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INTRODUCTION

In the process of the natIOnal drug polIcy (NDP) development, the Mimstry of Health (MOH) of
Entrea appomted a comrmttee to draft a polIcy document m 1995 The cormmttee composed of
health professIOnals from withm the MOH and representatives of health assocIatIOns m Entrea

For the purpose ofNDP development, an assessment of the sItuatIOn m pharmaceutIcal sector has
also been undertaken by the commIttee The draft polIcy was developed, takmg mto account the
eXIstmg sItuatIOn of pharmaceutical sector m Entrea, whIch denved from the assessment

A draft polIcy document has been completed by the commIttee and subsequently has been
revIewed m consultatIOns WIth varIOUS partIes from withm the MOR and other relevant bodIes
However, pnor to formal endorsement of the NDP by hIgher authontIes withm the government,
reVIew and consensus from wIder audIences representmg government bodIes, health care
prOVIders, consumers, professIOnal aSSOCiatIOns, and other relevant stakeholders are to be
pursued m order to get support from all mterested partIes A natIOnal workshop on the natIOnal
drug polIcy would be an appropnate forum for such reVIew and consensus bUIldmg

Input from external consultant was conSIdered necessary for the final reVIew and for the NDP
workshop, m order to reflect relevant expenences from other countrieS m the final draft of the
polIcy The consultant, therefore, has been mvolved m the reVIew process before and durmg the
workshop, and m the preparatIOn of the final draft The final document then WIll be submItted to
the government for the further approval process and promulgatIOn

PURPOSE OF ASSIGNMENT

The overall objective of the aSSIgnment was to aSSIst the MOH (Department of Pharmaceutical
ServIces, DPS) m revIewmg and finalIzmg the draft NDP and to prepare a consultant report for
BASICS, m order to follow up the task

The scope of work to be performed mcluded the followmg tasks

1 Work WIth deSIgnated counterparts m the MOH, Ie, DPS, m the reVIew and dISCUSSIon
of the draft NDP

2 Hold meetmgs WIth the MOH, DPS commIttee, and the former draftmg commIttee to
comment on and recommend polIcy proVISIons as they relate to Entrea, and prOVIde mput
from the report of a WHO expert adVISOry panel on drug polICIes and management

3 Recommend relevant legaVtechmcal matters concermng the NDP

4 SubmIt to the MOR recommendatIOns and optIOns concermng the NDP
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5 Playa role m defendmg, venfymg, and dIrectmg the natlOnal NDP workshop

6 ModIfy and edIt the draft accordmg to the amendments and suggestlOns to form a final
NDP document for submisslOn to the hIgher authonties concerned

ACTIVITIES UNDERTAKEN

ReVIew of NDP Draft Document

Durmg the consultancy perIod, the consultant had several meetmgs withm the DPS With Mr
Johannes Embaye (dIrector general), Mr Bemardos KW (head of Drug Management DIvISIOn),
Mr Asgedom-Mosazghl (head ofDrug Control DIvISIOn), Dr Besrat Hagos (head ofNatIOnal
Drug QualIty Control Laboratory), Mr Embaye Andom (head ofDrug InformatIOn ServIces),
Mr ZeccarIaS (head ofDrug InspectIOn), and Mr Iyasu Bahta (head of LICensmg) ReVIews and
dISCUSSIOns on the NDP draft were undertaken mamly WIth these partIes to prepare a revIsed draft
document to be used for the natIOnal workshop

A number of modIficatIOns were agreed upon durmg thIS reVIew, for mstance, the addItIon of a
Preamble and the rearrangement of the sequence of the Specific ObJectIves, m order to reflect the
pnOrIties on health-related ObjectIves of the polIcy Some amendments on the polIcy elements
were also agreed upon to make them coherent WIth the ObjectIves

In the reVIew process, efforts were made to refer to the relevant publIcatIOns from the World
Health OrganIzatIOn, or from expenences m other countrIes But any proVISIOns, amendments, or
addItIons m the draft pohcy were based on the eXIstmg SItuatIOn of the pharmaceutIcal sector m
Entrea

NatIOnal Drug PolIcy Workshop

The consultant was mvolved m the workshop on the Entrean NDP, whIch took place on October
13-14, 1997, at the Selam Hotel Inputs and suggestIOns regardmg the desIgnmg of the workshop
were proposed and dIscussed With counterparts Terms of reference for the workshop and
gUIdelInes for group dISCUSSIons were prepared and agreed upon, these were dIstnbuted durmg
the workshop to proVIde dIrectIOn m the reVIew and dISCUSSIOns The workshop was attended by
more than 100 partICIpants, representmg health care proVIders, profeSSIOnal aSSOCiatIOns, the
MOH, health care facIlItIes, the prIvate sector, nongovernmental orgaruzatIOns (NGOs), and so
forth

The workshop was maugurated by Mmister of Health Dr SalIh Meki, who emphaSIzed m the
Importance of the NDP as part of the natIOnal health polIcy, and to ensure the accessabilIty,
qualIty, and affordabillty ofessentIal drugs for the populatIOn m Entrea The mIllister
partICIpated m the dISCUSSIOns on major Issues of the NDP durmg the two-day workshop
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After a plenary presentatiOn, partIcIpants were dIVIded mto SIX groups and then the groups were
mdependently assIgned to reVIew and dISCUSS certam sectIOns of the draft NDP, as follows

Groups I and II

Groups III and IV

Groups IV and IV

Preamble, Pohcy Objectlves, and Pohcy Areas

SelectIOn and Supply ofDrugs

RatlOnal Dug Use, Tradltwnal Medlcmes, Vetermary Medlcmes,
Human Resource Development, Research and Development,
Techmcal CooperatlOn wlth Other Countrzes and InternatIOnal
Agencles, and Momtormg and EvaluatlOn

Each group revIewed and dIscussed the draft polIcy, led by a selected chaIrman and faCIlItated by
an assIgned faCIlItator ReVIew and dISCUSSIOn were referrmg to the eXlstmg SItuatIOn m Entrea
NDP documents from other country (e g, TanzanIa) and relevant documents from WHO were
also made avaIlable for reference Each group proposed comments and suggestIOns based on
theIr reVIew

Comments and suggestIOns, IncludIng modIficatIOns, addItIOns, and deletIOns to the draft polIcy
from each group were presented and dIscussed m a plenary seSSIOn durmg the second day of the
workshop Some suggestIOns were accepted by the plenary forum and were mcorporated m the
reVISIOn to produce a final draft document

After the workshop, the consultant and the DPS prepared and edIted the final draft of the natIOnal
drug polIcy, based on the consensus made durmg the workshop (The final draft NDP document
IS enclosed as the appendIx)

VISItS to Health FacIlItIes

VISItS and observatIOns of health faCIlItIes were made by the consultant to have more mSlght and
understandmg about the real SItuatiOn related to pharmaceutIcals and health m Entrea VISItS
were made to the followmg InstItutIOns

• Pharmecor, a parastatal agency responSIble for drug procurement and dlstnbutlon In the
publIc and pnvate sectors m Entrea

• Central MedIcal Store, responSIble for handlmg and dlstnbutmg donated drugs

• Edaga-Hamus Mmi HOSPItal, a 30-bed mInI hOSPItal located m Asmara

• NatIOnal Drug QUalIty Control Laboratory

• NatIOnal HOSPItal
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Pharmecor IS a parastatal agency that operates lIke a pnvate company It deals m the procurement
and dIstnbutIOn of drugs, medIcal supplIes, and laboratory chemIcals for publIc, pnvate, and
army mstItutIOns The procurement of drugs IS entIrely based on the NatIOnal LISt ofEssentIal
Drugs The quantIficatIOn IS based on prevIOUS consumptIOn, smce no morbIdIty-based estImates
are avaIlable In general, the storage management IS faIrly satIsfactory, although It employs a
manual system The storage space, however, IS very lImIted and should be expanded m some way
WIthm the next two to three years

Central MedIcal Store handles drugs and supplIes denvmg from donatIOns It employes a

computer system for Its drug management In general, the storage management IS satisfactory
No problematic donatIOns are enountered, as often the case m many other developmg countrIes

Edaga-Hamus Mlm Hospital IS well-managed, clean, and neat The drug management and drug
storage practices are satisfactory There are no shortages of pharmaceuticals m the pharmacy
ThIS hospItal employs four phYSICIans, one head nurse, four nurses, two mIdWIfes, one dental
techmcIan, one technICIan, one pharmacy technICIan, and seven health aSSIstants DIrector Dr
Efram IS well aware of the Importance of the effectIve, safe, and economIcal use of servIces, as
well as an effiCIent supply of pharmaceutIcals, and WIll keep mamtam the standard qualIty of
drug use and care servIces

The NatIOnal Drug QualIty Control Laboratory IS a newly establIshed laboratory faCIlIty,
eqUIpment IS stIll bemg mstalled QualIty control samplIng and testmg have not been routmely
done, but, accordmg to Dr Besrat, they have already made a plan for samplmg, whIch may begm
m 1998 or as soon as the mstruments and chemIcal reagents are ready One of the staff IS
undergomg trammg m South AfrIca The facIlIty has a lmk WIth SImIlar laboratOrIes m
neighbounng countrIes (Kenya, South AfrIca), as well as m Umted Kmgdom, where they can
refer testmg Ifnecessary and some samples have been sent to these laboratOrIes by the NatIOnal
QUalIty Control Laboratory The laboratory faCIlItIes WIll be suffiCIent to serve for the qualIty
control ofdrugs m Entrea MIcrobIOlogIcal and bIOlogIcal testmgs are not performed by thIS
laboratory at the present stage

The NatIOnal HospItal IS a referal centre for the whole ofEntrea It conSIsts of 550 beds and
employs 38 doctors The servIces cover pedIatrICS, mternal medIcme, gynecology, surgery, and
general medicme The dISCUSSIons WIth DIrector Dr Habte-ab were about the problems of drug
utIlIzatIOn and the pOSSIbIlIty of formmg a HospItal Therapeutic CommIttee m the faCIlIty The
Importance of ratIOnal use ofdrugs was well apprecIated by the dIrector Although there
currently IS no HospItal Therapeutic CommIttee m the faCIlIty, a regular meetmg among the
physcians has been undertaken to dISCUSS and to reVIew problems related the medIcal servIces,
mcludmg the use of drugs There are no ObjectIOns or obstacles m formmg a HOSPItal
TherapeutIc Cormmttee, as reqUIred by the future polIcy to deal WIth problems of drug utilIzatIOn
m the hospItal

The observatIOns m these faCIlItIes were later gIven to the DPS as feedback
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REVIEWS, COMMENTS, AND NDP IMPLEMENTATION ISSUES

Tlus sectIOn reports relevant comments made durmg the reVIew and durmg dIScussIons on the
NDP draft polIcy, especially regardmg ImplementatIOn Issues

Preamble

The preamble was added to the draft pohcy dunng the reVIew process pnor to the workshop In
It, the commItment of the State of Entrea's goal for health for allIS clearly stated, as IS the
Importance ofthe natIOnal drug polley as an mtegral part of health polley m acluevmg the goal
In the context of natIOnal development, thus, the NDP IS m the frame of health development
pohcy

PoliCy Objectives

The general ObjectIve ofNDP IS to ensure the aVGllabllzty and accessabllzty ofsafe, effective, and
good qualzty essentzal drugs to the whole populatzon and to promote their ratzonal use There are
a number of specIfic ObjectIves of the polIcy WhICh were dIscussed and revIewed The consensus
was that the sequence of these specIfic ObjectIves should reflect the pnonty of the health-related
objectives

Executive Body

The DPS IS the government body entrusted to coordmate and supervIse the ImplementatIOn of the
NDP In order to carry out thIS functIOn, relevant adVISOry councIl or commIttees are to be
establIshed and/or appomted by MOR It IS well accepted that for the ImplementatIon of the
NDP, collaboratIve relatIOnshIps between the Department ofPharmaceutIcal ServIces and other
bodIes from withm and outsIde MOR are of great Importance and need to be mamtamed m the
future

InspectIOn

Some mspectIOn functIOns under the DPS wIll gradually be devolved to the zonal level,
reflectmg the polIcy to decentralIze the ImplementatIOn of one of the polIcy functIOns However,
a few specialIzed functIOns need to be retamed at the central level, for mstance, the mspectIOn of
manufactunng facIhtIes and wholesale premIses

DecentralIzatIon should be selectIve IndIscnmmate decentrahzatIOn of all functIOns only creates
chaos m the pharmaceutIcal sector, as has often happened m some developmg countnes ThIS
Issue has been properly dealt m Entrean NDP
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NatIOnal Drug Quallty Control Laboratory

A provIsIon for the NatIOnal Drug QualIty Control Laboratory IS mcluded m the polIcy, an
Important pohcy element to ensure the quahty of drugs m the country GUIdelmes for
ImplementatIOn should be made avaIlable Planmng, as well as ImplementatIOn of thIS functIOn,
should be evaluated and momtored from tIme to tIme In some countrIes, drug qualIty control
functIOns are often neglected or not Implemented due to a lack of resources, or weaknesses m
plannmg and momtormg From dIscussIOns WIth the head of the NatIOnal Drug QualIty Control
Laboratory, plans for samplIng and drug qualIty testmg have already been made

RegistratIOn ofDrugs and Medical Supplles

The polIcy reqUIres that a regIstratIOn system for drugs and medIcal supplIes WIll be establIshed
and Implemented In ErItrea EvaluatIOn of drugs and medIcal supplIes WIll be done on the baSIS
ofqualIty, efficacy, safety, and need

At present, there are only essentIal drugs In ErItrea, WIth a lImIted number of brand products
Therefore, It IS more feaSIble to start the regIstratIOn process WIth drugs For thIS purpose, a
mechanIsm and gUIdelInes need to be developed and made aVaIlable to concerned partIes A
computer system for drug regIstratIon developed by WHO can be adopted and utIlIzed A Drug
EvaluatIOn CommIttee conSIstIng of relevant experts, 1 e , pharmacologIcal, pharmaceutIcal, and
clImcal, needs to be formed by the MOH, under the coOrdInatIOn of DPS

CLInical Trials

PerformIng clImcal tnals of drugs m Entrea WIll reqUIre speCIal permISSIon from MOR In
addItIOn, clImcal trIals should conform WIth WHO gUIdelInes on good clImcal practIce In the
long run, the MOR WIll have a speCial commIttee to reVIew applIcatIOns and protocols of clImcal
trIals to be conducted m ErItrea ThIS prOVISIOn IS aImed to aVOId the mIsuse and mIsconduct of
clImcal tnals by unauthOrIzed and Incompetent partIes, as IS often the case In many developIng
countnes

Advertlsmg and Marketmg ofDrugs

The promotIon of drugs to the general publIc WIll not be permItted SInce there IS no schedulIng
on OTe products PromotIOn ofdrugs to health profeSSIOnals should conform WIth the natIOnal
and ethIcal crIterIa and gUIdelInes, whIch are to be establIshed These gUIdelmes WIll take Into
account the WHO ethIcal crIterIa for medICInal drug promotIOn Expenences from dIfferent
countrIes show, that although there are such natIOnal cntena and gUIdelmes, the control and
momtonng ofpromotIOnal actIVItIes are not always conSIstently Implemented
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Educatmg the health professIOnals to make them more competent and cntical m Justifymg
promotIOnal mformatIOns IS also an Important strategy to mmImIze the unwanted Impact of
pharmaceutical promotIOns on drug use

SelectIOn ofDrugs

The NatIOnal LISt of EssentIal Drugs WIll be the baSIS for drug selectIOn m the country, from
drug productIOn, procurement, use, and mformatIOn Drug donatIOns should conform wIth the
natIOnal lIst Adherence to the lIst m health facIlItIes WIll be enforced and momtored from time to
tIme The lIst of essentIal drugs, therefore, should be mtroduced to health professIOnals and made
aVaIlable to them m theIr professIOnal practice ThIS lIst should also be reflected m then mservlCe
trammg

There was a proposal to reVIse the natIOnal lIst every two years, however, It was not accepted
durmg the workshop smce It IS not practIcal or feaSIble

Import and Local Manufactures

Pnvate enterpnses WIll be permItted to Import drugs, but only those on the natIOnal lIst The
government WIll also encourage the pnvate sector to partICIpate m the manufacture of drugs,
especIallly the essentIal drugs A pnce preference WIll be gIven to local manufacturers The
provlSlon may be regarded as a commItment from the government to gradually gIve a greater role
to the pnvate sector m pharmaceutIcals

Drug Fmancmg

A kmd of cost sharmg or co-payment scheme wIll be Implemented for pharmaceutIcals at varIOUS
levels of health care At the pnmary health care level, drugs wIll be supplIed at a nommal pnce
and an exemptIOn system WIll be establIshed for those patIents who can not afford to pay It
should be noted, that any cost-sharmg or co-payment schemes should not replace the
commItment of the government to prOVIde essential drugs, especIally m pnmary health care
faCIlIties Such financmg schemes should complement the government's commItment for
financmg

In a separate dIscussIOn WIth MmIster of Health Dr SalIh MekI, mformatIOn about the cost of
care (mcludmg pharmaceuticals) WIll be made avaIlable for proVIders and patients In order to
explore the Impact of provIdmg thIS cost mformatIOn, It IS appropnate to have a pIlot project m
one area or hospItal, whereby mformatIOn on the cost of care (consIstmg of dIfferent elements,
mcludmg drugs) IS gIven to prOVIders and patIents Then, the Impact of such cost mformation on
cost effiCIency, qualIty of care, mcludmg the ratIOnal use of drugs, and wIllIngness to pay from
the panents, can be evaluated If thIS IS agreed upon, a project proposal needs to be developed
and support for fundmg should be explored
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In order to estImate the need of drugs III the country, proper quantIficatIOn needs to be made,
based on morbIdIty or servIce utIlIzatIOn An annual budget for the procurement of drugs m the
publIc sector then can be properly allocated A workshop on drug quantIficatIon mIght be
consIdered for thIS purpose Durmg such a workshop, compansons could also be made between
morbIdIty or servIce utIlIzatIOn-based estImates and consumptIOn-based estImates to IdentIfy
mefficlencles m the supply or use of drugs

Prlcmg

Transparency m pncmg structures WIll be Implemented by the government for all levels of sales
SellIng prIce mformatIOn WIll labeled on drugs at retaIl outlets ThIS proVIsIon IS aImed at
ensurmg that drugs are avaIlable to the publIc at theIr legal pnce

DistributIOn

The dlstnbutIOn of drugs and medIcal supplIes should ensure efficIent replemshment of stock at
the varIOUS levels of care A harmomzed mventory stock management WIll be developed at the
zonal level and lInked WIth the Central MedIcal Store through a computer system For thIS
purpose, a pIlot project m one zone should be Implemented pnor to natIOnWIde ImplementatIon

Storage ofDrugs

Standard operatmg procedures (SOP) and gUIdelInes for drug storage WIll be developed and
Implemented m the publIc sector PrIor to Its ImplementatIOn, such SOP should be mtroduced
and be used for the trammg of staff The adherence of staff to the SOP should regularly be
momtored and supervIsed

Disposal ofExpired and/or Unwanted Drugs

In many countrIes, mechanIsms for the dIsposal of expued and unwanted drugs often does not
eXIst Problems WIll occur If expued drugs or unwanted drugs are encountered Such problems
are antIcIpated m the polIcy and a prOVlSlon has been mcluded, however, regulatIOns and
gUIdelmes need to be developed mvolvmg the concerned partIes

RatIOnal Drug Use

PrOVISIOns related to ratIOnal drug use m the polIcy cover a number of relevant Issues, whIch
mclude the use of genenc drugs, schedulIng of drugs, appropnate prescrIbmg, mformatIOn to
prescnbers and dIspensers, mformatIOn for patIents and general publIc, adverse drug reactIOn
(ADR) momtonng, therapeutIc commIttees, and good dlspensmg practIces

Some conSIderatIOns need to be taken mto account, espeCIally relatmg to ImplementatIOn
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• InformatIOn about the polIcy on genenc drugs and genenc prescnbmg needs to be
developed and dIstnbuted to health professIOnals to Improve theIr understandmg and
acceptance It was apparent dunng the dISCUSSIOn at the workshop that there was
msufficient understandmg among prescnbers regardmg thIS polIcy, 1 e , ItS concept, goals,
benefits, ImplementatIOn, etc

• Drug mformatIOn servIces to provIders should also mclude relevant and eXIstmg
problems of drug use that commonly occur m health faCIlItIes ThIS mformatIOn IS aImed
at makmg proVIders more aware and more cntIcal about the problems of IrratIOnal uses of
drugs

• VarIOUS pOSSIble channels to dissemmate publIc educatIOn on ratIOnal drug use should be
IdentIfied and utIlIzed, for mstance, through grass-root communIty organIzatIOns
InnovatIve approaches for publIc educatIon m the ratIOnal use of drugs need to be
Identified, developed, and field tested pnor to ImplementatIOn

• A comprehenSIve package on promotmg ratIOnal drug use for health care proVIders needs
to be deVIsed ThIS package WIll mclude trammg, educatIOnal supervISIon, mOnItonng,
feedback, and evaluatIOn BaSIC mformatIOn matenals, mcludmg the NatIOnal LISt of
EssentIal Drugs, standard treatment gUIdelmes, and formulary, should be utIlIzed m the
strategy A workshop mvolvmg health managers and proVIders to deVIse a comprehenSIve
strategy for promotmg ratIOnal use of drugs m Entrea should be conSIdered Expenences
from many countnes have shown that trainIng only, espeCially m a conventIOnal format,
IS not suffiCIent to bnng about an Impact on drug use

• FunctIOns of therapeutic commIttees need not be confined to hospItals only The
commIttees could be extended to also cover the lower level health faCIlItIes m ItS
surroundmg area, espeCIally m the zones Thus, InnovatIve measures to promote ratIOnal
prescnbmg should be developed and Implemented Such measures would conSIst, agam,
of trainIng, educatIOnal supervlSlon, mOnItonng, feedback, and evaluatIOn of drug use
practices

Vetermary Medlcmes

A proVISIon IS made m the polIcy that regulatIOns and gUIdelmes regardmg vetennary medicmes
WIll be developed by the concerned mmistry Any regulatIOns and gUIdelInes should be m
accordance WIth the natIOnal drug polIcy The prOVISIOn IS Important m aVOIdmg any potentIal
COnflICt between government bodIes m dealmg WIth vetennary medicmes, espeCially m order to
prevent adverse effects to human health
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TraditIOnal Medlcmes

DocumentatIOn of the practIce of tradItIOnal medICmes wIll be undertaken by MOH m
collaboratIOn wIth relevant bodIes or organIzatIOns, espeCIally m Identlfymg benefiCIal and
harmful effects Marketed tradItIOnal medIcmes WIll be regIstered and controlled

For such purpose, therefore, a mecharusm for regIstratIOn and a cntena for evaluatIOn should be
developed ThIS wIll not be an easy task at the present stage, so It IS more realIstlc to aVOId the
ImportatIOn and dIstnbutIOn of tradItIOnal products at present, smce the mechamsm of

regIstratIOn IS yet to be developed

Human Resource Development

A provlSlon on human resource development IS mcluded m the polIcy statmg that an adequate
number of health professIOnals wIll be tramed because of theIr role m Implementmg the natIOnal
drug polIcy

From the perspectIve ofNDP ImplementatIOn, It should be noted that the cUITlcula of trammg
fu'1d Inservlce1ramlllg of health profeSSIOnals should also reflect relevant components ofNDP,
e g , concept or pnmary health care, concept and applIcatIOn of essential drugs, and the ratIOnal
use of drugs ThIS IS espeCIally Important m the trammg curncula ofmedIcal, paramedIcal, and
pharmacy profeSSIOnals

Research and Development

PrOVISIOn on research and development mdicates that the pnonty for research WIll be gIven to
operatIOnal research that supports the ImplementatIOn of the NDP The pnonty areas mclude, for
mstance, the Impact of the NDP on health care delIvery, drug utllIzatIOn studIes, the economIC
aspect ofNDP, SOCIOcultural aspects of drug use, quahty assurance ofpharmaceUtlcals m health
care, etc

Tills work wIll reqUIre collaboratIOn and the actIve partICIpatIon of relevant partIes from wlthm
and outSIde MOH, 1 e, academIC mStItutIOns, health profeSSIOnals, and researchers The MOH
should, therefore, encourage, support, and Imtlate such collaboratIOn

Techmcal CooperatIOn With Other Countries and InternatIOnal AgenCies

The ObjectIve of such cooperatIOn IS to ensure that all relevant forms of techmcal cooperatIOn are
explored and promoted to maXImIse the effectIve use ofaVaIlable resources Pnonty areas of
techmcal cooperatIOn are also laId down m the polIcy

For the ImplementatIOn ofNDP, dIfferent techmcal gUIdelmes and regulatIOns wIll be developed
to cover a number of relevant Issues For thIS purpose, avaIlable gUIdelmes from WHO and other
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mtematIOnal agenCIes or expenences from other countnes should be taken mto account as
Important reference and mput

Momtormg and EvaluatIOn

A mechanIsm for the momtormg and evaluatIOn of the ImplementatIOn of the NDP WIll be
establIshed Momtormg for Its ImplementatIOn wIll be undertaken from tIme to tIme, and a full
evaluatIOn and reVIew wIll be undertaken every three years WHO NDP mdIcators WIll be
adopted for tms purpose

It IS recommended that a baselIne data shOWIng the pharmaceutIcal SItuatIOn pnor to the NDP
ImplementatIOn be done Future evaluatIOns can always be compared to baselme, what
achIevement has been made, and whIch area(s) reqUIres further strengthenmg WHO mdICators
for momtonng drug polICIes are avaIlable and have been used m many countnes, and they could
also be used m Entrea

RECOMMENDATIONS

For the ImplementatIOn of the NDP, the followmg recommendatIOns are proposed

1 DIfferent techmcal gUIdehnes and regulatIOns w111 be estabhshed to cover varIOUS
elements of the NDP m order to facl1Itate ImplementatIOn For thIS purpose, eXIstmg
gUIdehnes from the World Health OrganIzatIOn and other mternatIOnal agenCIes should
be taken mto account as references, or be adopted and utIlIzed, considenng the
pharmaceutIcal SItuatIOn m Entrea Expenences from other countnes should also be taken
mto account as mput

2 Pnor to the ImplementatIon ofthe NDP, an mdIcator-based survey related to drug polIcy
needs to be performed m Entrea Data denvmg from thIS survey WIll serve as a baselIne
for future evaluatIons WHO mdIcators for momtormg drug polICies could be utIlIzed
WIth some modIficatIOn, as reqUIred

3 In order accurately estImate the needs for pharmaceutIcals m Entrea, proper drug
quantIficatIOn should be made, based on morbIdIty records or servIce utIhzatIOn m health
faCIlItIes For thIS purpose, a natIOnal workshop on drug quantIficatIOn WIll be reqUIred
The ObjectIve would mclude trammg of health personnel WIth methods of drug
quantIficatIOns the IdentIficatIOn of mefficIencIes related to drug consumptIOns m health
faCIlItIes External mput would be reqUIred and support for fundmg should be explored

4 A comprehenSIve strategy to promote the ratIOnal use of drugs should be developed, field
tested, and Implemented The strategy would conSIst of traImng or provIdmg mformatIOn,
educatIOnal supervISIon, momtormg and feedback, and evaluatIOn For such purposes, a
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workshop on promotmg the ratIOnal use of drugs could be planned, WIth the objectIve of
formulatmg a strategy for promotmg ratIOnal use of drugs A number of trammg matenals
and publIcatIOns are avaIlable from WHO-DAP and INRUD (InternatIOnal Network for
RatIOnal Use ofDrugs)

5 Some elements relevant to the NDP, mcludmg the concept of essentIal drugs, standard
treatment gUIdelmes, prlIDary health care and so forth, should be reflected m the cUITlcula
for trammg and mservIce trammg ofmedIcal, paramedIcal, and pharmacy profeSSIOnals
For thIs purpose, collaboratIOn between the MOH and trammg mstitutIOns should be
mitIated

6 In the context of drug and health financmg, a program needs to be developed and
Implemented m a pIlot area or hospItal The objectIve would be to examme the Impact of
provIdmg cost mformatIOn (mcludmg drug costs) to prOVIders and patIents on the cost­
effiCiency, qualIty ofcare, wIllmgness to pay, and so forth
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ERITREAN NATIONAL DRUG POLICY

PREAMBLE

The State of Entrea IS committed to the goal of health for all through prImarv health care as the key
approach, and has formulated health strategies to achieve thiS goal The mfrastructures of health care services
m the preventIOn control and treatment of diseases have been established throughout the country and Will
be strengthened from time to tIme

The State consIders health development as an Integral part of national development aimed at achieVing a
prosperous state and for even cltlzen to live healthy and contribute to the welfare of the society

The prOVISIOn of drugs and vaccmes IS by all means an Important element for health care servIces, and It
should become an mtegral part of health pollcv In accordance with the obJectlves of health policy a
NatIOnal Drug Policy has been promulgated for ImplementatIOn In Eritrea The National Drug Pollcv relates
to the health system In the countrv which IS based on primary health care It Includes the concept of essential
drugs v,lth emphaSIS on preventive health care

The National Drug Pollcv WIll serve as framework to coordinate activIties m the pharmaceutical sector In
ErItrea which cover the selectIOn production ImportatIOn supply storage distributIOn and use of
mediCines Commitment and active participatIOn of various relevant stakeholders Will be of utmost
Importance In achieVing the objectIves of the policy

The role of drugs In health care

Drugs constitute an Integral part In the prevention and treatment of diseases Drugs can promote trust and
partICipatIOn m health services Anv development In the pharmaceutical sector has, therefore a social Impact
Expenditures on drugs also constitute a conSiderable portion of health budget that optimal utlhsatlOn of
resources IS ImperatIve Safe effective and economical use of drugs IS of utmost Importance m attammg the
outcomes of health services Thus particular attention IS given to the pohcy

Definition of a drug

Drug shall mean an} substance or mL\ture of substances used In the l!mgnoSls, treatmellt, mltlgatlOll or
prevelltlOll ofa disease or the s}mptoms thereof In mllll alld alllma!
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POLICY OBJECTIVES

General
to ensure tile al-Ol/abllttv and accesslbtlm of safe, effective and gOOl/ qualtn essentill/ drugs to tile wllole
populatIOn and to promote rll1IOJIlt! drug use

SpeCIfIC

• Ensure adequate regulatorv mechamsms leadmg to effectIve regulations of manufacture Importation,
exportatIOn marketmg and use of essentIal drugs bv strengthenmg the system of drug regIstration,
licensmg of pharmaceutical premIses and pharmacy practttlOners InspectIOn and control

• Ensure the avallabllltv of safe effectIve and good qualtty drugs at the lowest pOSSIble cost
• Promote the ratIOnal use of drugs bv prescnbers, dIspensers patIents and commUnIty through prOVISIon

of necessary measures mcludmg trammg educatIOn and Information
• Increase the effiCiency of drug procurement and dlstnbutlon
• Reduce losses and wastage
• Improve the knowledge and management skIlls ot pharmaceutical personnel
• Encourage pnvate mvestors to participate In the manufacture ImportatIOn and dlstnbutlOn of drugs
• Promote and support the local productIOn of essentIal drugs
• Incorporate the pnnclples of NatIOnal Drug PolIcv In the medIcal paramedIcal and

pharmaceutical educatIOn
• Promote research m pnonty areas related to drugs
• OptimIse the use of available resources through co-operation With mtematlOnal and regIOnal agencies
• Document the wldelv practIced traditIOnal medICIne and traditIOnal drugs for safety

////////////////////////1111/11/111/1/1111/111111/111/111111/111/1//111/11/111/111111111/111//111111111111/111/11/11//11/11111
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POLICY AREAS

1 ExecutIve Body
The Department of Pharmaceutical Services \\ III be the body entrusted to co ordInate and supervIse the
ImplementatIOn of the NatIOnal Drug PolIcy In order to be able to cam out ItS tunctlOns effectlveh It Will
have the necessary structure faCIlIties and resources

As this body reqUires the support of advlsorv council and clearly defined legal proceedIngs for enforCIng the
regulatIOns there will be prOVISions In the la\\ for the establishment of advlsorv council and other necessary
committees appointed bv the MInIstry of Health

2 LegIslatIOn and RegulatIOns
ProclamatIOn no 36/1993 will be revised to reflect the reqUirements of the NatIonal Drug PolIcy and WIll
mclude all the elements of a drug law relevant to the country The revIsed act will be supported by a number
of regulatIOns specifying standards requIrements fines fees etc

The law will have provIsions that support promote and when necessarv enforce ratlonal prescribIng and
dispenSIng Instruments to promote thiS Include NatIOnal List of Drugs the Standard Treatment GUidelInes
(STG) and others

2 1 Inspection
The legIslatIOn and regulatIOns will be supported by an adequate and effective InspectIOn under the dIrectIOn
of the Department of PharmaceutIcal ServIces InspectIon gUIdelines will be developed Most Inspection
functIOns (e g inspectIOn of government depots hospItal stores private pharmaCies) WIll be gradually
devolved to zonal authorities with a few speCialIsed InspectIOn functIOns (e g InspectIOn of manufacturing
facIlIties and wholesale premises) retained at the natIOnal level The number of Inspectors Will be Increased
and in-serVice tramlng programmes Will be strengthened

2 2 National Drug Quality Control Laboratory
A natIOnal drug qualIt) control laboratory \'v Ithm the Department of PharmaceutIcal Services wlil be
establIshed Collaborative relatIOnship With other quality control laboratOries \VIII be establIshed

23 Registration of Drugs and Medical Supplies
Formal drug registratIOn system WIll be Introduced so that only drugs which are registered In Eritrea or m
countries that have collaborative agreements With Eritrea may be Imported produced stored, exported and
sold

RegistratIOn procedures based on qualIty efficacy safety and needs Will be adopted through the
mtroductlon of
• a five year re-licensmg system for drugs
• computensatlOn of the evaluatIOn svstem
• an evaluatIOn report exchange system With reputable regulatory bodIes In other countnes
• pnontlsatlOn of registratIOn based on need
• fast track procedures for essential drugs and
• norms and standards for registration of medical deVices

A NatIOnal Drug AdvIS )ry Council supported by commlttees appomted b) the Mlmsm of Health composed
of persons With the Widest pOSSible representation Will be set up to adVise the drug regulatory authOrity on
matters relatmg to regIstration of medic mal products and cancellatIOn or suspendmg of such regIstratIOn
based on evaluatIOn of qualIty safety and efficacy

5



2 4 Registration and Licensing of Pharmacy Practitioners
RegistratIOn classification and lIcensmg of phannac\ practitioners wtll be carned out b\ the appropnate
bodV

Pharmac\ practitIOners will be licensed If they are to practIce In the private drug retatl sector Priority and
encouragement will be given to phannaclsts and phannacy techntclans who would want to own and run their
retal! phannacles However ownership of private phannacles by non-phannaclsts Will be pennmed

2 5 Registration and Licensing of Premises
All drug manufacturing Import wholesale and retaJl enterprISes WIll be established only If they are licensed
The enterprises should be operated under the techmcal responsibility of a licensed profeSSional only

2 6 Narcotics and Psychotropic Drugs
A natIOnal committee consisting of members from different orgamsatIOns Will be set up to carry out a co­
ordmated control on narcotics and psychotropiC drugs on the basIs of internatIOnal conventIOns

2 7 Clinical Trials
SpeCial pernllSslOn wlIl be reqUIred for carrvmg out clintcal trials of drugs m compliance with Good Chntcal
PractIce GUldelmes and the WHO ' Model of Items to be mcluded In a chntcal tnal protocol'

2 8 AdvertiSing and Marketing of Drugs
PromotIOn or advertiSing of drugs to the general pubhc Will not be pennltted They WIll be restricted to
medical phannaceutlcal dental and vetermary profeSSIOnals only In order to ensure that promotIOn of
drugs to the medical profeSSIOnals comply With the National Drug Pohcy and regulatIOns all promotlOn­
makmg claims should be reliable accurate, mformatlve balanced up-to-date capable of substantiatIOn, and
m good taste They Will not contam mlsleadmg or unvenfiable statements or omiSSions like I} to mduce
medically unjustifiable drug use or to give nse to undue nsks

PromotIOn In the fonn of finanCial or matenal benefits wtll not be offered to or sought by health care
practitioners to mfluence them m the prescnbmg of drugs SCientific and educational actiVIties shall not be
dehberately used for promotIOnal purposes

Ethical cntena and gUldelmes for the promotIOn and advertlsmg of drugs will be estabhshed, Widely
dlssemmated and strictly enforced The Ethical Cntena for MediCinal Drug PromotIOn adopted by the
World Health Assembly (WHA) and the Pharmaceutical Manufacturers ASSOCiatIOn (PMA) Codes of
Marketmg PractIce will be conSIdered m the development of the national cntena
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3 Selection

3 1 Erltrean National List of Drugs
The Entrean National List of Drugs wIll be reviewed at least every three vears A NatIonal Drugs CommIttee
composed of experts m all spheres of medIcal and pharmaceutIcal practIces mcludmg clinIcal pharmacIsts
and pharmacologIsts medIcal specialists profeSSIOnal nurses from communI1V practIce health profeSSIOnals
mvolved m pnmarv health care a member of drug mformatlOn centre etc WIll be responsIble for revlewmg
the Entrean National List of Drugs

The Entrean NatIOnal LIst of Drugs wIll be used as an mstrument for
• productIOn, procurement, prescnbmg and dlspensmg of drugs
• standard treatment gUldelmes and trammg ill ratIOnal prescnbmg
• drug mformatIon to health care provIders, mcludmg a national formulary and
• drug donatIOn

Adherence to the hst m procunng or prescnbmg drugs IS a legal requirement However m exceptional cases
the MOH mav conSIder applicatIOn for permission to obtam non-listed products on conditIOn that t~e request
has the support of the Department of Health Care Services

3 1 1 An Essential List of Medical Supplies and Equipment
An essential list of medical supplies and equipment for each level of medical instItutions WII! be formulated
and be made aVailable

4 Drug Supply

4 1 Procurement

The aim of effective procurement IS to ensure an adequate supply of effective and safe drugs of good
qualtt} to the whole populatIOn lit tile best pOSSible pTlce

There Will be a system by whIch the most reliable suppliers ill terms of pnce deliver, and quality of drugs
and medical supplies could be selected Tenders WIll be called for by genenc name only Preference WIll be
gIven to products labelled by genenc name

Adequate finanCial resources WII! be made available for the procurement of drugs and medical supplies for
the public sector

Drug procurement and dlstnbutIon wll! be limited to the drugs on the Entrean NatIOnal List of Drugs,

4 2 Import of Drugs
Pnvate enterpnses Will be permItted to Import and dIstrIbute drugs and medIcal supplies m accordance With
the regulations and gUIdelines laId down by the government

4 3 Quantification
The annual budget for procurement of drugs m the public sector WIll be based on proper quantificatIOn of
estimates based on the population served morbIdIty and related to consumptIOn data
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4 4 Local Manufacture of Drugs
The government wIll create favourable condItIOns for the establJshment and development of local
pharmaceutical mdustry so as to promote self-reliance In the productIOn ot essentIal drugs Private mvestors
wIll be encouraged to partIcIpate In the manufacture of drugs on theIr own

The government wIll provide the necessal) support and encouragement to manufacturers dIrectly or
Indirectlv mvolved m the productIOn of raw and packagIng materials for drugs ProductIOn and marketIng of
essential drugs b\ theIr generic names \\ III also be encouraged

The national pharmaceutical manufacturmg mdustrv \\ III receive a pnce preference as recommended by the
State Tender Board regulations and conditIOns

The local manufacturing of pharmaceuticals WIll comply WIth the WHO gUldelmes for GMP and mspecttons
wIll be carned out regularly by the mspectorate of the DPS m order to ensure compliance With GMP

4 5 Quality Assurance
The quality of drugs In the public and private sectors wIll be assured through adequate procedures for drug
regIstratIOn, IIcensmg prequallficatlOn of suppliers supplier mOnItormg, mspectlon and dn'g quality
control

The followmg measures, additIOnal to those already descnbed, Will apply

• GUidelInes for donated drugs, to follow WHO gUldelmes for drug donations Donated drugs WIll
match the health needs of the country and hence appear on the Essenttal
Drugs LIst
be compatIble WIth overall government policy
be of appropnate qualIty, efficacy and safety
be accompanied by appropnate legal and admmlstrative documents
be reVIewed through the fast track procedure

• ClInIcal trials of drugs WIll be earned out m compliance with Good ClInIcal PractIce GUIdelmes and the
WHO "Model LIst of Items to be Included In a Clinical Trial Protocol

• Drug promotIOn and marketmg Will comply WIth natIOnal criteria, based on the WHO EthIcal Criteria
for Medlcmal Drug PromotIOn

• There WIll be a mechamsm to document regulate, and evaluate for safety and qualIty of tradItIOnal
medicmes

• Norms and standards Will be set for medIcal deVIces and disposable Items whIch appear on an essentIal
eqUipment lIst These Items WIll also be evaluated

• Mechanisms and gUIdelmes WIll be developed to check qualIty of drugs whIch are already m the market

4 6 Drug Fmancmg
Tile objective IS to develop a system ojjomt responsibility between tile government and tile patlemjor the
jinancmg oj drugs However, III lme wltll tile National Healtll Po!lC), tile government Will ellSure tltat
essential drugs are aVllllable to all people m need To tIllS end, drugs Will be prOVided at a nomlllal pTice
at tlte POlllt ojserVice at tile prtmary care level

The annual budget for procurement of drugs In the public sector WIll be based on proper quantIficatIOn of
estimates based on the populatton served, morbIdIty and related to consumptton data

All drugs at the pnmary care level WIll be proVided at a nommal price At the secondary and tertIary levels a
fixed affordable co-payment for drugs supplied by the State Will be leVIed A system of exemptIOn Will be
establIshed for patients WIthout the resources to meet such payment to ensure they are not depnved of
treatment
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4 7 Drug Prlcmg
The government will ensure that essential drugs are available at prIces that are affordable to the maJontv of
the population and that taIr pncIng practices are followed bv the manufacturers wholesalers and retaders
The MInlst\) of Health will act m collaboration with concerned organisatIOns to ensure that drugs are
avaIlable to the publIc at their legal pnces

There will be total transparencv m the pncIng structure applIed to pharmaceutical manufacturers
wholesalers prOViders of services such as dispensers of drugs as well as pnvate cliniCS and hospitals
SellIng pnces wdl be labelled m all drugs at retaIl outlets

4 8 Distribution
The objective ofdlstTlbutlOn IS to ensure tlte prompt, efficlem, timely and eqUitable distributIOn ofessential
drugs and medical supplies to all people In ETltrea

The dlstnbutIOn of drugs and medical supplIes to outlets Will ensure the speedy and effiCient replenishment
of their stock Standard lIsts based on levels of use Will be establIshed

The distrIbutIOn of cold-cham Items such as vaccmes Will be the responSibIlity of public sector depots,
accordmg to gUldelmes of the EPI review commIttee

The dlstnbutlon of drugs and medical supplIes from the Central Medical Stores to the Zonal warehouses Will
take place at regular Intervals The zones will make their own dlstnbutlOn arrangements to ensure that drugs
and medical supplies are distributed In the most cost-effective manner

ComputerIsed mventory control systems Will be establIshed m all zonal pharmaCIes These systems Will be
linked to computensed mventory control systems m the Central Medical Stores

4 9 Storage and Safeguardmg of Drugs
In order to ensure the maintenance of quality and seCUTlty of drugs and medical supplies In storage from
the time ofreceipt Into stocJ.. up to the time ofIssue to the patient, the follOWing steps Will be taJ..en

• GUidelInes wIll be developed to enforce approprIate storage faCIlIties
• Standard operatmg procedures (SOPs) wIll be developed With practical gUidelmes to cover all

administrative procedures to manage and control effectively the storage and distributIOn of drugs and
medical supplIes mcludmg methods to define minimum and maximum stock. levels, gUidelines on
systematic stock rotatIOn and handlmg of expired and obsolete stock These SOPs Will be used for
traInmg and superVISIOn of staff and Will be updated regularly

• Effective and standardised securIty systems Will be developed and Implemented m all public sector
depots

• ApproprIate mventory control and stock management systems Will be established In all drug stores and
health faCIlIties

• Central and zonal warehouses Will be aSSisted m draftmg long-term plans for the ratIOnalisation and
upgradmg of depots, mcludmg plans for the reconstructIOn or replacement of eXisting faCIlIties

4 10 Disposal of Expired and Unwanted Drugs
In order to ensure that all unwanted and expired drugs, medical supplies and assoclUted waste are
disposed ofpromptly, efficlemly amI safely

The MInistry of Health In co-operatIOn With other concerned bodies Will ensure that approprIate methods are
applIed for the removal and disposal of expired and returned stock medical supplies and medical waste
Where pOSSible returned non-expired stock and re-useable Items Will be redistrIbuted

The government Will ensure through legislatIOn that the removal and/or disposal of drugs and medical
supplIes and medical waste takes place m such a manner that IS neither harmful nor dangerous to the
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commulllty or envIronment It wtll ensure that appropnate phvslcal disposal facIlities tor safe dIsposal are
Instltuted

Authonsed Inspectors wIll carry out regular Inspectlons to ensure that the dIsposal of unwanted Items takes
place according to pre~crIbed gUldelmes which wIll (.arrv a penalt'. for mfractlOn

5 Rational Drug Use
The objective IS to promote tlte ratIOnal prescrrbmg and dlspensmg ojdrugs by medical, paramedical and
pharmaceutical personnel lind to support tlte mJormed and appropriate lise by tile commU1lllV

ThIS wIll be achIeved through approprIate measures mcludmg trammg, proVIsIOn of sCientifically validated

drug informatIon for profeSSIOnals and the commumty, establIshment of hospital therapeutIc committees,
good dIspenSIng practice and an enhanced role for the pharmacy professlOnals and control of commerCIal
marketmg practices

5 1 Use of Generic Drugs
The use of generIC name or the InternatIOnal Non-proprIetary Name (INN) IS a recommended step to reduce
drug cost and expendIture It also contrIbutes to a sound system of procurement dIstrIbutIOn and drug
informatIOn at every level of the health care svstem

PreSCrIptIOns In both the pnvate and publIc sectors Will be WrItten usmg the approved name(INN) Generic
substitutIOn Will be allowed through legIslatIOn In the publIc and the pnvate sectors The MInistry of Health
Will prepare and disseminate regularly the lIst of eqUIvalent genenc names of branded products

5 2 Scheduling of Drugs
The MinIStry of Health Will prepare a hst of those drugs approved for use
• to be dispensed upon preSCrIptIOn,
• to be handled by pharmacy drug shop and rural drug shops
• standard hsts for the different levels of health InstitutIOns and for other purposes

5 3 Appropriate PreSCribing
The aim IS to ensure tilat drugs lire prescribed correctly by approprrately tramed and duly autllOflsed
personnel accordmg to tile esse1l11al drugs concept

All drugs Will be preSCrIbed by generic name In accordance With recommended Standard Treatment
GUldehnes and the ErItrean NatIOnal List of Drugs

Standard prescriptIOn forms WIll be instituted by the MinIStry of Health for dIfferent levels of health care
faCIlIties

The MiniStry of Health WIll collect evaluate and dlssemmate systematic data on drug utIlIsatIOn to monItor
and act on polIcy adherence Appropriate mdlcators WIll be developed and field-tested for thIS purpose

10



5 4 Drug Information Services
The objective IS to ensure the prOVlSlOII ofpractical and sClentificalil validated lllformlltlOlI 011 the wrrect
halldllllg and ratIOnal lise of drugs to health personnel at all levels, lllcllldlllg commullltv p!wrmacists, as
well as to patlents and the general public

Drug mformatlOn services wIll be provIded to ensure the dlssemmatlon and utlhsatlOn of practical unbiased
mformatlOn on the correct handlmg and rational use of drugs to health \\<orkers at all levels patients and the
general pubhc

5 4 1 Information to Prescnbers and Dispensers
To faclhtate the collectIOn, compJlatlOn and dlssemmatlOn of SCientifically vahdated mformatlOn on drugs,
the Mmlstry of Health WIll estabhsh and mamtam an appropnatelv eqUIpped and staffed Drug InformatIOn
ServIce under the supervISIon of the Department of Pharmaceutical ServIces whIch Will be gradually
developed and expanded to mclude Adverse Drug Reactlon MOnltonng and POIsons InformatIOn ServIce

Regularly updated Standard Treatment GUldelmes for treatment of common condItIOns WIth essential drugs
wJlI be produced by the MOH

The MOH WIll also produce a natIonal formulary based on the Entrean NatIOnal List of Drugs for
dlstnbutlOn to all health care proViders and dIspensers This pubhcatlOn whIch Will be revised perIOdIcally,
wJJ! mclude gUIdelines to good dl';oenslng and prescnbmg together With mformatlOn on drug mteractlons

Adherence to Standard Treatment GUIdelines and Entrean NatIOnal LIst of Drugs wIll be mOnitored
regularly

Penodlcal drug bulletms whIch contain latest mformatlOn of new or estabhshed drugs new developments
m regulatory actIOns etc Will be produced and Widely dIstrIbuted

5 4 2 Information for Patients and the General Public
The pubhc Will be proVIded with access to obJective, vahdated and practIcal mformatlOn on drugs and theIr
proper use wntten m lay language

Informatlon for the pubhc on subjects mcludmg disease prevention limited self-diagnOSIs appropnate and
mappropnate self-medIcatIOn and SUItable alternative non-medIcmal treatment and commUnicatIon WIth
health care prOVIders Will be promoted through all avaJiable communication media ThIS Will mclude
community organisatIOns and tradItIonal medical practices

A partnershIp among government mdustrv health workers profeSSIOnal aSSOCiatIOn, the pubhc/consumer
and academiC mstltutlons wIll support thiS campaign

The Mmlstry of Health wIll collaborate With other bodIes responsible for school, adult IIteracv and other
educatIOnal programmes to mtegrate mto the CUrrIculum baSIC educatlon that WIll lead to a better
appreciation of the benefits and limitatIOns of the role of drugs In health care

5 4 3 Adverse Drug Reaction (ADR) MOnltormg
The MinIStry of Health Will develop a program for surveIllance of drugs marketed m the country
Information on Adverse Drug ReactIOns \\ III be WIdely Circulated to relevant parties
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5 5 Therapeutic Committees
In order to ensure ratIOnal efficient and cost ~effectlve suppl) and use of drugs m health facilities m the
countrv, the Mllllstr)' of Health HlIII promote tlte formatIOn of and factlltate the effective ftmctlOnmg of
Therapeutics Committees

TheIr terms of reference wIll mclude responsIbIlIty for
• the establishment of Standard Treatment GUldelme for health facIlIties and mOnItormg adherence to It
• the accurate estimation prompt procurement and optimal storage and supply of drugs and medical

supplIes
• the compIlatIOn and preparatIOn of a drug formulary

• cost-effective drug use
• documentatIOn, revlewmg momtorIng, reportmg and feed back of adverse drug reactIOns

• proper staff establishments to carry out these functIOns

56 Dlspensmg
Tlte objective IS to ensure titat drugs are dISpensed effiCiently and correctly by appropriately tramed and
duly authorISed personnel accordmg to tlte essentwl drugs concept and recommended dlSpensmg
practices

The MInIstry of Health WIll estabhsh Good Dlspensmg Practices It Will mstitute and mamtam a system for
the momtonng and evaluation of dlspensmg practIces m order to ensure the prOVIsion of efficIent and cost
effective and safe dlspensmg serVIces

6 Vetermary Medlcme
RegulatIOns and gUidelmes concernmg vetermary medlcmes WIll be developed by concerned Mmlstry m
accordance with the NatIOnal Drug Pohcy

Particular care wII! be taken to prevent adverse effects on human health due to reSIdual concentratIOn of
drugs m food products of ammal ongm used for human consumptIOn

7 TraditIOnal Medlcme
DocumentatIOn of the practIce of tradItIonal medlcme m Entrea WIll be conducted by the Mmlst!) of Health
In collaboratIOn WIth other appropnate organisatIOns to find out the patterns of use, and also to IdentIfy the
benefiCial and harmful effects

Marketed traditIOnal medlcmes WIll be documented regIstered and controlled

TraditIOnal healers WIll be encouraged to get organIsed m collaboratIOn WIth the Mmlstry of Health m order
m the long term to compile and develop a Code of Practice They WIll also be encouraged to co-operate
With other workers In the formal health sector

8 Human Resources Development
In order to support tlte successful ImplementatIOn of tlte policy and to promote tlte concepts of essenflal
drugs and ratIOnal drug use and ensure tltelr adoptIOn tltrougltout tlte country, tlte necessary ~pertlse

and Ituman resources sltould be developed

Adequate number of all health profeSSIOnals Will be tramed, and because of their speCial role m the
ImplementatIOn of the NatIOnal Drug Pollcy, the trammg of adequate number of pharmacy profeSSIOnals
mtended for both the pubhc and the pnvate sectors Will be taken as one of the pnontles m trammg

Formal pharmaceutical trammg should be based on the reqUirements and health needs of the countrY

12



A systematic and comprehensive programme of refresher courses and other sUitable contmumg education
activIties will be developed and Implemented Vanous Incentives and conducl\,e career structures for
professIOnals will be mstltuted In accordance with the charactenstlcs ot the job and post

The concept of the pnnclples of essentIal drugs ratIOnal drug use and pnmaf\ health care will be reflected m
the trammg cUrrIcula of medical paramedical and pharmaceutical personnd

8 1 The Role of Pharmacy Professionals
Although all health care proViders and the public are IIlvolved III the ratIOnal use of drugs, WHO has
recommended a special role for pharmacy professIOnals, particularly III qualItv assurance, effective drug
management and safe and approprwte use of drugs Pharmacy professIOnals will be III a strong positIOn
to promote the ratIOnal use ofdrugs through theIT e:ttenslve knowledge

Pharmacy professIOnals, particularly those m the community have a specIal role m educatmg the community
about the correct use of drugs ProfessIOnal aSSOCIatIOns will be encouraged to develop co ordmated
programmes to facilItate and further thiS role

Pharmacy professIOnals will be mvolved m multi dlsclplmary approach to the ratIOnal utilisatIOn of drugs
Greater co-operatIOn between pharmacy professIOnals and other health professIOns"" Ithm the communities
and hospitals should be encouraged to facIlItate the ratIOnal use of drugs They also have a critical role to
play m pnmarv health care and preventive health services

PharmaCies Will be reqUired to have available sCientific sources of reference They Will also reqUire access to
additIOnal essential mformatlOn from a central drug mformatlOn system

The policy Will also aim at expandmg and standardlsmg the trammg of pharmacy techniCIans and other
pharmaceUtlcal support staff Pharmacy techniCIans will be prepared for certam tasks m hospital pharmaCies
under the superviSIOn of pharmaCists, and managmg drug supply In pnmary care c1mlcs under the mdlrect
supervision of a zonal pharmaCist

9 Research and Development
Tile objectIve IS to promote research that Will facIlitate the ImplementatIOn oftile NatIOnal Drug Policy
The Mmlstry of Health Will support and encourage operatIOnal researches that can promote the successful
Implementation of the mOnltormg and evaluatIOn of the NatIOnal Drug PolIcy The findmgs of such
researches Will be used to make necessary adjustments In strategy and to ensure that policv objectives are
achIeved

Research Will focus partlcularlv on the followmg areas
• the Impact of the NDP and ItS core prmclples on health service systems and delivery
• problems related to prescnbmg and dlspensmg at different levels of the health system
• economics of drug supply (procurement methods stock management distrIbutIOn etc)
• soclO-cultural aspects of drug use IncludIng self-medicatIOn acceptabilIty and use of supply systems

and knowledge attItudes and practIces of users of drugs and
• qualIty assurance of pharmaceuticals at all levels
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10 Techmcal Co-operatIon wIth Other CountrIes and InternatIonal AgencIes
The objectIve IS to ensure that all relevant forms of techmcal co-operatIOn are explored and promoted
to maxImIse the effectIve use of lImIted resources

The aIm wIll be achIeved through effectIve technIcal co-operatIon wIth mternatIOnal agencIes such as the
WHO and the mamtenance and strengthenmg of the co-operatIOn

PossIbIlItIes for further mternatIOnal and regIOnal collaboratIon WIll be systematically IdentIfied

Co-operatIOn, partIcularly m the followmg areas wIll be encouraged and supported
• evaluatIOn and regIstratIOn ot drugs
• regIOnal procurement systems and the exchange of mformatlOn on pharmaceutIcal supply source
• qualIty assurance and collaboratIon WIth regIOnal and other drug qualIty controllaboratones
• productIOn and formulatIOn of drugs
• transfer of appropnate technology
• research and development
• studIes on drug utIlIsatIon
• exchange ofdrug mformatlOn
• trammg and human resources development
• control of drug abuse, and
• emergency SItuatIOns, such as epIdemICS and dIseases
The gUIdelInes and recommendatIons of WHO WIll be followed wherever possIble

11 Momtormg and EvaluatIon
MechanIsms for mOnItormg and evaluatIOn of performance and Impact of the NatIOnal Drug PolIcy WIll be
establIshed

• IndIcators for momtormg the NOP WIll be compIled and WIll form part of the natIOnal health mformatlOn
system These mdicators WIll conform to mternatlOnally agreed standards, e g that of WHO

• Progress In NOP ImplementatIon Will be momtored at regular mtervals
• A full evaluatIOn of the NOP WIll take place every three years

CONCLUSION

A NatIOnal Orug PolIcy has been developed for Entrea It covers the WIde range of actIvItIes WhICh
contnbute to the effectIve productIOn supply storage, dIstrIbutIOn and use of medlcmes Its successful
ImplementatIOn depends on a commItment to ItS prmclples by all role players and stakeholders ThIs
commItment must be mamfested to mclude actIve partICIpatIOn m the process of mltIatIon ImplementatIOn,
reVIew and modIfication to ensure that the people of Entrea receive the drugs they need at a cost that they
and the system as a whole can atford
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