India, Bolivia, Haiti, Senegal, Nigegétia,
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Afghanistan, Mali, Indonesia, Thailand and else mgh&he establishment
and / or maintenance of many of these programm&géen fraught with
difficulties (Peter et al 1986).
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However, the following factors too often make DiRFjenerate
sufficient revenue to replenish their stocks andffact, soon cease to
revolve. These factors are:

¢ Business Orientation: many factors contribute ofthlure of RDFs,
one of the most important appears to be a resistanthinking of the
fund in business terms and, in particular, a ldakaoeful economic
and financial analysis in planning the fund.

s Community Non — compliance: Community participatiorthe RDF
Is essential. For example, the Gosses, SenegdVmydund for a
vaccination programme failed to revolve when videgyprove
unwilling to pay for the entire series of vaccioat and the revenues
were insufficient to replenish health workers sigg(Peter et all
1986)

% Under — estimation of the Capitalisation Cost:¢bst of the supply
system should be planned for and the operatingstmstld be closely
monitored;

+ Unanticipated losses of the Drugs: the lossesufsland cash
through theft or deterioration or unauthorized eggom commonly
lead to RDFs failure;

+* High Operating Costs: may cause fund depletiork@ap the
operating costs under control RDF uses a montldfitpr loss
account which allows immediate intervention decisihen
necessary;

+ Prices set too low for intended level of cost remgvthe pricing
system is important exercise on the RDF , and the
prices are updated regularly to cope with the lcoatency
devaluation;

¢ Delay in collection of subsides and other paymesnhfGovernment
Agencies: the policy of the RDFs is cash for drugs.

e The drugs in the RDF are sold on a prescriptiomshasall RDF

health facilities.
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Conclusion

In this unit, you have learned the financial systd the Drug
revolving Fund. You have been exposed to be stdrdancial
responsibilities of a DRF manager, DRF Financialeshent and Records,
you have also learned DRF Bank Accounts and Ca#ikdflons, DRF



Expenses, its classification and in the same ¥Bose factors militating
against the success of Drug Revolving Fund.

Summary

This unit focused on the financial system of DR#dst other
relevant topics including financial statements sgwbrds of DRF, DRF
expensed and some of the factors threatening &ssfot implementation of
the scheme, particularly in African Nations. Univdl focus on the DRF
Drug Supply System

Tutor Marked Assignment

a) Classify the DRF Expenses
b) Itemize the DRF threatening factors.
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Introduction

You have read through the course guide, thusywaud have
acquired an overview of what this unit is abow rélevance to the course.
This unit will help you acquire the understandirigh® Drug supply system
under a Drug Revolving Fund Scheme, hence youbeikxposed to the



2.0

3.0

selection and designs of DRF Drug list, procurenaeat finally the DRF
Drug pricing policies.

Before doing this, let us have a clear overviewbét you need to
learn in this unit, as shown below in the unit chjees.

Unit Objectives

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

X3

%

State how to select and design the DRF Drug list
Describe the procurement procedures of the DRF rug
State clearly in your own words the DRF Drug PgcRolicy
Itemize the components of the DRF Drug Pricing@oli

X3

*

X3

*

)
0’0

Main Content
3.1 Introduction

The economic objective of a drug supply systeto Bnsure supply of
safe, effective, good quality drugs at the leassfie cost to the people who
need them. This means that criteria of cost — g¥fexcess must be combined
with criteria of quality (Dumoulin, et al 1998). &lpharmaceutical supply
system is the most straight forward. It runs fréva thanufacturer to the
patient and passes through the stages of: procateistribution, Delivery
and uses of Drugs. In addition to the above stagedpllowing functions
are usually involved: Selection, Quantification &palality Control.
Information required in drug supply:
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s Supply information: This is information about theadability of
drugs, usefulness and efficacy of drugs and supleices and
condition of payment;



«  Demand information: This includes information retjag drugs
requested by prescribers and patients, quantécpsned for
procurement, distribution and prescription and iqualf drugs;

s Information on the relationship between supply daohand:
Information about the actual consumption in voluane value,
shortage and current prices.

RDF survival depends on a regular supply of logost, high quality
drugs to the health facilities. If procurement ar&tribution are not reliable,
the RDF will quickly stop functioning.

To determine the initial capital investment reqdito meet these
criteria, it is useful to think of the RDF drug giyp system as a “pipeline”
(Peter et al 1986). To assure a continuous sugplyugs at health facilities,
the pipeline must be filled; once filled, consuroptmust be matched by
purchases at the central level.

3.2 Selection and Designs of DRF Drug List
3.2.1 Selection

Because of using a fixed drug fund (One time ehpitvestment) and
because it is not a profit — making project, thegdist is a fundamental exercise to
the RDF. It is often necessary for RDF to procure distribute only those drugs
that are most needed, efficient and cheap. Thets®ieof drugs on the RDF list
focuses on these high priority drugs. From RDF enun perspective, it is good to
keep the number of drug to be procured, distribatetiused as small as possible
as this reduces certain cost, increases the aanddsacilitate rational use of drugs.
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Advantages of having short RDF drug list:

s The effect on the procurement costs: When fewéerdiht drugs are
selected, larger quantities of each drug can behpged. This larger
guantity will reduce the cost;



s  The effect on the cost of stock — keeping: A smathber of drugs
eases stock management because there is less nmiveraed out
and fewer registers and document to be kept;

s The effect on the accessibility to essential dr&gection of fewer
essential drugs increase the access to the mesttesslrugs by
increasing the purchased quantities of each item;

%  The effect on quantification: Quantification of tlaited number of
drugs is easier and more accurate;

3.2.2 Design of RDF Drug List

The RDF drug list design committee recognizes tieatstarting point
for an essential drugs policy is the careful sed@cand quantification of
drug needs according to the health needs of thelgiopn to be served. The
committee of the RDF list involves balancing coesadion of cost with
those of efficacy, safety, ease of administrataord other local
considerations. As a result, supply of high — dost,volume drugs with
limited health impact is left to the private sectince such drugs can tie up
working capital and result in losses due to expiry.

3.3 Procurement.

The objective of the procurement is to acquieedhugs that are
strictly necessary at the least possible cost. dtg$s comprises the price of
purchase from the supplier in addition to many otwuests that are
sometimes difficult to quantify. These costs sugh a
transaction cost, delivery costs, cost of packadmagk charges, custom
duties, port and clearance charges, costs of insarand freight and quality
testing cost. An effective procurement process
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ensures the availability of the right drugs in tiglat quantities, at reasonable
prices, and at recognized standards of quality¢Qut al 1997).

3.3.1 Need Assessments

The required qualities of drugs may be calculétethe basis of the
past consumption or morbidity data (actual neetthchgh morbidity data



Is available at Ministry of Health, DRF uses thstpaonsumption method
for drug quantification. This is because the methased on past
consumption is simple and most reliable becausestéble prescribing
practice. Drug supplies are generally availableiatakes account of the
uneven demands made on the health services amtual arescribing
practices.

3.3.2 DRF Drug Sources

The main sources of DRF drugs are a not — foitppafanization
such as UNICEF, Missionpharma, IDA, ECHO and Aniateta. These are
European brokers of generic drugs, which do hagespiecialized skills
required and which use international competitivading. They are
reasonable sources for smaller amounts of essgeti&ric drugs.

The preference of the procurement from non — f&blié sources has
been emphasized by:

> Very low prices are usually offered by non — piadie suppliers
compared to local manufacturers. For example, 1898 — drug
order shows that only three items could be boungilly;
Wide range of items which are not availablée local
manufacturers
> Drugs, Pharmaceuticals and equipment offered by-nmofitable
suppliers are of proven quality.
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> Wide range of items which are not available toltoal
manufacturers

> Drugs, Pharmaceuticals and equipment offered by-nmofitable

suppliers are of proven quality.
However, their main drawbacks are:

> They require payment in foreign exchange eithenugalivery, or
In some cases, upon placement of the order- thigyaddithe RDF



to effect payment immediately is rewarded by exacltontract
terms and payment offered by two suppliers;

> Complexity of the procedures and lengthy of promeet period
especially with UNICEF,;

> Ongoing quality assurance and quality procedures

3.3.3 DRF Procurement Strategy

The procurement exercise remains one of the nuostentrated
activities on the RDF because out of stock of lgghrity drugs may result
in costly local purchases from private supplierd RDFs without a reliable
source of low cost drugs have quickly ceased tolvev

Using an independent procurement system, the RIbéhpse drugs
and other pharmaceutical supply for use in the Me#lth facilities are
much more quickly than through the usual Governrmobahnels. Careful
monitoring and management ensure that out of sloels not occur.

DRF drug purchases are made according to thedialgorocedures
defined by the DRF management committee. Theréhaee strategies of
DRF procurement: Direct Purchase, Negotiated Psechainly with local
manufacturers and the main strategy is the proceméethrough closed
(Restricted) tender to a selected number of sugpliehe list of accepted
suppliers is restricted to those known for theiodjoeputation and it is

subject to revision.
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The advantages of selection of a limited numbesupipliers are: its
flexibility, speed and low transaction cost. Itsativantage is that the
supplier can abuse the buyers.

3.34 DRF Drug Pricing Policy
3.34.1 DRF Drug Pricing Objective

Unlike a commercial pharmaceutical distributdroamust recover all
of his expenses plus some profit, a publicly spogd&evolving Drug

Funds objective is not to maximize profits but taximize service delivery
at a certain basic quality level. Thus, the druggpadopted on the DRF is to



ensure provision of affordable drugs, in comparisotihe alternative
sources i.e. private pharmacies.

3.34.2 DRF Pricing Strategy

The DRF pricing system can be designed with theatilve of
recovering the cost by using any of the followitgtegies;

s The first strategy: all costs, including paymentra capital
investment, are relatively uncommon for DRFs. Th&Hare
usually not required to repay the initial capitalestment;

%  The second strategy: the selling price is takdmeto

equivalent to the actual cost of the drug purel{dgect cost)

plus the operating costs, (Peter, et al 1986);

* The third strategy: selling prices are not exaetijual to the cost;
there are three possible ways of establishingehimg prices as
follows:

3.343 DRF Pricing Procedures

The DRF of Ministry of Health is not a cost reeoy
project by definition, but a revolving drug fund.
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This difference is important to bear in mind. Iaiso not a profit
making (commercial) institution. Thus, each

review takes into account all of the cost categoaigsociated with

maintaining the DRF: drug costs, operating costscapitalization

3.34.4 RDF Pricing Procedures

The RDF of Ministry of Health is not a cost reeoy project by
definition, but a revolving drug fund. This differee is important to bear in
mind. It is also not a profit making (commercial¥iitution. Thus, each
review takes into account all of the cost categoaigsociated with
maintaining the RDF: drug costs, operating costscapitalization costs.
Political, Social, Health care and patient prefeesissues are also



considered in the price setting process. Befotenged new price, the RDF

makes a Find out on their drug charges. Howeverrdhbult of the survey is
interpreted in the light of differences in inconeeél and perceived value of
services.

In general, there are different types of fees Wwitian be charged,
(each with different impacts on consumption pattease of collection and
accounting, and the balancing of drug costs anemass). These fee types
are:

)
0’0

Course of therapy: fixed fee for an episode oktis
associated wit standard treatment;

Prescription: standard fee per prescription;

» Item fee: standard fee per drug;

Multi — level item fee: different standards of fiee different
drug levels;

s Variable item fee: fee differs with drug dependorgtype or
cost

)
0’0

D

)
0’0

3.3.4.4. Selling of DRF Drugs
3.3.4.4.1 DRF Health Facilities
\ The DRF Drugs are sold to patients at MoH hefalthiities as a part
of a health care transaction. This tight link tallie care providers allows

harmonization of drug prescription ensuring thaiggrform an integral part
of patient care.
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3.3.4.4.2 Dispensing procedure

Drug in DRF s are dispensed only on prescripgsned by
authorized medical staff and solely against cagimeat. In general, the
prescription should fulfill the following criterito be dispensed at
pharmacy.

s It should be a or DRF Health Insurance prescniptio



(prescription from outside are not allowed);

% It should contain all the basic information on the
patient such as Name, Sex, Residence efc;

% It should be stamped from the statistic office (To
ensure that patient was registered);

% It should be attached with the consultation ticket
(health
centres only). This is not applied to Health hasice
patients and those who are exempted by the nmedica
director.

4.0 Conclusion

In this unit, you have learned the selection aedighs of a DRF drug
list, sources and procurement procedures of a DRIg$) as regards to Need
assessment, sources, procurement strategies.

You should by now, be able to itemize the comptsehthe DRF
drug pricing policy.
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Summary

This unit focused on the Drug supply systems efliRF, you have
been specifically exposed to the entire concept@®Drug supply system of
the Drug Revolving fund, the pros and cons, arslftyp a successful take off
and sustainability towards a successful drug @istion and thus
affordability and accessibility. Unit 5 will theodus on the DRF drug
distribution system.

5.0 Tutor Marked Assignment

a) Itemize the DRF drug sources
b) Enumerate the advantages of having a short DRFldhtug
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STUDY UNIT 5: DRF DRUG DISTRIBUTION SYSTEM
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1.0 Introduction

Since you have gone through the course guideywmld have
acquired a general overview of what this unit isgbhow it links specifically
to the course. This unit will help you acquire lbasnderstanding of what the
DRF Drug Distribution system is and its basic comgrus.

Before we do this, let us have a view of what gbauld learn
in this unit, as indicated in the unit objectivesdd:
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2.0 Objectives
At the end of this unit, you should be able to:

> Itemize the objective of DRF distribution syste

> Describe in your own words DRF Drug Storage
Management

> Differentiate between DRF Drug measures, staokaver
And Quality assurance

> Describe drug delivery in a DRF system

> State how to manage DRF drugs at Health faesliti

3.0 Main contents

3.1 Introduction



The objective of distribution is to enable patseewho need
drugs to have access to them. This includes gebigapphysical and
economic access (Dumoulin et al 1998).

 Geographical access: Refers to the distance pataumnst travel to the
nearest pharmacy. All RDF health facilities arewaitthe walking
distance (Awadalkarim et al 1996). However, thegyaphical access
must balance the extra cost of pharmacies serwadl populations
against the cost to those populations travelingpaoe distant pharmacies.

* Physical access: physical access refers to thé&ahbildy of the stocks of
drugs normally present in a pharmacy. The RDF masiémg make
essential drugs (98%) available at all its headttilities (Fundafunda,
1998). In many developing countries, depletionrofydstock threatens
the utilization of health services.

« Economic access: The price of drug to patientsm#pen the cost of the
drugs to the procurement system, the cost of
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distribution and the system of financing consumptidlthough the RDF
selling price is 50 to 60% less expensive thangbeiypharmacies (Fundafunda
1998), the accessibility to patients is 92% (Askaldin, et al 1996).

3.2 Drug Storage Management

Drugs are fragile chemical substances and asrsemih special care and
handling. They must be protected from excessive dad moisture, from
infestation by insects and other pests. The RDfestawere well constructed and
designed to meet the WHO specifications for goaddtorage.

The drug stock is the responsibility of a welined pharmacist. Other
staff includes an assistant pharmacist, three &@epers, one cash collector,
two computer operators, receptionist, 16 workeraiig for delivery), 4
drivers and 4 watch men, in addition to a poligghhservice.



The drugs are stored in a well organized manrsgrghables ease
inspection, recognition and retrieval of stock, atgb allows free movement of
drugs in and out of the store. A First — in Firgiut (FiFo) rule of dispatch
system is applied (Awadalkarim et al 1996). Drugih\an earlier date of
expiration are cleared first.

Stock management is done with combination of mbafstack record
cards) and a computer programme. This providesidntmus record of each
supply item in the stock and emphasizes the impoe@f maintaining adequate
levels of the products.

Stock shortages: these occur because of inadeguadhe supply

system, lack of foreign currency may limit a drugghase, and pharmacies
may receive shipment without regard to levels
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of stock or consumption and in some cases thanggilice may be too low to
permit the stock to be replenished.
Drugs are wasted during storage and distributidnmain ways.

1. They deteriorate due to poor gfereondition (excessive heat,
moisture, light, etc.)

2. They expire due to poor needs or estimation of seegoor stock
control and management;

3. They disappear either through pilferage by empleyieft by outsiders
who break in, or are lost during distribution te thealth facilities.

3.3 DRF Measures
s Stock shortages: To avoid stock shortages, hasd&tfety stock i.e.

two month stock. However, major supply shortagesoaercome by
ordering small quantities from sources



+ Drugs wastage: To ensure good storage conditibngaaéhouses
have been refurbished, well ventilated and secagedhst fire and
theft and three cold rooms have been installedg Bxpiration has
never been experienced during the course of thé lgsars, because
of the development of efficient needs of assessmethicomputer
systems bases on the past consumption data. The disappearances
through pilferage or theft have never occurredhatwarehouse level
due to selection of competent staff, good managemeaurity
measures and monthly stock taking.

3.4 Stock Turnover and Quality Assurance

Is the number of times that stock is required r@helased in the
course of a year. DRF stock turnover during 1999He DRF, which has
limited funds, the more rapid the turnover,
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the less cash will be needed. Smaller stocks algoine less storage space and
are easy to manage (less expiration and lossews)eV#w, rapid stock turnover
may increase total transaction cost, quality céminst and stock shortages.

The quality of the products released to the puigicains of the
utmost importance to MoH. The DRF drugs are autearfor use through the
same procedures. The quality assurance includassthef the WHO
certification scheme (e.g. GMP, free sale certichatch certificate etc).
Upon receipt drugs undergo a further quality cdrierst (in the National
Quality Control and Drug Research Laboratoriespleefelease to the public.

3.5 Drug Delivery System

Generally speaking, there are three types of eslivoute:
Circuit delivery (One vehicle supplies several egnses), linear delivery (one
vehicle supplies only one consignee) and star esliyparcels are dispatched
to various consignees by hired carriers).

Delivery volumes for the DRF are determined diribly order,
which the HF pharmacist or assistant pharmacist gius to the supervision
team leader during the last week of every montle. Stbck book is the
backbone of the delivery process. The procedurelawnistakes resulting



from transcription and arbitrary changes and gueemsufficient lead time
for delivery. It supports the DRF policy of consistly responding to demand.

To ensure even distribution to all health fa@ktiand to avoid
missed opportunities, quota delivered to the hdatthities sometimes
adjusted according to stock quantities available.

The advantages of monthly delivery method alstutte
1. Revision of drug orders at the DRF Head Office almby a qualified
pharmacist
2. Scheduled delivery to the health facility enés routine supply and

contributes to confidence in the entire DRF system
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Stocks can be replenished before they areuskixh

Smaller amounts of stock and fund are required

A more even spread of the workload over the ti

Supplies are replenished at schedule intersalsng administrative costs
and transport time

Few losses, because stock is delivered diraxthe health facility.

oahkw

~

Limitations of monthly delivery methods are:

1. The responsible person must monitor its stock copsion
2. Stock to be delivered must be ordered
3. Deliveries of smaller quantities mean higher disttion cost

Managing Drugs at Health Facilities
Stock Control at Health Facilities

Stock verification, at every location where supglare stocked is planned
to:

+» Provide and additional form of evaluation that mewyeal defects in the
storing system

» Maintain sufficient stock to last between deliverie

» Maintain stock at the lowest possible cost

*

L)

(D)

L)

L)
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Benefits of a successful stock control systenhathiealth
facilities:

Maintaining a sufficient stock of items at hedtikilities has
many benefits: patients receive drugs promptly, “atmck-out” are prevented
even when deliveries are delayed. Patients haviedemice in the health facility
and seek help when they are ill.

Above all, an effective stock control system ketepsk of and ensures
accountability for supplies.

Stock inventory at health facilities
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Drugs are highly portable, easily concealed ithohg, and they
have a high market value. The incentive to stegteat, and where there are no
counter balancing securing measures or penaltes ifnfractions, it is not
surprising that very high percentages of drug S@sk pilfered. Rigorous rules on
management and accountability are the main renwedggture sustainability. This
type of alertness minimizes diversion of stocks faadd of funds.

Advantages of Stock Inventory

+» Enforces procedures and regulations designed t@préoss and wage

+» Ensures that security measures and records ofvegtstock and dispensing
of drugs are adequate

» Controls cash collection by reconciliation of drisgéd and cash collected

Identifies and removes surplus, expired and obsalietck

Stock taking at health facilities level has tiglgdrioopholes suspected of

creating loss through leakage.

*0

0’0

0’0

The consequences of implementing the new invergpstem
and employment policy have not only been an impnmarm in the area of the
performance, but also on the reduction of levedtotk losses.

Conclusion

In this unit, you have learned what the drugritigtion system in a DRF
scheme is and that in discussing the distributy@tesn, parameters such as



5.0

6.0

7.0

Drug storage management, Drug measures, Drug dekystem and
management of drugs at health facility level magehe Drug Revolving fund
distribution system.

You have also realized that the Drug deliveryeaystinder the DRF scheme
can be classified into three; hence you shouldobe at this point state in your
own words the advantages as well as limitatiore wionthly delivery method
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Also, you should be able by now describe cleaoiy IDRF
drugs can be better managed at the health fasileieel.

Summary

This unit has focused on drug storage maneaggerdelivery
routes, stock turnover and quality assurance. $t elearly shown to you that
managing drugs (DRF) at health facility level vimzolve a clear understanding
of how to control stock as well as prepare on alergyasis stock inventory.

Tutor Marked Assignment

1. (a) Itemize the advantages and limitationshohthly drug delivery method
(b) List the advantages of stock inventory
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