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L. EXECUTIVE SUMMARY AND RECOMMENDATIONS

A four member WHQO Mission visited Sri Lanka from 22 November to
10 December 1993 to review, assess and analyse the current drug situation. Detailed terms
of reference of the Mission are given in Chapter 2, and names of members of the Mission
and the assigned national counterparts are given in Annex 3.

The programme of work of the Mission is given in Chapter 3.

The Mission is impressed by the achievements in the drug field in Sri Lanka since
1985 (refer Annex 4). The Cosmetics, Devices and Drug Act was introduced and
rcgulations have been notified since 1985. A National List of Essential Drugs (NLED) has
been established at different levels of health care. Procurcment, storage and distribution
systems have been established. Drug Committees have been formed at public health
institutions, Treatment schedules have been developed, and a quality control laboratory
has been functioning. The Sri Lanka Prescriber and the Drug Information Bulletin provide
information on some topics to prescribers though not on a regular basis. In spite of these
achievements, there is room for improvement in the implementation of Drug Policy,
particularly in the ficld of monitoring and supervision.

National drug policy

A Presidential Task Force on formulation of a National Health Policy for Sri
Lanka has elaborated the aims and objcctives of Drug Policy and strategies and measures
to achieve these objectives.

There are many important tagsks which remain to be done and should be taken up
at the highest decision-making level, The areas which need immecdiate attention are
development and strengthening of drug regulatory control and development of adequate
and effective pharmacy human resources.

Qverall achievements and issues

1. Drug Supply and Availability

Most essential drugs are available even at the most peripheral levels of health care,
All health institutions receive drugs every quarter from divisional drug stores according
to their annual indents prepared on the basis of past consumption and budget allocations.
Shortages do occur from time to time due to several factors such as inaccuracies in
estimates, inconsistent supplies, lack of adequate supervision, lack of effective monitoring
of prescribing practices, and a long lead time for procurement of drugs from abroad.

2. Pricing Policy - Affordability

All drugs are available free of cost in all public sector health facilities. In the
private sector, prices of drugs are regulated by the Fair Trading Commission by a system
of mark-up on CIF import price. However, this system does not operate to reduce prices
substantially for the benefit to patients.




The Statec Pharmaceutical Corporation (SPC) sells drugs through retail outlets at
competitive prices. SPC prices are considerably less than those of branded products
available through private retail pharmacies. Most doctors prescribe drugs by their brand
names and the patient therefore has to pay higher prices. Recent notification by the
Government (1993) rcquires doctors to prescribe by generic names and has made it
obligatory not 1o dispense any prescription which does not mention generic names.
However, because of a weak programme on health education for patients and the
community with respect to cssential drugs concept and rational drug use, these meagures
are less likely to produce a significant impact on the sale of branded products.

3. Drug Information

The Sri Lanka Prescriber and the Drug Information Bulletin are the two main
mechanisms o provide objective, independent information on drugs to prescribers,
However, these are not published on a regular basis and, moreover, they do not reach all
the peripheral public health institutions. Since medical representatives are allowed to
promote their products, this seems to be the only constant source of drug information to
prescribers, Establishment of a Drug Information Centire and regular publication and wide
cireulation of the above two joumnals to both public and private sectors have to be taken
up on a priority basis.

The Sri Lanka Hospital Formulary is under print. It should be made available as
s00n as possible and widely circulated to public heatth facilities. Treatment schedules have
been prepared but more elaborate diagnostic and therapeutic guidelines are needed for
prescribers. It is expected that a Formulary would fill this gap. In the course of time, the
National Formulary should be preparcd for use by all, both public and privale health
personnel.

4, Rattonal Prescribing

Essential drugs lists for different levels of health care have been established and
drug supply is made according to these lists. There is also a list of critical drugs and a
separate list of drugs which can be prescribed only by specialists. There is, however, a
tendency on the part of specialists to prescribe the latest drugs not included in the
specialist list and obtain them through local purchascs. This system has to be carcfully
monitored. Drug Committces at provincial bases, and teaching hospitals should be
activated 10 undenake "drug audits”, particularly for antibiotics and hormones.

Standard treatment schedules have been prepared and implemented through a
Manual on Drug Management particularly for peripheral health facilities. However,
because of the absence of training programmes for prescribers and lack of continuing
education in the essential drugs concept and rational prescribing, these treatment schedules
are often not used. Consequently there is much irrational prescribing. Specialists in
hospitals and teachers in medical colleges should be involved in continuing education
programmes in peripheral health institutions.

Outpatient departments are overcrowded and pharmacists or dispenscrs have not
been (rained in good dispensing practice. Thete is a need 10 introduce a referral system
in hospitals in order to improve the quality of medical care particularly in outpaticnt
departments and also to initiatc a programme for training in good dispensary practice.




5. Procurement and Logistics

SPC procures drugs and supplics for the Medical Stores Division which in tum
supplies dircctly through divisional storcs to public sector health institutions. However,
there is no efficient and effective coordination between the two organizations resulting in
delays. The technical division of SPC has to be strengthened in order to improve their
capabilities to ensure the quality of drugs procured by them.

The Medical Supply Division has excellent storage facilities and a computerized
system of storage. Present buffer stock levels are not adequate to ensure a constant supply
of drugs to health facilities. Divisional stores need further strengthening particularly to
establish stores management systems.

6. Quality Assurance

A modem Quality Assurance Laboratory has been established with technical and
funding inputs from the Norwegian Agency for International Development (NORAD).
Methods of drug anatysis have been established and nationals are trained in drug analysis
in Malaysia. However, there is as yct inadequate trained human resources and under-
utilization of these facilities. Several trained drug analysts have left and their positions
have not yet been filled.

An cffective regulatory authority and system has yet (o be established. At present
the Director, Medical Technology and Supplics is in charge of Drug Reguiatory Control.
However, the authority of the Director {or enforcement is fragmented. Regional Directors
in the provinces have been recognized as the authority for enforcement of the Cosmelics,
Devices and Drug Act. In view of their muliiple duties, they can hardly be cxpected to
give full attention 1o the complex problems of enforcement of the Act. It is therefore
necessary o establish a scparate department of drug control at national level.

Food and Drug Inspectors working under Regional Directors should be retrained
so that they can function efficiently. Inspectors doing GMP inspection should be graduates
in science or diploma pharmacisis with special training in GMP.

There is 2 need to strengthen regional drug surveillance in the provinces by
increasing the number of trained inspectors. Better planning and more technical inputs
from the central regulatory agency are required in this,

7. Hum:n Resource Development for Health

S Lanka has a fine record of human resource development for health, There are
excellent facilitics for the training of medical, dental and nursing students and specialists.
However, training facilities for pharmacists need reorganization and strengthening, Quality
of training has also to be improved. The role of phanmacists in different arcas of drug
programmes and health carc has to be appreciated and training cumicula should be
formulated to equip students to acquire knowledge and skills required to perform their
duties effectively. In-service training for health personnel involved in the management of
drugs and their use needs 1o be planned and implemented in the existing system,




Local Production

Sri Lanka has established the State Pharmacy Manufacturing Corporation (SPMC)
with very good facilities for the manufacture of essential drugs. In view of the ¢xcellent
GMP in SPMC the regulatory authority should utilize these facilitics for training their
GMP inspectors. Local production of some commonly used essential drugs of good quality
hag to be encouraged o reduce dependence on imports.

9, Health Finanging

Although the policy of the Government is to make free health services available,
in vicw of the increasing costs to provide efficient health service it is very important (o
cmphasize the application of hcalth economics at provincial and other peripheral
institutions.

10. Monitoring and Evaluation

Monitoring Systems have been established bul, for the most pan, these refer 1o
receipts, stocks and issue of drugs. Systems should be developed for monitoring and
cvaluation of prescribing and dispensing practices. For this purpose, practical indicators
should be developed and the institutional drug committees should use them for assessing
appropriate drug use in their institutions for further improvement towards a more rational
and economic use of drugs.

In the light of these observations, the Mission has made some recommendations

to improve the implementation of the drug programme (see Recommendations, below),
The Mission has also prepared a detailed Project Proposal and Plan of Action using a
logical framework approach to strengthen the Sri Lanka national drug programme.




RECOMMENDATIONS

Essential drugs lists

The Govemment should constitute a Commnittes 10 re-examine the list of essential
drugs. This Committee should take into account the comments and suggestions from
medical officers from peripheral health units. It should particularly examine some
commonly-used local purchases with a view to include most commonly-used drugs by
local purchase in the specialist or complementary list.

Curricula of the medical, dental, pharmacy and nursing students should be
reviewed with a view 1o effectively reflect in them the concept of essential drugs and
rational prescribing.

Local production of essential drugs

The Government should encourage local private sector manufacturers to utilize
their ingtalled capacity for production of essential drugs of good quality at competitive
prices.

Procurement

SPC invites tenders for procurement of drugs every year. Instead of tendering for
one year, the tender should be made valid for 2 years which would offset the difficulties
arising out of long delays in procurement and might also assure a steady supply of drugs
at reasonable prices.

The Technical Unit of SPC should be strengthened. Pharmacists working in the
Unit should be given a short training course at SPMC and the National Drug Quality
Assurance Laboratory (NDQAL) on GMP and evaluation of quality of drugs.

Supply and logistics

Coordination between SPC and the Medical Supply Division (MSD) should be
improved. Quarterly meetings of the concemed SPC officials and MSD should be held to
monitor and evaluate supplies and the reports of these meetings should be sent to the
Director-General of Health Services (DGHS).

Divisional Stores should be under the charge of pharmacists who should be trained
in modem stores and drug management.

The store keepers of institutional stores should receive training in stores
management and the Divisional store officers should be assigned duties to supervise stores
at institutions., A Divisional Store Officer and pharmacist should pay regular visits to the
institutional stores (at least once in 3 months} and provide guidance for the storcs and
drug management as well as monitor stock levels. Standard operating procedures (SOP)
should be produced for this,

Facilities at Divisional stores should be improved by providing lhem with
thermometers, racks/pallcts, forklifts, bin cards ctc.




Pricing policy

The Government shouid requisition the services of economists and pharmaceutical
experts to study the existing drug pricing policy and its impact on the prices of drugs
moving in the market with a view to rationalizing the drug prices for the: benefit of
consumers.

Quality Assurance

The WHO Certification Scheme should be implemented for all imported drugs,
and their cenification should be valid only for two years, SPC should utilize mechanisms
it the WHO Regional Office, New Delhi, in case there is suspect quality of clrugs and also
that of the certification scheme,

GMP inspectors should preferably be selected and recrvited from graduates in
science, or Diploma Pharmacists, and trained in GMP inspcction at Dmg Regulatory
Authorities in nmghbounng countries a.nd/iur in Japan.

Manufacturers having high GMP standards should provide advice and guidance
to other manufacturers to improve their GMP by periodical seminars, discussions and
provision of literature ctc., organized by the Pharmaceutical Manufacturers Association.

A programme of training in Good Dlspensmg Practices for phannac:sts and
dispensers should be organized. :

A systcm of dispensing drugs in more hygicnic and efficient ways should be
devised. Counting machines should be mstallcd in all base, provmmal and teaching
hospitals. .

Repulatory control

A new department solely responsible and dedicated to drug regulatory control
should be established, and all personnel involved in drug regulatory control should be
consolidated under this department. The Director of the department should possess
postgraduate qualifications in pharmacy. In view of the absence of such a person at
present, a pharmacologist may be appointed as head of the department.

Registration and Licensing staff sclected or recrulted from graduates in science {or
alternatively diploma pharmacists) should be trained abroad to study registration and
licensing systems so that the registration system can be strengthened. This should be seen
as an internal measure until adequately trained pharmacists are available.

Food and Drug Inspectors should be administratively and functionally under the
control of the Department of Drug Control.

A system of inspecting and taking samples from all levels of public health
institutions, divisional stores, hospitals and rctail pharmacies should be organized.




National Drug Quality Assurance Laboratory (NDQAL)

Measures should be devised to retain the graduate analysts in NDQAL by giving
incentives such as schemes for promotion, overseas fraining opportunities and better
salaries.

Efficient and ecffective sampling programmes should be organized and
implemented in collaboration with the regulatory authority.

Rational use of drugs

Drugs Committees should monitor, supervise and discuss problems and issues
pertaining to drug usage at their monthly meetings, One way to do this is by reviewing
the prescribing pattern with reference to the standard treatment schedules given in the
Manual on Drug Management.

In-service training on rational use of drugs for prescribers at various levels of
health care should be planned and implemented.

Monitoring of generic prescribing should be initiated in all health institutions. To
begin with, this may be started in teaching and provincial hospitals.

A study investigating relevant aspects of drug usage by patients, especially their
compliance, should be planned and implemented by the Ministry of Health.

Continuous supcrvision of dispensers in "good dispensing practice” should be
encouraged in all health institutions. '

Health education to patients and community

Information and educational materials for patients relating to rational use of drugs
to ensure their compliance and proper usage should be designed and made available 1o
health institutions. This could be made in the form of posters, leaflets and other means of
consumer oOr patient educatiot.

Drug information

Action should be taken by the Ministry of Health to monitor and ensure that the
identified and planned strategies on drug information are implemented in due course. A
National Workshop on Drug Information may be convened for this purpose.

Adverse drug reaction monitoring

Monitoring of adverse drug reaction at the institutional level should be effectively
carricd out by the drug committees.

National monitoring of adverse reactions could be assigned to an institution like
the Department of Pharmacology at the Medical School. Experience from other developing
countries should be sought.




A national workshop relating to rational use of drugs should also discuss problems
and methods for monitoring adverse drug reactions.

Ethical promotion

Ethical Criteria for Medicinal Drug Promotion published by WHO should be
adopted and disseminated to all parties concerned including pharmaceutical manufacturers,
medical joumnals and the medical association.

The Drug Regulatory Control Authority should monitor advertisement and
promotional materials for prescribers given by pharmaceutical companies,

- Human resources development

The Government should review the existing facilities for training of pharmacists -
in the country. While the intake of students for diploma courses should be increased, the
Universities/Government should establish a degree course in pharmmacy.

The Government should establish a Pharmacy Council similar to the Medical
Council to encourage development of pharmaceutical sciences in all its aspects.

WHO should support training of clinical pharmacologists abroad for initiating:
programmes in clinical pharmacology in at least one university in the country.

Research and development

A collaborative effort between various institutions, eg. NDQAL, SPMC, the
Medical Research Institute (MRI) and Departments of Pharmacology, should be initiated
to set up a system of bioequivalence studies as part of the quality assurance process.
Fellowships for training in bioequivalence studies (pharmacokinetics) and drug analysis
would be useful and should be made available to appropriate candidates,

Studies on drug utilization should be planned, each with the following objectives:

To investigate compliance on how patients take the prescribed medicine;
To assess different intervention strategies in improving the rational use of
drugs and patient care, and focusing on priority problems identified;

To assess the consumption pattern of drug usage by utilizing data
completed at the Medical Supply Division (MSD) in order to find
possible opportunities for cost efficiency.

Self Medication: WHO should provide inputs in designing and implementation of
such studies.

Technical Cooperation Among Developing Countries (TCDC)

WHO should convene an Inter-Regional meeting' to develop a programme for
TCDC in the field of pharmaceuticals, including biologicals, in the Asian countries,

Scheduled for December 1994 in Malaysia.




Monitoring and evaluation

The Govemment should constitute a committee to review the existing health
information system, particularly the monitoring and evaluation mechanisms for
implementing the national drug policy. Prescribers should be asked to record diagnosis on
outpatient department (OPD) "tickets". Bigger hospitals should have departments of
medical records with specially trained staff in charge of such departments designated
"Medical Records Librarian”,

Proposal and Plan of Action for development of Drug Programme in Sri Lanka

Taking into account the existing drug situation and priority issues, the Mission has
outlined a project and Plan of Action for further development of the programme in a
designated time frame. The focus is on developing required categories of human resources,
quality assurance and rational use of drugs (refer to Section 6).




2, TERMS OF REFERENCE

L. To review, assess and analyse the current drug situation in Sri Lanka,

2, To identify priority issues in the areas of National Drug Policy, Legislation and
Regulatory control, Drug Production, Quality Assurance, the Pharmmaceutical Supply
System, Rational Use of Drugs, Drug Information including ADR monitoring, Drug Prices .
including availability of essential drugs for primary health care, Development of Human
Resources, Drug Research and Development and Technical Cooperation with other
countries. : R

3. To formulate an inventory of tasks and activities to be carried out in the process
of further developing a sustainable essential drugs programme and policy with a tentative
time schedule for their implementation to be developed by the Mission, The focus should
be on development of management and supervision procedures and tools, elaboration of
accounting procedures in the context of a logical framework approach, planning of
associated training nceds, applicability of a cost sharing scheme, if necessary, svaluation
of procurement and transport arrangements being applied and promotion of rational use
of drugs.

4. To prepare a comprehensive and detailed project and plan of action for further
developing and implementing the Sri Lanka Essential Drugs Programme with emphasis
on priority issues for the next five years. There should be grouping, as far as feasible,
under four categories of work, i.e., Policy and Management, Quality Assurance, Rational
Use of Drugs and Supply and Logistics with sub-hcadings covering one or several
activitics. For each separate activity a short problem statement should be written, followed
by objectives, strategy, activity, expected output, indicator to measure outcome,
responsibility for exccution, time schedule for execution, reporting and review procedures,
and cost estimates. For ease in monitoring, review and future cvaluation of the proposed
project and activitics should be numbered under each of the four main categories.

3. To prepare a joint draft report of the Mission.

6. To review the project proposal and the draft report of the Mission (especially the
recommendations section) with the Government and the WHO Representative before
departure, revise as necessary and submit to WHO/SEARO the final versions at the end
of the assignment, and to perform other assignment-rclated duties as necessary for
successful completion of the Mission.

- 10 -




3. PROGRAMME OF WORK OF THE MISSION

The work of the Mission comprised a review of the documents made available by
the Ministry of Health and Women Affairs and discussions with national counterparts and
other concemed officials.

The Mission visited several institutions, made observations and held discussions
on relevant issues with health personnel. In addition, discussions were also held with some
pharmaceutical manufacturers and officials of the Sri Lanka Pharmaceutical Trading
Association. Visits were made to some of the phammaceutical factories, including SPMC.

At the end of the field visits and discussions with concerned officials, the Mission
briefed the national counterparts about its findings and, in particular, the Project Proposal
and Plan of Action for Development of a Drug Programme in Sri Lanka, 1994-1998,

Finally, the Mission had a meeting with Director-General of Health Services to

present its findings and recommendations. The detailed programme of work of the Mission
and persons met are given in Annex 1.
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HEALTH POLICY AND HEALTH INFRASTRUCTURE

Intmyduction

Sri Lanka, has an impressive record of cducational and health indices. Universal
free education has resulted in attaining high level of literacy of 87%. Infant mortality rate
is 17.5 per-1000 live births, matemnal mortality 0.6 per 1000 live bisths, life expectancy
has increased to 74.8 years for females and 71.7 years for males. There has been a decline
in communicable diseases. The estimated mid-year population of the country for 1991 is
17.25 million with a growth rate of 1.5% with the proportion of population under 13
years showing a significant decrease due to a decline in birth rates.

.. The socio-economic situation® recorded a significant improvement in 1991, Gross
Domestic Production (GDP) has risen by 4.8% in 1991 and Gross National Product (GNF)
showed a growth rate of 4.7%; the present estimate of GNP at current factor cost prices
stands ‘at 332 billion rupees (1991), per capita GNP at current.prices (1991) stands at
Rs.19,235 (US$465). which is an increase of 15.2 per cent over the last year. Increase in-
per capita GNP in real terms is 3.2 per cent. The balance of payment has. also shown -
remarkable improvement,

Sri Lanka is committed to the goal of attaining Health For All by the Year 2000
through a primary health care approach. In 1992, a National Health Policy for Sri Lanka
was formulated by the Presidential Task Force. It is based on five guiding principles,
namely: respect for dignity of the patient, peoples’ involvement in planning,
implementation and evaluation of health activities, accessibility and availability of health
scrvices of desirable quality, free of cost, optimal utilization of resources and intersectoral
coordination, The Task Force has set out measurable goals and objectives to be achicved
by the year 2000 and has formulated strategies to achieve the poals.

Health infrastructurc has developed in Sri Lanka from the centre 1o the periphery
to provide curative and public health services. While general teaching and specialized
hospitals, provincial, base, district, peripheral units and rural hospitals provide curative
scrvices, public health services at provincial, regional and district (divisional) levels
undertakce health promotion and disease prevention activitics.

Colombo Group of Hospitals

These hospitals provide highly specialized services, both for outpatients and
inpatients with a total of over 7000 beds. Colombo General Hospital has a daily outpatient
attendance of over 5000 paticnis. With a total of 8 medical officers attending at any one
time over 64 hours, the patient contact per medical officer is a matter of minutes, thus
jeopardizing the quality of medical service at the OPD.

Pharmacists, trained in a certificate course, arc in charge of drug management in stores
and dispensing for both inpatient and outpatients. The annual drug budget for Colombo
General Hospitals is about 140 million rupees.

2

Reference: Annual Health Bulleting Sri Lanka, 1991,
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Provincial Hospitals

These are located in the main cities of the provinces and are now under the
administrative control of Provincial Directors of Health Service, Provincial hogpitals have
about 600 beds, and specialist services in medicine, surgery, obstetrics and gynaecology.
paediatrics, ENT, ophthalmology, orthopaedic, dermatology -and anacsthesia, with a well-
equipped laboratory, X-ray unit and other auxiliary services. They have a team of about
20 pharmacists who have undergone training for two years in a certificate course, The
dispensers are O-level school graduates with 2-6 months on the job training. The average
grant for drugs is about 21,6 million rupees (US$ 444,445) per year with an average shont
fall of about 20%. This results in stock-out of drugs, particularly in the latier part of the
year, i.e., November-December. In addition, local purchase of drugs is made to the extent
of 10% of the annual budget, particularly for drugs not included in NLED or specialist
lists, with special permission of the Hospital Superintendent. OPD. attendance is about
1000 patients a day.

Base Hospital

These are located in bigger towns and usually fiave a bed strangth of about 300~
400, with specialist services of medicine, surgery, obstetrics and gynaecology, paediatrics,
pathology, anaesthesia, ENT, ophthalmology and radiology. General OPD attendance is
about 500 patients a day and specialist clinic attendance is about 200 patients a day. These
hospitals spend about 5 million rupees (US$ 102,880 at December 1993) annually on the
purchase of drugs. In addition, about 50,000 rupees are expended on local purchase. With
high outpatient loads, patient contact with a medical officer is on an avc:rage less than 3
minutes.

District Hospital

These are some larper hospitals with a bed strength over 100 and small ones with
a bed strength of about 75. A Medical Officer, a graduate in medicine, is normally in
charge of the hospital and is assisted by Assistant Medical Officers (AMOQ) who have
received training in medical college for 3 years, In addition to curative work, the medicat
officer also attends to preventive work such as school health, MCH and EPI. Patient
attendance is about 300 to 400 per day. There are usually no laboratory facilities. A small
district hospital has an annual grant of about 700,000 rupces (US$ 14,403) for drugs.
Supplies of drugs are made from divisional drug stores and it is not unusual to have stock-
outs of several items of drugs, lasting for 3-4 weeks, particularly in the latter part of the
year. Usually there is a certificate Pharmacist and/or a dispenser with 2-6 months training
in dispensing. :

Peripheral Health Unit

These are small peripheral hospital units with a bed strength of about 40 beds,
with a maternity ward. The hospital is in the charge of a medical officer assisted by 2
RMOs (Registered Medical Officer) and a dispenser. It has an annual budget of 700,000
rupees (US$ 14,403) for purchase of drugs. The average paticnt load in oulpatient
department is about 300 to 500 per day. '
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Rural Hospital

Rural hospitals have a bed strength of about 20 beds. They are under the charge
of a medical officer, assisted by 2 AMOs. Depending upon its location, a rural hospital
has about 300 paticnt attcndances per day. There is a list of 30-40 drugs used at this level
of health carc. There is no pharmacist but only a dispenser with 2-6 months training and
he is also in charge of drug stores.

Central Digpensary and Matemity Home

These have usually about 12 beds providing inpatient treatment for matemity cases
and an outpatient dispcnsary. A Medical Officer is in charge of the unit.

Matemnity Homes

Thesc arc in the charge of midwives and provide maternity services with 12 beds.
They also offer MCH and family planning services.

Central Dispensary

These are the most peripheral units of health care which provide both curative and
preventive services. They are in the charge of a medical assistant who is assisted by a
dispenser. Patient attendance varies from 70 to 100 per day. Since the working hours are
GY2 hours, patient contact is longer as compared to that in overcrowded hospitals and to
that cxtent quality: of care is satisfactory considering the facilities available. The central
dispensary caters to about 30 to 40 thousand population. About 30 csscntial drugs are
uscd and there are rarely stock-outs,

In addition, there arc a few visiting stations in charge of multipurpose workers,
These are mainly involved in promotive and preventive health care, A Medical Officer
from a nearby hospital conducts a clinic at a group of villages once in a week and carries
some essential drugg with him.

Preventive Services

Preventive Services are offered by Medical Officers of Health. He is in charge of
environmental health, MCH, immunization, school health and health education. Medical
officers are assisted in their work by public health inspectors, public health nurses and
pharmacists.

Although development of health services over the last six decades is remarkable
for & developing country with a relatively low per capita income, communicable diseases
such ag malaria, intestinal helminths, diarrhoeal diseases and ARI are widely prevalent,
Japanese encephalitis has occurred in epidemic form from time to time in certain areas.
HIV infection and AIDS is becoming a serious emerging health problem. It is estimated
that there will be about 12,000 HIV positives, and about 1,000 full blown AIDS cases
during 1996-1997. This will further strain health resources and particularly affect the drug
supply system in the country.




Primary health care services offered by peripheral public health facilities are often
under utilized, but therc is excessive crowding in secondary and tertiary levels of health
carc. In a teaching hospital in Colombo, the ambulatory patient workioad is more than
5,000 patients per day, and at a provincial hospital in Kurunegala it is on an averagc of
1,000 patient load per day. On the other hand, the district hospital or a central dispensary
in the periphery has a paticnt load of about 70-100 paticnts per day with working hours
extending over 6% hours. One way to minimize the workload in tertiary care ts to
gstablish an effective referral system and also improve facilities of health services offercd
at primary health care ievel. The present health infrastructure is given in Annex 4.
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DRUG SITUATION IN SRI LANKA

Since pharmaceuticals play a crucial role in health care, both preventive and
curative, the Health Policy Document has formulated a drug policy emphasizing the basic
aims and strategies to achieve these aims and objectives.

Milestones in the development of the drug programme in $n Lanka are given in
Annex 3.

5.1 Drug Policy and Management

The S Lanka drug policy aims at "ensuring availability of effeclive and safc
drugs of good quality at affordable prices” to meet the health needs of the people and “to
ensure that drugs are rationally prescribed and used”.

The strategies formulated to achieve this aim are as follows:

. Drug selection based on nceds of the country.

. Centralized procurement for public sector and improved efficiency.

. Encouraging local manufacture,

. Effective enforcement of the Cosmetic Devices and Drugs Act.

- Providing scientific, reliable and unbiased inforimation to prescribers and users.
. Controlling drug prices.

Although a national drug policy has been formulated, there arc many issues and
problems which have to be addressed on a priority basis,

It is important to monitor effectively and evaluate the implementation of activitics
for achicving the aimg and objcctives of the policy. A Task Force may be established to
take an overview of the status of implementation of various areas of drug policy every six
months and take necessary commective action, if need be. Concemed departments should
be represented on such a Task Force with the Director-General of Health Services acting
as its Chaiman.

Drug registration has to be strengthened and streamlined. At present 4,000 drugs
are registercd in the country, Amongst these there are several brands of the same drug
with widely varying prices (Refer to chapter on registration).

Procurement is done by the SPC and by importers for the private sector. While
there has not been an overall scarcity of drugs in the country, public sector institutions get
their supplics inconsistently resulting in stock-outs of scveral drug items (Refer to chapter
on Procurcment).

While NDQAL has excellent facilities, these are grossly under-utilized. Most
urgent attention has to be paid to the development and strengthening of drug regulatory
control and to utilizing the facilities of the Iaboratory by both public and private scctors
for effective quality assurance of pharmaceuticals throughout the country (Refer to chapler
on Quality Control Laboratory).




There is a need to establish mechanisms to provide on a regular basis objective,
appropriate and scientific information on drugs to prescribers as well as consumers. A
Drug Information Centre should be developed to collect, collate and disseminate objective
information on all aspects including comparative prices, cost benefit, risk benefits,
therapeutic efficacy, and bio-equivalence of drugs. Appropriate information on drugs and
their rational use for improving patient compliance and informing the community on
essential drugs concept and their rational use needs to be generated and widely
disseminated using mass and electronic media (Refer to chapter on rational use of drugs).

3.1.1 Selection of essential drugs

Sri Lanka was probably the first country in the region which established, as early
as 1958, a national formulary with a list of 500 drugs for use in both the public and
private sectors. However, after the change of Govermnment in 1977, there was a
liberalization of drug imports. While public sector import was channelled through the State
Pharmaceutical Corporation (SPC), established in 1971, the private sector was allowed to
import 2 much wider spectrum of drugs. At present, there are about 60 importers
procuring both essential and non-essential drugs for the private sector.

In 1985, the Ministry of Health and Women's Affairs organized in collaboration
with WHO a National Consultative Meeting on Drug Policy and Management and
cstablished a List of Essential Drugs for implementation in the public sector. This list was
revised in 19%8 and has since been published. The list is divided into three sections. A list
of critical or life saving drugs for emergencies comprises 41 drugs. There is a list of about
70 drugs for sub-divisional health centres, i.e., central dispensaries and peripheral health
units; a list of about 110 drugs for divisional health centres (district and rural hospitals),
and a national list of about 200 drugs for all other health facilities. There is also a special
list for teaching hospitals and specialist ¢linics. A mechanism for review of the essential
drugs lists from time to time has been established.

Standard treatment schedules were developed in 1987. A comprehensive study
on morbidity paticrns and drug requirements based on the treatment schedules was
completed in 1988. The results of the study have since been published, and standard
~ treatment schedules have been included in the
Manual on Drug Management.

However, most prescribers have not received training in the use of standard
treatment schedules; it is thercfore not unusual to find prescribing outside standard
treatment schedules.

Although the list and standard treatment schedules are available in most health
facilities, prescribers are actively using them only in Central Dispensaries and district
hospitals. Gencrally, prescribers were not found to be aware of the Essential Drugs
Concept (EDC) and standard treatment schedules, particularly in bigger institutions like
base and provincial hospitals.

5.1.2  Production
Sri Lanka has depended on imports of pharmaceutical formulations for both public

and private sectors. In 1992, the total value of pharmaccuticals imported by SPC and
private importers was about 1,500 million rupees and local production was about 900

- 17 -




million. About 60% of the requirements for pharmaceuticals are met through imports;
local manufacture contributes to the exient of about 35%. The total drug market is valued
at about Z,430 million rupees at CIF or local purchase price and the value of drugs
supplied (0 the public health facilitics is about 680 million annually (1992). With a
population of 18 million, per capita consumption of drugs works out to be Rs, 140 or
US$ 2.88.

There are seven manufacturers in the country including the State Pharmaceutical
Manufacturing Corporation (SPMC) who are members of the $r Lanka Pharmaceutical
Manufacturers’ Association (SPMA). Besides, there are four other small manufacturers
who produce one or two simple products such as ointments or lotions, etc. Three are
subsidiaries of trans-national corporations.

The Government decided to establish a modemn phanmaceutical manufacturing
factory 10 producc cssential drugs. It was established with Japanese aid and technology
in 1987. This most modem factory manufactures 38 products (34 essential drugs) under
Japanese GMP and produces 560 million tablets/capsules (in one shift), annually. 1t is run
on a no prolit, no loss basis and is capable of meeting one hundred percent requirements
of the public scctor for the 34 items; at the present level of production it meets only 30%
of couniry requirements. Its products are sold as generics to both public and privatc
scclors through SPC. It has the technical capability and can increase its product range as
well as production levels by introducing two shifts, Major constraints in increasing
production are inadequate space for packaging, limited warehouse capacily and limited
drying and granulation capacitics although it has a large partially-utilized labletting
capacity. SPMC has, to this extent, reduced dependence on imports of cssential drugs.
Although it is a government-sponsored public sector unit, it docs not receive price
preference for its products and has to compete with imported ‘drugs in the tender system.

Private sector companics are working at about 40% - 50% of their capacity and
manufacture mostly those formulations having high profitability. Their products are
primarily sold to retail pharmacies under brand names.

Although the new gdrug policy of 1992 mentions "encouraging local manufacture
of essential drugs”, there are few attempts on the part of the Government io cncourage
local pharmaceutical production and the industry complains of delays in registration and
licensing procedures. There is a recent policy of waiving customs duty on bulk substances.
This waiver is applied on case by case basis on each consignment; this resulls in avoidable
delays in importing raw materials. Semc packaging materials imported by local
manufacturers are not exempted from customs duty. On the other hand, imported drugs
in pre-packed form are excmpted from duty, Manufaeturers complained that this policy
does not encourage local production, Industry also objects that even a price preference of
10% for locally-manufactured products is being withdrawn. The manufacturers further
coraplained that they are at a disadvantage because of fluctuating prices of raw materialg
in international markets and the downward trend in the value of rupee/dollar exchange
rates.

The Mission fecls that there is a need for examining the current policy on imports
of pharmaceuticals.
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Idle capacity of focal manufacturers could be utilized for production of essential
drugs thereby further reducing dependence on imports, Manufacturers may be able to meet
the total requircments of at least 30 essential drugs required by the country to meet the
needs of public sector health institutions in primary health care. Such a strategy has
several advantages such as definite saving of foreign exchange, assured supply of essential
drugs, aveidance of delays in imports and the feasibility of monitoring quality on a regular
basis.

5.1.3 Procurement

Faced with a worsening foreign exchange situation back in 1958, the govemment
appointed a Committee to inguire into existing practices and procedures in regard to the
import, manufacture, distribution and sale of medicines in Sri Lanka. One of the important
recommendations of the Committee was to establish a single agency for the whole countiry
which ¢could procure drugs for both public and private sectors at reasonable prices. The
Ministry of Industries and Scientific Affairs established the State Pharmaceutical
Corporation (SPC) in 1971 and it was given the responsibility of importing all drugs for
the entirc country. After a liberalization policy was implemenied by the new government
in 1977, the monopoly of SPC ceased for the private sector. However it has still the
monopoly to procure drugs for all public secior institutions.

SPC operates under the guidance of a Board of Dircctors appointed by the
Ministry of Health, In addition to procurement it also operates as @ marketing organization
for SPMC products and has severat retail outlets for sale of drugs both locally-produced
and imported to the private sector. This activity is expected to stabilize drug ptices in the
market through competition with other retail pharmacies particularty after SPC
successfully introduced a marketing strategy of what it describes as "Franchise Osu-Sala”.

About 60% of pharmaceuticals are obtained on the basis of open world-wide
tender since these are expected to be produced by several manufacturers. Tender
quotations are obtained by publication of tender notices in local newspapers or displayed
by Sr Lankan Embassies abroad or by Foreign Embassies in Sri Lanka. This procedure
results in obtaining several quotations for cach drug. Monopoly quotations are obtained
from exclusive manufacturers, cspecially for newly-discovered and marketed drugs.
Restricted quotations from manufacturers arc obtained for about 15% of drugs. Prior to
setting up of SPC, civil medical stores (now renamed Medical Supply Division (M3D))
was responsible for procurcment, storage and distribution of drugs but has now the
responsibility for preparing the national indent on SPC for obtaining supplies and their
storage and distribution to all public health facilities.

Al public sector hcalth institutions prepare their estimates of yearly drug
requirements in the preseribed format, The estimate is based on actwal monthly
consumplion and, taking into account any balances, is adjusted o accommodate the
sanctioned budget. It is thus not a realistic cstimate. This adjustment does not follow any
system such as the ABC or vital, essential, non-essential (VEN) classification® and is
often done by a pharmacist who has not received any training in drug management. The
estimates made by a dispenser or pharmacist are expected to be scrutinised by drug
committees of institutions and transmitted to the Regional Director of Health Services,
Regional Directors and the regional drug committecs cxamine the estimates mainly on

3

Refer to "Managing Drug Supply”, Management Sciences for Health, Boston, USA.
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budgetary considerations, These estimates, together with those from centrally managed
institutions, are finally consolidated into "national estimates” and forwarded to SPC for
procurement. This cxercise is donc every year in October at the institutional level and
final consolidated orders are placed with SPC in January or February of the following
year. Since the lead time for procuring drugs by SPC is usually 9 months to a year, the
cstimates submitted in October of one ycar form the basis for procurement not in the
following year but a year later. Thus, drugs estimated in 1992 will reach the institute in
1994, This contributes to the unrealistic nature of estimates and is in some measure
responsible for the shortages often noticed in all institutions, particularly in the latcer part
of the year.

SPC has a technical division which is expected to undertake technical evaluation
of tenders. An inventory control department examines the previous performance of
suppliers and the audit department checks guotations. The Technical Division has 2
certificate pharmacists and 3 graduates in phammacy or chemistry. Howevcer, ¢xcepting the
head of the unit, nonc arc trained in cvaluating technical data, including the quality of
drugs. While samples arc supplicd by tenderers, there is either no analytical data or the
analytical data are not propery scrutinized. SPC does not make it obligatory for the
tenderer to produce GMP Certificates in the format recommended by the WHO
Certification Scheme on the Quality of Pharmaceutical Products Moving in Intemational
Commerce,

The whole exercise on preparation, scrutinising of enders, and selection takes a
long time and supplies stari arriving after 9 months from the date of placement of orders
by MSD. There is no system of inspection of arriving consignments. SPC also somcetimes
unports non-registered drugs and the drug is thereafter recommended for registration. This
practice is not legal as per the Drugs Act and may create problerms for the registration
process.

SPC stores are in charge of store keepers who are not pharmaeists. These stores
are meant for drug supply to the private sector. Drug consignments meant for the public
sector are directly transported from port to MSD. Samples are not collected in the port
even from damaged consignments (not even of very critical drugs) for quality analysis.
Prices of imported drugs vary widely. The following are some examples of price
variations of altcrnative brands of the sarme drug.

Prices (Rupees)

Brand | Brand 2 Brand 3

Mcbendazole 3.25/6 tabs 34.20/6 tabs

Paracetamol (500mg) 0.50/tab 0.80/tab
Dicloféllgc (25mg) 9.1/10) tabs 26.7/10 tabs

Ibuprofen (400mg) 26.7/10 tabs 9.0/10 tabs

There is much scope for improving the coordination between SPC and the medical
stores organization. SPC should monitor the quality of drugs imported through open tender
by a varicty of strategies such as insistence on obtaining certificates in WHO format,
insisting on quality certificates on each batch to accompany the consignment, occasional
random samples checked for quality by NDQAL, occasional reference of suspect samples
lo WHO collaborating centres in the Region (SEAR) and using the WHO mechanism in
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the Regional Office, New Delhi, in case of suspect, fake or incomplete certificates from
the Regulatory Agency of the exporting country.

5.14 Storage and Distribution

Logistics of supplies to public sector health facilities is the responsibility of the
Director, M5SD (Annex &). The Director works under the supervision of Deputy Director-
General (Laboratory Services). MSD procures supplies from SPC and distributes
pharmaceuticals, surgical gases, dental consumables, etc., to all Government medical
institutes including Armed Forces and Estate hospitals. In addition, narcotic drugs are
procured directly and supplied to both government and non-government health institutions.

The total budget for pharmaceuticals and other supplies, including surgical goods,
X-ray films, etc., to Govemment medical institutes by MSD is of the order of one billion
rupees (Rs.1,000,000,000/-) or US$ 20,576,132 at December 1993,

A new stores facility has been established in Colombo through Japanese
Govermnment assistance. The storc has adequate space, modemn storage facilities, and
sufficient cold storage. The stores are well organized and activities are computerized in
a mini-comnputer. The computer section records all information regarding receipts,
quantities of drugs received and issued to divisional stores or institutions and expiry dates
of drugs. The activities of divisional stores are not entered in the computer programme
and there is no inventory control either at MSD or at divisionat stores.

There are 22 divisional stores which send supplies to public health institutions in
the regions, These stores are under the charge of store keepers who are not pharmacists
and have very little training in modern stores management. Their activity involves receipt
of stocks from MSD and holding them until they are distributed quarterly to healih
institutions, The stores have no system of storage, no bin cards and no inventory control.
Even storage equipment such as racks, etc, are inadequate and it is not unusual to see
stocks lying on the ground. There is no recording of temperature during transport or
storage and thercfore it is possible that some critical or temperature sensitive drugs are
exposed to high temperature. The temperature in refrigerators is also not regularly
checked. ‘

MSD prints annual estimate books with columns showing the past year’s
consumption, monthly consumption, and estimations for the following year. These are sent
to institutions in August-September every year, and the institutions return these to MSD
through regional health officers, duly completed, in the month of November. A national
forecast is prepared by MSD in December and orders are placed with SPC in January-
February of the next year. Estimate lists which are revised once in three years, contain
several drugs which are not included in the National Essential Drugs List or specialist Jist.
It is important that the estimate lists should conform to the Essential Drugs List.

Usually MSD orders 1% years requirements thus holding stocks for six months
in excess of annual requirements. However, this stock level has not improved stock
positions at divisional and institutional levels due to several factors such as inaccurate
estimates at all levels, delays in procurcment by SPC, and lack of coordinaticn,

Supplies are transported by lorries from MSD (o divisional stores and from these
stores to institutions. There is usually one lommy for each of the divisional stores; it is
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sometimes out of order or used for purposes other than transportation of drugs resulting
in non-adherence o supply schedules, : -

Distribution routes of pharmaccutical supplics in Sri Lanka are given in Annexure
7. The efficient functioning of this system determines the regularity of supplies to public
health institutions.

MSD has cxperienced the following difficulties with respect Lo procurement from

SPC:
1. Schedules of supplies are not adhered 1o by SPC.
2. Required expiry dates are not adhered to in some cases with the result
that supplies with as short as 9 months expiry dates are-delivered.
3. Packaging is sometimes of poor quality resulting in receipt of damaged

consignments,

Distribution to the private scctor

There are about 40 wholesale disiributors of drugs in the country. Drugs imported
by around 60 private imporicrs are stored in three big stores in Colombo. Suppliey are
drawn from these by privaie wholesale distributors as well as private medical practitioners.
Retail pharmacies get their supplies from wholesale distdbutors (refer Annex 7).

SPC has two stores and rctail shops in Colombo and some retail outlets in other
parts of the country. These retail shops (Osu Sala) are well orpanized and employ
pharmacists for dispensing. One Osu Sala in Colombo is very larpe and an average of
about 900 prescriptions are dispensed daily, Another, located in the administrative office
building of SPC, dispenses about 150 prescriptions a day. Retail chemists and distributors
complained of shortfalls in requirements, delays and sometimes poor quality of imported
drugs. ‘

5.1.5 Health Financing

Medical Services are provided free in Sri Lanka; total Government expenditure
on hcalth has increased from Rs. 130 million in 1962-1963 {at current prices) to Rs.
6,391.8 million in 1992. However, as a percentage of total government expenditure, the
health budget decreased from 7.5% in 1962-1963 to 4.6% in 1991-1992 and as a
percentage of GDP there was a decline from 2.2% (1962) to 1.4% during 1992, Recurrent
cxpenditures almost doubled but can be atiributed to increases in the cadre of health
personnel and increases in salaries, as emphasized in the report of the Presidential Task
Force on Health Policy. Capital cxpenditures also increased duc to the accomplishiment
of several development projects, such as Sri Jayawardenapura Hospital, Medical Supplies
Division, Construction of SPMC, etc,

From available figures, it appears that drug expenditure as a percentage of total
health expenditure is 7.5% (public sector). No figures are available on the percentage of
family expenditure on drugs (private sector). The following Table lists 2 summary of
health ard dreg expenditures (some of the figurcs on drug expenditure are computed on
the basis of total drug imports and local production):
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Table 1
I Health Expenditure as % GDP - 1.4%
2. Per capita Expenditure on Health - Rs.355.0
3. Total Drug Expenditure - R5.2430 million
Public sector - Rs.680 million
Private secior - Rs.1750 million
4, Drug Expenditure as Percentage of Total
Health expenditure
Public sector - 7.5%
Private sector - Not available
5. Per capita Drug Consumption
Public sector - Rs, 37.0
Privaie sector - Rs. 135.0 :
. Total Drug Market - R&.2.430 miliion
1. Houschold Expenditure on Health - 60% borne by family

40% borne by Govemment

In view of the rising costs of heaith care, cspecially of drugs and repeated local
purchascs, particularly in hospitals with specialists, there is a need to create cost
consciousnecss in prescribers in particular and health personnel in gencral. This has been
attempted by displaying posters on relative costs of drugs of the same therapeutic class
in health institutions, However, the Mission did not see such charts in the health facilities
it visited. In the casc of local purchases, monthly statements are discussed in the drug
commitices and often such statecments are circulated to all specialists to bring to their
atiention the financial implications of the drug usage through local purchase. The
strategies to reduce cost could include: ‘ ‘

1. Institute "Drug audits” at teaching, provincial and base hospitals, This
funciion can be performed by hospital drug committecs. International
assistance could be sought to prepare guidelines for such audits
undertaken from time 10 time,

2. Training of prescribers in rational use of drugs.

3 Training in the use of standard treatment schedules.

4. Preparing and using. guidelines on diagnosis and rational therapy in all
health facilities.

3. Promote establishment of "Drug Cooperatives” or "Franchise Osu Sala"

in the vicinity of hospitals where essential drugs are available at
competitive prices. |

6. Promote concepts of essential drugs and their rational usc in the private
sector in collaboration with the Sri Lanka Medical Association,

1. Exploring the potential of the community for cost-sharing in the public
sector.

3.1.6  Pricing Policies

One ohjective of the new drug policy is "controlling drug prices....".
Control of drug pricing has been in operation since the setting up of the State
Phamaceutical Corporation (SPC) in 1971. Drug prices were fixed by the National Pricing
Commission based on their CIF valugs. SPC has been a major importer of drugs for the
public scctor and was allowed landing charges of 5%, a profit margin of 30% on CIF cost;
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the wholesaler recctved 109% and the retailer 20%. The retail price paid by the paticnt thus
worked out to 80% above the CIF value of the drug imported by SPC. After 1972,
although the price control of drugs was removed, a scheme of two-tier pricing structure
has been in operation. Thus, esscntial drugs were sold to the public through SPC outlets
(OSU-SALA) at 113.4% of the CIF valuc and by private trade at 125.13%. Non-esscntial
drugs were sold by both SPC and private trade with a mark up of 137.05% of the CIF
value.

In 1989, the government, concemed with rising prices, introduced price control,
The Fair Trading Commission has adopted a formula of 165% mark up on the CIF valuc.
In view of the wide variations in the CIF prices of scveral branded products of the same
drug, unscrupulous importers can load up their CIF values to increase profit margin, and
retail pharmacies can collude by selling branded products with higher prices to patients
10 increase their profits, Doctors prescribing drugs by brand names have defeated this
schedule to a cenain extent. The purpose of price control was to make drugs available to
the public at competitive prices. This has been achieved only to a limited extent, Although
it is expected that SPC selling the same product or equivalent at a lower price than trade
will act as a price levelling factor: in practice this has not probably worked cifectively.
Local manufacturers arc also allowed the same mark-up as the equivalent imporicd
product. One of the complaints of local manufacturers is that fluctuations in the rupec
cxchange value against the US dollar affects them adversely because they are dependent
on import of raw malerials as well as packaging materials.

There has Lo be a comprehensive study on the pricing of markeled products in
Sri Lanka with a view to introduce a rational and flexible pricing scheme which will be
advantageous to the consumer in real icmms.

52 Cuality Assurance

5.2.1 Regulalory control
Organization of quality assurance

The Cosmetics, Devices and Drugs Act No, 27 of 1980, amended by Act No. 38
of 1984, forms the legal basis for the Natiopal Diug Quality Assurance (QA) System,

According 10 the Act, the thee regulatory clemenis of QA system are;

1) the Registration and Licensing Division; 2) the Enforcement Division; and, 3) the
Natienal Drug Quality Assurance Laboratory.
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The organization of the QA system including the routes of regulatory reporting
is outlined below:

Figure 1,

"Organizational Structure"

Director General of Health Services

DDG DDG
Laboratory Services Public Health Services

NDQAL DMTS

Drug Evaluation Sub-Committee

Registration and Licensing Division

Enforcement Division

Regional Difector

Drug Inspector (1) Chief Food and Drug Food and Drug
Inspector (1} Inspectors (22)

(Figures in parenthesis indicate number of Inspectors)
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As can be seen from the organizational structure, the Director Medical Technology
and Supplies (DMTS), responsible for rcgulatory centrol, has many other duties to
perform and cannot be expected to devote full-time to the complex problems of regulatory
control. Tt is therefore a matter of urgency to set up an independent drug regulatory
authority under DDG of Health Scrvices.

At prescnt, the organizational structure is such that there is no direct control of
a central regulatory authority over the functioning of the food and drug inspectors in the
divigion; their work with the authority is only functional.

Drug Registration and Licensing Division

Only those drugs registered with the authority can be imported, manufactured, sold
or used in the country. This registration has to be made for each strength and cach brand
of a drug product and for each facility of a manufacturer. ' ‘

Centificates of registration of drugs and licenses for imported manufacturers arc
issued by the Director, Medical Technology and Supplies. Three pharmacists are involved
in the procedure, one of which has a diploma in pharmacy.

The registration procedure depends on an evaluation of drug products for their
safcty, efficacy and quality; these criteria are assessed in relation to the submission made
by the applicant on chemical and pharmaceutical properties and clinical and toxicological
data wherever applicable. In case of imported drugs, information on the manufacturer has
also to be submitted. Local manufacturers arc required to mention the manufacturing
licenses. Every application for registration has to be accompanied by samples and
certificates of analysis. All applications arc submitted to an Evaluation Sub-committee for
assessment and recommendation.

Since the initiation of a registration process in 1986, as many as 4,000
pharmaceutical preparations have been evaluated and registered. Registration takes usually
six months to onc ycar, somectimes more, There are complaints about delay in the
rcgistration process. This may be due to several factors. There is no limitation on the
rcgistration of the number of brand products of the same drug. The evaluation committee
receives all applications for registration without initial scratiny and screening by the
regulatory authority. Staff allocated for registration is inadequate. Very often the
applications arc not complete and have to be returned for re-submission.

Enforcement Divigion

The main function of this Division is t0 ensure that all categories of licence
holders comply with the statutory obligations imposed on them by inspection and the
assessment of establishments such as manufacturcrs, importers, distributors and retailers.

Thus, the Drug Inspector (a pharmmacist, belonging to NDQAL) and Chiel Drug
and Food Inspector (a non-pharmacist) jointly conduct GMP inspections of drug
manufacturers, They have received some training in GMP inspections in Indoncsia,

Al the same time, the Chief Drug and Food Inspector functionally guides Food

and Drug Inspectors (22 non-pharmacist officers) belonging to District Health Offices in
their inspection of distributors, retailers and all levels of public health instilutions.
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As shown in the organigramme, the afore-mentioned Drug and Food Inspectors
officially work under the Deputy Director-General of Public Health Services via the
Regional Director, while they functionally report the ingpection results to the Director,
MTS.

There i3 no programme for inspection and, therefore, taking samples randomly
from all level of public health institutions, distribution stores and phamagcies by Food and
Drug Inspectors is not well organized. Moreover, the regulatory agency is not involved
in planning, implementation and monitoring of the whole programme,

GMP ingpection of local manufacturers by Drug Inspectors will be discussed in
the GMPF section, '

Post marketing guality surveillance

Since drugs can deteriorate due to improper storage and distribution, it is
necessary to monitor the drug quality within the distribution chain.

The Food and Drug Inspectors have to collect samples randomly from all levels
of public health institutions, distribution stores and private pharmacies during the
ingpection of these facilities.

Occasionally inspections and sampling have been carried out in some teaching
hospitals. However, these have not been done either in provincial hospitals or below or
in the divigional stores.

5.2.2 National Drug Quality Assurance Laboratory (NDQAL)

NDQAL was first established in 1970 with its facilities limited to chemical testing
of drugs. The present NDQAL was established as a modem fully equipped laboratory in
1990 with the support from NORAD. 1t is comprised of chemical, microbiological and
biological laboratorics, and an administration section,

Prcsently, the number of graduate analysts is eight, and the number of analysts (O
level) is twenty-four. The administration section includes the afore-mentioned drug
inspector.

At present there are several vacancies for graduate analysts. This is due to trained
analysts leaving for better prospects and also because of a difficult procedure of
recruitment. Low salary grades are also responsible for low morale of the staff. In 1989,
seven graduate analysts were trained in Malaysia for three months, but four of them left
the laboratory within 2 years after the training. As of now, a total of 16 graduate analysts
have been (rained in Malaysia, and another four gradvate analysts are being trained there,

Annually, about 500 samples arc tested in the laboratory consisting of the
following four categories: '

L. Post-marketing quality (surveillance) samples: about 110,
2, Registration samples.
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-3 Samples of imported or locally manufactured products sampled and
requested by SPC.
4. Samples based on complaints and samples requested for revalidation of

expired producis,

Of the surveillance samples, about 10% failed tests, and the failures consisted of
those of centent, purity, dissolution, pyrogen and appearance etc,

For the sake of pre-marketing quality assurance, the following samples falling in
the above category 3) arc supposcd to be submiticd by the drug importers for LeSUng by
NDQAL and the expenses paid by them:

1. Samples taken occasionally at the harbour from imported drugs.
2. Tender samples submitted to SPC along with tender bids.

Acwally, these kinds of samples are very rarely requested for testing. The number
of samples tested by NDQAL is too small due to under-utilization of the facilitics,
inadequately-trained human resources and lack of a well-organized sampling and testing
pmgramme :

523  WHO Cenification Scheme

WHO has devised a scheme called the "WHOQ Certification Scheme on the Quality
of Pharmaceutical Products Moving in Intemational Commicree”. By this scheme, the
regulatory agency of an exporting country provides inter alia a certificate of quality of
exported products in the format prescribed by WHO Certification Scheme. Sri Lanka,
being an importing country, should request such a certificate for all imports and this
requirement should be part of its procurement and registration specifications.

Since drug registration was implemented in S0 Lanka in 1986, all manufacturers,
foreign or local, must have attained GMP status and include the GMP information in the
application document.

The country has not yet implemented WHO Certification Scheme for import of
pharmaceuticals, although a Free Sale Centificate is asked for every imported drug product.
However, cven requests for Free Sale Centificates apply only to small and not-well-known
manufacturers.

In view of the limited capacity of NDQAL to perform analysis of drug samples
from all consignments imported into the country, the need for vigorous implementation
of the WHO Certification Scheme becomes urgent. NDQAL must be involved in testing
samples taken from damaged consignments before acceptance by SPC, MSD or private
scctor facilities.

224  Good Manufacturing Practice (GMP)

There are seven major manufacturers and four minor oncs. Of the seven, the State
Phamaccuticals Manufacturing Corporation (SPMC) is a public sector organization. Three
are subsidiarics of multinational companics, while the remaining have some links with
companics abroad.
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SPMC, established in 1987 with the aid of the government of Japan, is devoted
to the manufacture of essential drugs while six private companies manufacture both
generic and branded drugs to a varying degree.

Since implementation of drug registration in 1986, all local manufacturers are
expected to have attained Good Manufacturing Practices (GMP) before their products were
registered.

As far as was observed from the visit to a few manufacturers, one of the multi-
national manufacturers, having exposure to international GMP through its parent company,
executes excellent GMP whereas others have to be much improved. SPMC, since its
inception, has been implementing GMP based on Japanese GMP standard.

In view of its public nature, SPMC should help private manufacturers to improve
their GMP and also to provide training to Drug Inspectors in GMP inspection.

GMP Inspection

The Regulatory Authority is supposed to inspect local manufacturers periodically
and on the initiation of new facilities before their licensing. As per information provided
10 the Mission, many of the private manufacturers were inspected for GMP by Drug
Inspectors one to three times (gach for about half a day), while SPMC and one of the
multi-national firms have not yet been inspected.

It is desirable that GMP inspection should be performed more frequently and more
intensively. Moreover, GMP inspectors need training and experience.

GMP inspectors should possess higher academic qualifications and should be
trained to enable them to conduct GMP inspections effectively. They are also expected to
train Food and Drug Inspeciors on the job while accompanying them for post marketing
surveillance. ‘

5.2,5 Good Dispensing Practice

Dispensing of drugs at such big institutions as Teaching, Provincial, Base, and
District Hospitals is done by phammacists trained in a certificate course, and at peripheral
units, rural hospitals, and central dispensaries, dispensing is done by a dispenser who is
an O-level high school graduate with 2-6 months on the job training. Even these
pharmacists or dispensers have never been trained in "Good Dispensing Practices” nor are
they being supervised by concemed medical personnel in Good Storage Practices.

For example, a dispenser sitting at cach of the dispensary windows has a {ray
holding some 100 allocated drug containers. The dispenser receives prescription papers
from a patient, covnts tablets or capsules with bare fingers and wraps them in square-cut
paper, or the like, and hands it to the patient with hardly any time left for patient
counselling.

Because of so little time allocated to each patient, there is a chance of all kinds
of human mistakes and there is no system in place for double-checking for errors.
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In some Teaching Hospitals, pre-packages are made for two or three kinds of
popular prescriptions using a hand-operated counting machine in a samtary and time-
saving way.

If standard treatment schedules, as given in the Manual on Drug Management, arc
adhered to, and more counting machines are made available, the dispensing system can
be reorganized in the following way:

1. Receipt of prescriptions at the inlet window,

2. Counting and packing of drugs according to standard treatment schedules

(with 2 or more pharmacists);

Carrying the above mentioned pre-packed drugs 10 oul;le:t windows;

4, Check/identify the contents against prescriptions, and hand over to
patients at the outlet window and explain how 10 use the drug.

[T}

Such a system will reduce chances of underdosage to the patient and other crrors
and also climinate pilferage, if any,

5.3 - Rational Use of Druss

The rational use of drugs as an important element in the Essential Drugs
Programme has becn well-appreciated in the Sri Lanka National Drug Policy. The basic
aim of the drug policy. as mentioned in the report of the Presidential Task Force on
Formulation of A National Health Policy for Sti Lanka, is to "ensure that effective and
safe drugs of good quality are available at affordable prices to cover the health needs of
the people and to ensure that drugs are rationally prescribed and uwsed”. The Task Force
has also identified several measures to deal with potential problems of irrational use of
drugs. Some of these are as follows:

* A National Formulary will be published annually and made available to
all medical practitioncrs;

#* Training in rational prescribing will be initiated in medical schools and
will be continued through in-service training;

* Provision of non-biased drug information 10 prescribers.

Drug revicw commitices have been cstablished at various levels of health care, Le.
at the Teaching, Provincial, Base and District Hospitals and Health Units for ensuring
efficient management and rational use of drugs. According to the Manual on Drug
Management, published by the Ministry of Health and Women's Affairs, the functions of
these committees includc:

To monitor the supply and usc of drugs in their respective institutions,
To engure the economic use of drugs;

To ensure adequate supplies of critical/essential drugs in institutions, and
Any other functions assigned by the Regional Director of Health
Services/Medical Officer in charge.

¥oow % ¥

Thus, the problems and the remedies in dealing with irrational vsc of drugs have
been addressed at the policy level. However, following visits and obscrvations made at
several of these institutions, the Mission feli that there was room for improvement in the
implementation of these mcasures in order to ensure rational use of drugs.
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5.3.1 PFrescribing practices

Some prescribing indicators were rapidly collected from the outpatient services
of health institutions visited by the Mission, These indicators were considered as a kind
of "first level" indicator to describe the gencral patiemn of prescribing with regard to
polypharmacy, generic prescribing, and antibiotic and injection usage. The results are
shown in Table 2,

Several problems of irrational prescribing were seen in health institutions vistted
by the Mission such as polypharmacy and relatively less prescribing in generics, especially
in the higher-level hospitals. On further detailed examination of prescribing practices, it
became evident that the majority of the prescriptions were not in compliance with the
treatment schedules as outlined in the Manual on Management of Drugs published by
Ministry of Health and Women's Affairs. Unnecessary use of drugs like vitamins (vitamin
B complex, vitamin B12) and sicroids and irrationally combining several drugs in a
prescription were commonly encountered. In one hospital, the tendency of antibigtic over-
uge was obvious. Over 70% of patients were prescribed antibiotics or chemotherapeutics.

The consultation time spent by prescribers with each individual patient in out-
patient departments, which may reflect the quality of patient care, wag found to be very
short varying from less than one minute (o two of three minutes. This could be due to
very heavy patient loads where an individual prescriber may have to see 150 patients
during 6% hours service. Thercfore, prescriber-paticnt communication regarding drugs
hardly exists. Examination of an individual patient was considered insufficient, resulting
in incorrect diagnosis and therefore irrational treatment. The complaints, symptoms, signs
or diagnosis were not written in the OPD cards. This would not allow any description of
the morbidity pattern and estimation of drug needs based on morbidity patterns. It was
also obvious that many patients were¢ examined together in one examination room,
observed by other patients. This is probably duve to heavy patient loads and space
limitation which prohibits privacy for prescriber-patient contact, Such "rushed and mass"
patient examination may be one factor responsible for irrational use of drugs, due to lack
of time and attention to the individual patient. The Mission felt that the out-patient service
should be re-organized in such a way as to allow individual examination and
communication,

Supervision and monitoring of drug usage at health institutions did not exist. The
monthly meetings of the Drug Committees, whenever held, do not discuss different
aspects of drug usage. It is mentioned in the Manual on Management of Drugs, that a
monthly meeting of the Drug Committee should be held at each institution and a copy of
the minutes of such a meeting should be sent to the Regional Director of Health Services.
However, during the visit of the Mission, a copy of the minutes of such meetings could
not be obtained for scrutiny. Monthly meetings of the Drug Committees, should actually
be utilized as an effective opportunity for supervision of drug usage or in-house training
in therapeutics for the prescribers,

The Manual altso contains a List of Essential Drugs for $n Lanka and the Standard
Drug Treatment Schedules. However, the Manual was not always available at health
institutions and some of the prescribers were unaware of the availability of such a
publication. The Manual can actually scrve as a reference for the supervision of drug
usage, especially in District Hospitals or Central Dispensaries.
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In-service training on rational prescribing, considered as one of the policy
measures tO ensure rational use of drugs in health institutions, was almost ncver carried
out. Most prescribers at the institutions visited by the Mission noted that they have not
undergone in-service training on rational prescribing and felt the need of such a traming
programme for improving drug therapy. The Mission feels that an in-gervice training
programme on rational use of drugs for prescribers at different levels of health care
institutions should be planned and implemented on a priority basis. The following strategy
may be considered:

# The formation of a national committee involving Ministry of Health and
universitics and identification of individuals who can function as trainers
(clinicians and phammacologists, etc.)

Development of training materials and testing of these materials by the
national commiitee,

Implementation of in-service training in different regions by trainers from
the Teaching Hospitals, Mecdical Schools and Sri Lanka Medical
Association. The Government, through its recent notification, has made
it mandatory for prescribers from public health institutions to prescribe
drugs by generic names. Since there is no effective enforcement and
monitoring, a large number of prescribers continue to prescribe by brand
names.

5.3.2 Dispensing practice

The role of the dispensing process in the tational use of drugs is recognized at the
policy level. According to the Manual on Drug Management, the dispensing officers
should:

cducate patients on the use of drugs and their side effects;
dispense the exact amount of drugs prescribed, and
advise the patient to take the full course of drugs prescribed.

The monitoring and supervision of good dispensing practices has been neglected
in many health institutions. The Mission observed that dispensing practices were poor and
inadequate to deliver the afore-mentioned messages (0 patients.

Dispenser-patient communicatien hardly exists, reflecting a poor dispensing
procedure, The contact time between dispenser and patient which might be utilized for
communication was only a matter of seconds (sometimes less than 10 seconds). This may
be due to heavy patient loads but it also reflect an under-estimation of the importance of
the dispensing process and a lack of supervision, It is possible to improve this situation
to some extent by rcorganizing the activities in hospital pharmacies (Refer to the chapter
on Good Dispensing Practice).

Dispensers received some form of tratning for 2-6 months but their level of
knowledge and skills arc deficient for proper dispensing. The training has to improve if
the dispcnsers arc to be expected to deliver messages to patients on proper compliande,
Continuous supervision by medical officers or prescribers is one of the important
strategies to improve the efficiency of dispensing.




5.3.3 Drugs Usage by Paticnis

The Mission could not organize an assessment of the compliance of drug usage
by patients due to time constraints. The importance of patient information and education
to ensure patient compliance is well-appreciated by national authorities and addressed at
policy levels. However, the Mission observed that neither preseribers nor dispensers
provided any information and education on drugs to patients. In none of the health
institutions visited by the Mission was information or educational materials for patients
available in the form of posters, pamphlets or messages relating to rational use of drugs,

Some prescribers interviewed by the Mission expressed that compliance by
patients was indeed very doubtful. Many patients probably come to health institutions for
even very minor ailments and approximately 25-30% most likely did not need drug
treatment at all. One prescriber mentioned that, in his view, such patients come to health
institutions because they want to enjoy the benefit of free treatment services. Furthenmore,
he elaborated by saying, "Most of the drugs are wasted by giving them free to patients,
Patients tend not to use the drugs properly”.

Such doubts expressed by even a few prescribers emphasize the need for a formal
study to investigate this aspect and prepare appropriate and objective health education
material on essential drugs and their rational use for information, education,
communication to patients and the community.
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54 Drug Information and Adverse Drug Reaction Monitoring

54.1 Drug information

Provision of appropriate and objective information on drugs to prescribers and
consumers is an important element in ensuring the rational use of drugs. One of the
strategies in achieving the aims of the Sri Lanka National Drug Policy is to provide
objective, scientific, reliable and unbiased information to prescribers and consumers, as
mentioned in the Report of the Presidential Task Force on Formulation of A National
Health Policy. The Task Force also appreciated the priority problems mentioned below:

* "Prescribers have only minimal access to objective and scientific
information on drugs";

* The "public is not adequately informed about proper use of drugs". The
scarcity of proper drug information to prescribers was obvious during the
Mission’s visits to various health institutions; at present the major channel
of drug information to prescribers is from pharmaceutical companies, The
need and importance of proper drug information were always expressed
by prescribers who were interviewed during these visits. Bulletins on drug
information which have been published, namely the "Prageribers” and the
"Drug Information_ Bulletin® have been irregular and not widely
distributed. The Mission felt that, due to constraints on resources, instead
of publishing two or more bulleting with irregular publications or poor
distribution efforts should be made to concentrate on one publication with
regular availability, quality and distribution. Concemned parties such as the
Drug Regulatory Authority, Medical Association, SPC and Medical
Schools should collaborate on publishing one drug bulletin which can
provide appropriate mfmmatlon on drugs to all target groups on a regular
basis.

Several sirategies that have been identified and planned to deal with drug
information by the Ministry of Health include:

* An independent national Drug Information Centre will be set up to collect
and to disseminate information on all maters pertaining to drug
prescribing and use to prescribers and to public.

* The supply of reliable information to the public through mass media will
be encouraged through this Centre.

* Regular publication and distribution of drug mformanon bulletins will be
improved, i.e. the Prescriber and the Drug Information Bulletin.

* Publication of the Sri Lanka Hospitals Formulary.

5.4.2  Adverse Drug Reaction Monitoring

Monitoring of adverse drug reactions and follow-up action to minimize their risks
are of utmost importance in ensuting the safe use of pharmaceuticals. There is at present
no such functioning system for monitoring of adverse drug reactions. Institutional Drug
Committees should undertake cffective monitoring of adverse drug reactions oceurring in
their institutions.
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The Mission feels that, 1o ensure the safe use of pharmaceuticals, activities
regarding the monitoring of adverse drug reactions and the required follow-up actions to
minimize the likelihood of their recurrence or their severity should not be underestimated.
Experience has shown that adverse reactions can also occur following irrational use of
drugs. :

Therefore, the monitoring of adverse drug reactions and the required risk
managcment, i.e. follow up actions to reduce the risk, should be incorporated as one of
the important functions of a Drug Committee at institutional level. At the national level,
a National Centre for Monitoring of Adverse Drug Reaction should be set up. A voluntary
reporting system should be adopted and the reports from individual prescribers and
institutions should be documented, analysed and fed back regularly.

Considering a relatively limiled cxpertise available at the Drug Regulatory
Authority, this function may be assigned to other institutions considered capable of
carrying out this task, e.g., one of the Departments of Pharmacology at 2 medical school.
The topic of monitoring of adverse drug reactions should also be discussed in detail in
workshops on rational use of drugs.

5.5 Ethical Promotion of Dhugs

The World Hcalth Organization defines "drug promotion” in this context as all
informational and persuasive activities by manufacturers and distributors, the effect of
which is to induce a prescription and supply, purchase and/or use of medicinal drugs. The
adverse impact of uncontrolled and exccssive drug promotion on the occurrence of
irrational usc of drugs have been well-appreciated in Sri Lanka's National Drug Policy.

Measures that have been formulated in controlling drug promotion include:

* The banning of media advertising of all drugs including over the counter
{OTC) drugs.
* Limitation of visits by detailmen {medical representatives) to govermnment

medical institutions during working hours (except during lunch hour
time).

* The Drug Regulatory Authority appointing a Board o scrutinize to all
promotionat literature distributed by the drug trade for its scientific
validity. ‘

The control of drug promotion only applies to pharmaceutical advertisements in
the mass-media. Drug advertisements published in medical jourmals do not need approval
from the Drug Regulatory Authority. Bricf examination of pharmaceutical advertisements
published in the current medical journal (The Ceylon Medical Journal) during the Mission
visit showed that most of the advertisements were not in compliance with the Ethical
Criteria for Medicinal Drug Promotion published by the World Health Organization. The
existence of such ethical guidelings on medicinal drug promotion should be communicated
to all partics concemed, e.g. medical joumnals, the Pharmaceutical Manufacturers’
Association and the Medical Association. Monitoring of all drug advertisements by the
Drug Regulatory Authority is required.
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Because of the Jack of sources of unbiased and independent drug information to
prescribers, scientific information from. pharmaceutical companies is serving as one
alternative for a drug information service. At least one prescriber expressed that he relies
on the information provided by phammaccutical companies. However, it should be
emphasized that such information from pharmaceutical companies may often be biased or
unreliable. Assessment of all information materials produced by pharmaceutical companies
before distribution is required, This function hag been carried out by the Scrutiny Board
appointed by the Drug Regulatory Authority, Undergraduate as well as in-service training
for prescribers in rational use of drugs should also cover relevant components in critical
assessment of drug information and advertisements. The package insert of pharmaceutical
products are evaluated and approved by the Regulatory Authority as a part of the
evaluation process during registration,

5.6 Human Resource Development

Sri Lanka has a well-developed programme of waining for doctors and nurses.
Post-graduate training facilities are available in the country at the Postgraduate Institute
of Medicine and trainees may be granted fellowships for additional training abroad. The
afficient functioning of the health system also needs well-trained paramedical personnel
and, therefore, the Ministry of Health established facilities at several institutions for their
training. The National Institute of Health Sciences was established in 1979 to provide
facilities for health human resources development for primary health care and for
conducting continuing cducation programmes. However, these training facilities have not
kept pace with expanding health services.

Training facilities for human resources development in drug programmes are
limited. There are facilities for training medical students at five centres with an annual
output of about 378 graduates in medicing; however, the annual output of diploma
pharmacists is only 24 (1991). The role of pharmacists in health development and dng
programmes has to be understood and training facilities enhanced to produce the
adequately-trained human resources required for hospital pharmacies, community
pharmacies, drug regulatory control, drug production, quality centrol, bioavailability
studies and drug monitoring studies. drug information, ADR monitoring and patient
counselling for improving compliance. In order that pharmacists should play such roles
very effectively and efficiently, training curricula have to be reviewed and strengthened
to create technicatly competent human resources in this ficld who would possess adequate
knowledge, skills and attitudes to discharge their functions,

There is as yet no graduate programme in pharmacy in Sri Lanka. Considering the
growth of health services and the role of phammacist in health development, the Mission
feels that the Government should establish on a priority basis a degree course in pharmacy
at one of the universities. It i$ not realistic to expect that the required number of graduate
pharmacists can be trained abroad.

Svi Lanka has presently three streams of phammacists: hospital or internal
pharmacists recruited from Q-level school graduation who undergo a one-ycar training
course in a faculty of medicine followed by one year of practical internship in a hospital
and are awarded a certificate and are then registered with the Medical Council. Annual
intake for such a course is about 150 at Colombo and Kalutara. A sccond catcgory is the
"Community Pharmacist” or external pharmacist. For this, there is no organized course,
but the candidate works under an experienced pharmacist in a retail shop for 2 years and
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then takes an examination offered by a medical faculty and the successful candidates
receive a certificate. Annually, about 400 appear for such an examination and
approximately 10% pass the test and are awarded a certificate. In 1989, the Faculty of
Medicine, Colombo, established a diploma course in pharmacy of three years duration
comprising two years of academic work and one year of practical training followed by an
examination. The annual intake for this course is about 25. Students undergo practical
training at SPMC, MSD, NCQAL and SPC retail drug stores. Since the University treats
this as an extension course, a fee of Rs, 15,000/- per year is charged for each student. This
is in contrast to free education at all levels available in Sri Lanka.

In addition, in all peripheral public health facilities there are dispensers who
receive training on-the-job extending from 2 to 6 months, These are ysually departmental
employees who are required to pass proficiency bar tests after 5 years of experience.

None of these courses prepare candidates to perform efficiently the complex
lunctions required for drug management. There are no opportunities for in-service training
or facilities for training in drug stores management, GMP inspections, or regulatory
conirol duties, etc. There is therefore a need for in-depth study of the existing training
facilities for pharmacists and institute courses which will equip them to perform their jobs
efficiently.

Keeping in view the rapid progress in the drug development and technological
advances in this field, the country will also need some trained clinical pharmacologists to
advise on the problems of drug evaluation, to undertake bioequivalence studies, drug
monitoring and monitoring of adverse drug reactions. WHO should provide technical
support for training in clinical pharmacology.

5.7 Research and Development

Research and development activities are needed to ensure availability, quality,
safety and effectiveness as well as economically efficient use of essential drugs. The
priority problem relating to drugs and vaccines, as identified in the Presidential Task Force
Report, is "inadequate research, research information and dissemination and utilization of
rescarch findings which hinder proper selection and use of drugs” in Sri Lanka. According
to the report, research on efficacy, dosage forms, shelf life, drug delivery system, storage
systems, prescribing habits and operational aspects are to be encouraged.

In 1988, the Ministry of Hecalth carried out an extensive study on Morbidity
Patterns and Drug Requirements at Primary Health Care Level in Sri Lanka. This study
investigated the morbidity, the pattern of drug usage, and the cost of drugs needed, The
study is of great importance in evaluating the provision and use of essential drugs at
health institutions, especially at primary health care level.

Following the visits to scveral health institutions, the Mission identified some
priority areas of research and development in regard to essential drugs and their rational

UsC:

1) Pharmaceutical studics

There is a need to develop capacities to carry out pharmaceutical research to
examine, for instance, bioequivalence of phannaceutical products, their stability and -
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quality, etc. A collaborative mechanism between SPMC, MRI, NDQAL and/or the
Department of Pharmacology should be sct-up for this purpose. Analytical equipment such
as high pressure liquid chromatography (HPLC) are available at MRI, SPMC and
NDQAL. A short-term visit or training in neighbouring countries where such studies have
been routinely carried out would be helpful.

2) Pharmacoepidemiological and drug utilization studies

Studies are needed in the area of pharmacoepidemiotogy and drug utilization to
find out how drugs arc supplied and used with their medical and socio-economic
consequences. Some of thesc could be mentioned as follows:

- intervention studies to improve prescribing practices, i.. examining strategies in
improving prescribing, for example, how to improve prescribing in acute
respiratory infections or diarthoeal disease? How to improve patient care at
outpatient vnits?

- studies on patient compliance in taking the prescribed medicine and its medical
and socio-economic impacts.

- drug consumption analysis; data on drug consumption are available at MSD.
Analysis on consumption patterns will be very useful for further cost efficiency.

- studics on self medication to assess the types of drugs used, behavioural and
socio-cconomic factors responsible for self-medication and consequences of self-
medication. Such studies may also help the policy makers to revise Schedule I and
Schedule 1T drugs.

5.8 Technical Cooperation Among Developing Countries (TCDC)

Sn Lanka has made a notable progress in areas of drug policy and management.
Drug policies have been accepted in the context of health policy by the Government to
ensure availability of safe, effcctive and quality drugs to people at a price which is
affordable. Procurement, storage and distribution systems have been established with a
Manua! of Drug Management for use in all public health facilities to improve a constant
supply of essential drugs to the needy. Efforts have been made to improve rational
prescribing. A drug information system has been initiated and the Government hopes that
objective and appropriate information on drugs will be provided to all concerned target
groups on a continuing basis. The quality assurance programme has been established,
although it will need more technical inputs for further strengthening.

Countries in South-East Asia Region are at different stages of development in the
field of pharmaceuticals. Some have developed technologies for production of bulk
substances and advanced pharmaceutical technologies for production of newer dosage
forms such as slow-release preparations. Others have gained a great deal of experience in
quality assurance, GMP implementation and computerized information systems, and not
least in adequatc training of pharmacists. These can be shared with neighbouring
countries. There is thus a scope to develop technical cooperation between countries of this
region in order to develop and strengthen the drug programme. Such a strategy is likely
to be more cost effective,

The South-east Asia Association for Regional Cooperation (SAARC) amongst

countries of the region has identified health as one of the priority areas for regional
cooperation. ASEAN, and SAARC countrigs, on the one hand, and some industrialized
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countries such as Japan, on the other, could share their experience with each other and
establish a programme for technical cooperation in pharmaceuticals. Such cooperation will
serve to strengthen drug programmes in all the countries in the Southeast Asia Region,
ASEAN TCDC in phanmmaceuticals is an example of a successful programme in the
ASEAN countrics, resulting in development and strengthening of several areas in drug
programmes, such as procurement, quality assurance including GMP, reference substances,
etc. International technical and funding inputs will be required for these TCDC activities.

5.9 Monitoring and Evaluation

5.9.1 Drug Supplics and Consumption

The Manual on Drug Management prescribes an elaboratc methodology for
monitoring drug supplics. The heads of each health institution are expected to hold
monthly conferences with concerned officers to discuss problems on drug indenting,
receipt, storage, accounting and consumption and to take corrective actions. Minutes of
the meeting should be written and transmitted to Regional Directors of Health, or to the
Director of Medical Technology and Supplies in case of centrally-controlled institutions.
Regional Directors should hold quarterly conferences at regional level and send a copy
of Mimutes to the Provincial Director of Health Services. The emphasis in all these
meetings is on estimation of consumption, or actval consumption, and local drug
purchases, etc. However, not much attention is paid to the quality of medical care,
prescribing practices, morbidity pattems, stores management or dispensing practices. The
Minutes of such meetings arc in fact uscful tools for monitoring of drug management at
the institutions. Qutpaticnt dcpartments maintain a record of prescriptions, but none of
them have diagnoscs written on outpatient tickets. It is not possible, therefors, t0 monitor
drug needs based on morbidity patterns, There is a well laid out plan with identification
of respongsibility at each level for monitoring. This plan focuscs on quantitics of drugs
issued and consumed and budget utilization.

Divisional drug stores have to submit data on drugs received and issued to MSD,
But such statcments are not regularly submitted and are often not taken into consideration
in evaluation of the stock situation at MSD, DDG(L.S) also is expected to receive monthly
statements on shortages, budget utilization and evaluation reports regarding supply,
consumption and stockouts of drugs in the region. Data regarding drugs which arc
supplied to Divisional drug stores are all available at MSD. This can be analysed annually
to examine the pattern of drug consumption at each level of health care. This analysis
would serve as a strategy for assessing the cost-efficiency of the system, MSD shouid
undertake such an evaluation and feed-back the results to health institutions.

The Board of Survey carries out annual surveys for verification purposes, This is
meant to physically verify all proceedings, check stocks, receipts and issues.

3.9.2  Qualily Assurance

There is emphasis on quality assurance for imported drugs. Problems on quality
are to be communicated to the Director, NDQAL in the prescribed format. There is,
however, no plan for monitoring quality on a regular basis. Prescribers at the peripheral
health unit$ are not very quality conscious. The number of drug samples sent to NDQAL
by health institutions for testing ("complaint samples”) were very few.




5.9.3  Monitoting of Prescribing Practices

The outpatient card has a column for noting diagnosis. In the absence of recording
of diagnosis on these cards, accurate drug quantification is not possible. It is also not
possible to assess the past medical history and response to therapy effectively. It is
important 10 record diagnoses to strengthen the quality of medical care.

Morbidity patterns for the country are based on hospital records of in-patients
which are often incomplete. Collection, collation and analysis of hospital records have to
be done by Medical Officers or Assistant Medical Officers in peripheral hospitals. Since
the morbidity and mortality data are important in planning processes in health
development, it would be useful if separate records departments are established at least
in larger hospitals as, for example, provincial hospitals and a person trained in medical
record keeping is put in charge of such a department. This will also serve to strengthen
the quality of health care.

Monitoring of drug usage is necessary to improve prescribing practices. Data on
selected drug use indicators can be collected, evaluated and discussed in the monthly drug
committee meetings and fed back to the prescribers. The exercise can also serve as the
means for in-house monitoring, supervision and training for prescribers.
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. Amnex 1

PROGRAMME OF WORK OF THE MISSION IN SRI LANKA
22 NOVEMBER - 10 DECEMBER 1993

22 November, Monday

9.30 am - 12.00 pm

- Meeting with WR and national counterparts

- Discussion with Dr George Fernando, Director General of Health Services
- Finalization of the Workplan of the Mission

2.00 pm - 4.30 pm
- Work in the WHO Office

23 Noyember, Tuesday Mr Sirisena, National Counterpart

8.30 am - 11.00 pm
- Visit to Quality Control Laboratory

1.00 pm - 5.30 pm
- Visit State Pharmaceuticals Manufacturing. Corporation (SPMC
- Glaxo Pharmaccuticals -

24 November, Wednesday Dr Ajith Mcendis, National Counterpart
8.00 am - 12,00 pm

- Visit Provincial Hospital, Kurunegala

- Visit Divisional Drug Store, Kurunegala

2,00 pm - 4.30 pm ‘
- Visit to the Primary Health Centres

25 November, Thursday Mr Sirisena, National Counterpart

9.00 am - 12.00 pm -
- Visit Base Hospital, Negombo

2.00 pm - 4.30 pm
- Visit Rural Hospital, Jacla

26 November, Friday

900 am - 12.00 pm
- Visit General Hospital, Colombo

2.00 pm - 4.30 pm
- work in the WHO Office
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27 November, Saturday Dr Ajith Mendis, National Counterpart |

9.00 am - 12,00 pm
- Visit Central Dispensary

28 November, Sunday

Work in the WHO Office
29 November, Monday Dr Ajith Mendis, National Counterpart

9.00 am - 12.00 pm
- Discussions with Sri Lanka Pharmaceutical Manufacturers Association

12.00 pm - 1.30 pm
- Discussion with Mr Munasinghe, Visiting Lecturer Pharmacy, Colombo University

2.00 pm - 4,30 pm
- Work in the WHO Office

30 November, Tuesday

0.00 am - 12.00 pm
- Visit to Peripheral Unit and Central Dispensary

2.30 pm - 4.30 pm .
- Visit MRI and discussion with Dr Witharana
- Visit to Glaxo, Pharmaceuticals Production Unit (Dr Tanaka)

1 December, Wednesday Mr Sirisena, National Counterpart

9.00 am - 12.00 pm
- Visit State Pharmaceuticals Corporation

2.00 pm - 4.30 pm
- Discussions with officials of the State Pharmaceuticals Corporation

2 December, Thursday

9.00 am - 12.30 pm .
- Visit Medical Supply Division; discussions with Dircctor and officials

2.30 pm - 4.30 pm
- Visit Drug Regulatory Agency: discussions with officials

3 December, Friday

Visit Department of Pharmacology, Colombo University
Discussion on drug reguiation with Dr Geeta Fernando and Dr R.L. Jayakody







