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Abstract Medicines are at the core of every health system. The World Health Organization recommends countries develop national
medicines policies that guide production, procurement, prescription and provision of medicines so that people can access the medicines
they need at prices they can afford, while avoiding irrational use. However, the development of such policies is rarely straightforward. We
describe important components of the national medicines policy in Saudi Arabia, which was developed within a broader transformation
of the health system and the economy. The new policy formalizes existing best practices, shapes emerging policies and sets a direction
for future development in four main areas. First, the policy seeks to consolidate institutional roles to provide greater cohesion; second it
aims to reshape procurement and prescribing habits, with a greater focus on cost containment; third, it lays out policies which focus on
assuring a secure supply of good-quality medicines, including essential medicines with limited profit potential and new products. Finally,
the policy supports the growth of the domestic pharmaceutical industry, including the development of human resources. Many sectors and
institutions joined in the development of the medicines policy, which was underpinned by a review of the past and current pharmaceutical
context in Saudi Arabia, and good practices globally. The resulting policy was built on evidence and endeavours to give clear direction to
the pharmaceutical industry and implementing agencies on rules and requirements, professional norms and institutional roles. At the same
time, it maintains flexibility to allow for adaptation in a rapidly evolving institutional landscape.

Abstracts in G F13Z, Francais, Pycckuii and Espaiiol at the end of each article.

Introduction

Pharmaceuticals — medicines, vaccines and diagnostic tests —
and medical equipment are at the centre of any health system,
and are central to good clinical practice. The World Health
Organization (WHO) recommends that countries develop
national medicines policies that lay out the medium- and
long-term aims in relation to pharmaceuticals and that provide
direction to public and private actors on both the demand and
the supply side of the market.!

The process of developing such a policy is rarely straight-
forward since it never occurs in a vacuum and must take
existing policies, practices and contexts as its starting point.
Individuals and institutions involved in developing the policy
must consider the disparate, and sometimes conflicting, inter-
ests of many different groups of actors.” For example, the in-
terests of public consumers may be set against those of private
suppliers; the ambitions of the industrial sector may clash with
health-sector goals. In this paper, we report the key features
of the national medicines policy of Saudi Arabia, which has
been newly revised at a time of rapid institutional change.
We describe the context in which the policy evolved, outline
its priority goals and briefly discuss the policy choices made.

Before the policy

The 2002 Health Law in Saudi Arabia aimed to provide com-
prehensive health care for all people in a fair and accessible
manner.’ In 2016, the country announced a national trans-
formation programme with the objective of reforming the
economy, reducing dependence on the oil sector and boosting

national resilience against global economic changes by 2030.
The health ministry subsequently published a Health Sector
Transformation Strategy, while the World Bank reviewed
health-sector expenditure.*® These documents describe a
system that was deeply fragmented; public sector health
services were provided by the ministries of health, defence
and interior, as well as the National Guard and autonomous
specialist hospitals, while there was also extensive private pro-
vision of health services. Services were skewed towards tertiary
care, with underinvestment in primary care and prevention,
especially for noncommunicable diseases. The transformation
strategy characterized the existing health sector as one of low
productivity which focused more on the needs of institutions
than patients. The report stressed that “The health system also
needs to support the containment of public expenditure ... to
address the risk of long term reductions in the price of crude
oil and the impact that will have on public revenues.™

To address these challenges, Saudi Arabian government
has begun to restructure the health sector by vertically inte-
grating primary and higher-level services, introducing a single
agency that pays for all public health services and pooling
procurement of medicines and equipment. At the same time,
in an effort to reduce dependence on oil revenues, the govern-
ment is promoting investment in other strategic industries,
including pharmaceutical manufacturing.

Evolution of the policy

Because all these changes potentially interact with the selec-
tion, procurement and use of medicines, in 2019, Saudi Ara-
bia began to revise its national medicines policy which had
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Fig. 1. Timeline of development of the Saudi Arabian national medicines policy, 2020
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Box 1.Finding an acceptable path to lowering costs

Several ministries and specialist hospitals provide health services to the Saudi population. Many
are well resourced and powerful entities. At the time the medicine policy consultation was
launched, each institution (and sometimes each department within an institution) developed
its own formulary and procured its own medicines, often in relatively small quantities. Thus,
hospital formularies were shaped by doctors’ preference for branded products, even when
generic products were available, and their habit of prescribing by brand rather than using the
generic or international nonproprietary name of the molecule.”” These factors combined to
produce unnecessarily high spending on medicines by public institutions.

The data review that underpinned policy discussions provided strong evidence that consolidated
purchasing can drive down prices, while generic prescribing and procurement practices
are effective cost-containment measures (a conclusion since echoed in the World Health
Organization’s guideline on country pharmaceutical pricing).® An early draft of the policy
recommendations mandated prescribing by molecule name, as well as the use of a single
national formulary. However, during discussions about the medicines policy, representatives
from some government medical institutions expressed the view that this mandate unreasonably
constrained physicians’ autonomy, an opinion also described in academic research.”'® These
institutions were similarly resistant to a policy that would require all public sector institutions
to procure medicines through the National Unified Procurement Co., which had previously only
procured on behalf of the health ministry.

In the final policy, all parties arrived at a compromise. The policy includes measures to encourage
prescribing using international nonproprietary names, but does not mandate such prescribing
in any sector. The policy mandates the development of a national medicines reimbursement list,
but describes its function only as providing guidance. Simultaneously, however, it was decided
that the likely cost-efficiencies of consolidated procurement outweighed the desire of individual
institutions to continue to buy medicines independently. The policy therefore mandates that
all public sector institutions buy their medicines through the National Unified Procurement
Co. The company does not publish absolute volumes, but has reported to the Saudi Health
Council that 46% by volume of the medicines they procure are generic or biosimilar products
(compared with just 24% of Saudi Arabian market volume before the reforms). The policy thus
has the effect of reducing the selection of branded medicines available for doctors to prescribe
to patients in any public sector institution.

its roots in laws going back 2 decades
(Fig. 1).

The new policy reiterates existing
policies or formalizes existing best
practices where they remain appropri-
ate. It also contains new or modified
provisions in areas in which reforms
are ongoing and sets goals for policies
that may be needed as reforms evolve.
The aim was a policy that was both suffi-
ciently precise to provide clear guidance
and sufficiently flexible to encompass
the ongoing reforms and developments
in the health sector.

Following the WHO guidance on
developing national medicines poli-
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cies, the Saudi Health Council, which
coordinates policy in the health sec-
tor, first commissioned a review of
existing policies and practices in the
pharmaceutical sector in the country.
The areas covered were: regulatory and
institutional arrangements; medicine
selection; measures to promote appro-
priate use of medicines; pricing; financ-
ing and reimbursement; procurement
and supply chain policies; industrial
policy; pharmaceutical security; data
systems; and human resources. In ad-
dition to examining current practices
in the country, the review also described
policy alternatives in each of those areas

and provided evidence of the effects of
such alternatives from other countries
and settings.

The findings of this review were
discussed in several national work-
shops, involving representatives from
different national health-sector institu-
tions, including the health ministry, the
Saudi Food and Drug Authority and the
National Unified Procurement Co., as
well as international and regional tech-
nical organizations and academia. Dif-
ferences of opinion that arose in these
meetings were most often because of
misunderstandings resulting from the
failure of different sectors to keep one
another informed of changes in policy
and practice at a time of rapid change.
Box 1 and Box 2 give examples of areas
of policy which required particular ne-
gotiation. Where necessary, the Saudi
Health Council convened additional
meetings between key actors to gather
more information before drafting a re-
vised national medicines policy, which
was eventually agreed by consensus.
The draft policy then went through
the national approval process, includ-
ing consideration by the Council of
Ministers and Royal Assent. The Saudi
Health Council published the policy
review in English together with an
English translation of the policy itself,®
which was approved in 2020 (available
in the data repository together with
supplementary information on the
implementation status of each policy
element as of May 2022)."

The remainder of this paper fo-
cuses on challenges and medicines
policies in four areas that most closely
intersect with the broader areas for
transformation identified in the Health
Sector Transformation Strategy and the
National Transformation Plan, namely:
institutional cohesion; cost contain-
ment; coverage of the spectrum of health
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needs; and development of domestic
pharmaceutical production.

Features of the policy
Institutional cohesion

As the health ministry noted in 2016,
“The current Saudi health system is
significantly fragmented, leaving various
regulatory bodies with restricted, often
overlapped, jurisdiction and authority”*?
In the area of medicines, the autono-
mous Saudi Food and Drug Authority
has long been the main regulator, over-
seeing access to the Saudi pharmaceuti-
cal market and ensuring that products
marketed are safe, effective and fairly
promoted. The health ministry, for its
part, regulates and licenses service
providers, including retail pharma-
cies. Other institutions are involved in
overseeing the training and conduct of
pharmacists, issuing permits to industry
and regulating trade. The institution
that sets regulations may differ from
the one that enforces them. It has been
noted that, “The back and forth between
many sectors can be complex, lengthy,
and bureaucratic”' The reform process
provided an opportunity to define more
clearly the roles and responsibilities of
each institution. The national medicines
policy explicitly seeks to create a cohe-
sive framework which increases synergy
and reduces duplication of effort. Box 3,
adapted from the policy, describes the
lead responsibilities of nine different
institutions or groups of actors. In addi-
tion, the policy mandates the sharing of
data needed to implement and monitor
the national medicines policy.

Technical data systems, such as
those that track medicines through the
supply chain, are advancing as sched-
uled. However, further work is needed
to instil norms of data sharing between
institutions and regularize the analysis
and use of those data in monitoring and
adjusting the implementation of the
overall policy.

Cost containment

In 2019, at the start of the health sector
reforms, spending on medicines was
estimated at 8.2 billion United States
dollars (US$), over a fifth of all health
spending. Estimates of the retail sales
direct to patients in Saudi Arabia were
43% (US$ 3.6 billion) of medicines in
terms of value and 59% (2.0 billion of
3.4 billion units) in terms of volume in
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Box 2. Access to innovation

Medicine manufacturers who wish to sell their products in Saudi Arabia have always needed
approval from the Saudi Food and Drug Authority before doing so. Some companies were
reluctant to follow this process because the procedure was lengthy; for example, requiring
certification of product prices by the Saudi Arabian embassy in 30 reference countries.'" A decade
ago, in deciding their market entry strategy, multinational companies waited an average of 17
months between first launching a new medicine anywhere in the world and applying for market
authorization in Saudi Arabia (compared with a lag of 2 weeks to apply for approval in Canada)."

One result was that hospitals, which maintained their own formularies and procured on their
own account (Box 1), would use waivers to import new products that were not yet authorized
by the Saudi Food and Drug Authority. By the time of the discussions on the medicines policy,
the Saudi Food and Drug Authority had already implemented steps that greatly reduced
approval times, but the use of waivers continued. In discussion between various institutions,
a pragmatic solution was found. The medicines policy clearly mandates that all medicines
provided to patients in Saudi Arabia must be approved by the Saudi Food and Drug Authority,
thus reducing irregular imports of unregulated products by individual institutions. However in
implementing the policy, it was agreed that the National Unified Procurement Co. may import
medicines that have been approved by other stringent regulatory authorities as long as the
manufacturer undertakes to seek Saudi Food and Drug Authority regulatory authorization within

6 months of the importation date.

early 2019."° This level of out-of-pocket
spending was considered high in a
country which aspires to provide health
coverage to all residents. At the same
time, many of the medicines that were
provided free may have been wasted
because patients often visited more than
one provider and cross-checking patient
records was impossible in the frag-
mented health system.'®” Additional
inefficiencies included: high proportions
of relatively expensive originator brands;
high levels of polypharmacy and irra-
tional medicine use; and the lack of any
system for consolidating procurement
to achieve greater bargaining power.
For example, patented medicines were
estimated to account for 63% (US$ 4.1
billion/6.5 billion) of prescription medi-
cines consumed in Saudi Arabia, far
higher than most countries with similar
income levels."®

Table 1 outlines the medicines
situation in Saudi Arabia before the
health reforms, and the related policy
responses and outcomes in the area of
cost containment for medicines.

Secure supply

Saudi Arabia has complex pharmaceuti-
cal needs. Epidemiologically, the coun-
try faces problems common to other
high-income countries, including an
increase in chronic diseases related to
an ageing and largely sedentary society.
Rare genetic conditions are more preva-
lent than in other societies of similar
income level.”” Furthermore, infectious
diseases remain a challenge because of a
labour market highly dependent on im-
migrants from low- and middle-income
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countries and the hosting of millions of
pilgrims from lower-income countries.
Saudi Arabia must therefore manage the
challenges associated with rapid access
to innovative (and often expensive)
biological and targeted therapies, while
simultaneously securing a supply of es-
sential medicines that offer low profit
margins for producers.

Broadly speaking, Saudi Arabian
citizens and residents have good access
to most essential medicines; most people
can get these medicines free in the public
sector, although many people opt to buy
medicines privately for convenience. Be-
fore the health reforms began, thorough
but relatively lengthy regulatory review
combined with stringent price controls
sometimes impeded rapid access to in-
novative therapies (Box 2)."

The supply of low-profit medicines,
on the other hand, was sometimes limit-
ed because suppliers lacked incentives to
provide these medicines because orders
were small as a result of the fragmented
procurement landscape. In addition,
regulatory and bureaucratic restric-
tions on procurement and importation
sometimes inhibited rapid procurement
in times of national emergency or during
other unexpected increases in demand.

Table 2 describes the policies that
have been adopted in response to these
supply challenges.

Local industry promotion

When the National Transformation
Program was published in 2016, almost
all originator brand medicines were
imported, as were 68% (US$ 5.12 bil-
lion /7.47 billion) by value of all other
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medicines. In its effort to reduce de-
pendence on oil revenues, the National
Transformation Program designated
the pharmaceutical and biotechnology
clusters as priority areas for investment
and growth. The motivation for this in-
dustrial policy is largely economic rather
than health-related, and the principal
policy instruments are also economic.
For example, domestic pharmaceutical
and biotechnology companies have been
provided with interest-free investment

capital as well as subsidized access to
land and utilities to encourage invest-
ment in the sector.'®

The Health Sector Transformation
Strategy noted, “When other govern-
ment departments in the Kingdom
develop major policy initiatives, the
health and healthcare implications
of their actions are not always at the
front of their minds”* The National
Medicines Policy must explicitly con-
sider the implications of an industrial

Khalid Almoteiry et al.

policy which specifically targets the
pharmaceutical sector.

While the long-term aspiration is
to produce research-based medicines,
reviews of the sector recognize that the
necessary skills base is not yet well de-
veloped in Saudi Arabia.” It is likely that
in the short term the expansion of phar-
maceutical manufacturing will involve
an increase in the production of generic
medicines. The 27 domestic pharma-
ceutical manufacturers registered in

Box 3. Primary roles of institutions, as defined in the national medicines policy and other regulations, Saudi Arabia, 2020

Saudi Health Council

- Oversee the development of the national medicines policy, in consultation with all concerned sectors. Ensure the timely adoption of the policy.
Plan and mandate cross-sectoral data contribution that will allow for the efficient monitoring and revision of the policy.

- Review data analysis and revise policy as necessary, in consultation with all concerned institutions, on a predefined schedule.

- Lead cross-sectoral consultation to define emerging policy needs and questions.
Collate and analyse medicines data to guide the monitoring and revision of the medicines policy.

Saudi Food and Drug Authority

- Organize and manage the processes of registration, renewal and variations of pharmaceutical preparations (human, veterinary and herbal).
- License the processes of manufacturing, importing, exporting, distributing, promoting and advertising of medicines.

Inspect pharmaceutical manufacturing sites.

- Assess the safety, efficacy and quality of pharmaceutical preparations, and issue marketing authorization.
- Take responsibility for pharmaceutical pricing, pricing review and evaluation of economic and clinical comparison studies in treatment groups.
Monitor narcotic drugs, psychotropic substances and controlled preparations and ensure compliance with relevant regulations and procedures.
- Develop and manage policies, regulations and guidelines for pharmaceutical preparations.
- Conduct postmarketing surveillance of pharmaceuticals and monitoring of adverse drug reactions (pharmacovigilance).
Secure pharmaceutical product supply in the Saudi Arabian market and monitor and address supply shortages.
- Track medicines throughout the supply chain using an electronic track and trace system to reduce fraud and ensure their safety and availability.

Health ministry

- Oversee the development of clinical guidelines in all major therapeutic areas.
Develop, monitor and enforce regulations to promote cost-efficient prescribing and dispensing, including the use of international nonproprietary

names.

Center for Health Technology Assessment

- Undertake health technology assessment of new technologies to inform decision-making on reimbursement for public and private payers.
Establish and revise guidelines and national standards for health technology assessment methods.
- Establish guidelines for managed entry agreement between payers and manufacturers.

National Unified Procurement Co.
- Plan demand for the public sector.

Procure medicines for the public sector, in line with policies on local products.

- Manage the public sector supply chain.

- Assure a sustainable supplier base for low-profit medicines.
Maintain framework contracts for procurement and distribution of medicines in emergencies and disasters.
- Maintain the national stockpile of medicines.

Public payer

- Develop regulations to promote cost-efficient prescribing for reimbursement, including prescription using the generic name of a medicine

rather than the brand name.

- Negotiate reimbursement prices for high-value medicines.

Private payers

- Develop medicine reimbursement lists based on guidance and governance by the Council of Cooperative Health Insurance.

Academia, Saudi Commission for Health Specialties
- Take responsibility for curriculum development, workforce licensing, training and continued education and professional development.

National Risk Unit

- Ensure that lead organizations integrate disaster preparedness into their respective roles.
Coordinate the work of the lead organizations in the event of a disaster, including maintaining a rapid data exchange platform and command

centre.

- Lead public communication related to medicines in the event of a disaster.
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Saudi Arabia currently concentrate on
the production of generic medicines.
In 2019, these manufacturers accounted
for 15% (1.2/8.2 billion US$) to 18%
(1.5/8.2 billion US$) of the national
market; achievement of the National
Industrial Development and Logistics
Program would see this rise to 40%.*'
Domestic production will likely displace
generic medicines currently imported
from high-volume, low-cost producers.
Start-up costs and fewer economies
of scale will likely push the price of
these medicines higher than those of
imported equivalents in the early years.
This situation means that the National
Unified Procurement Co. will pay more
to procure these local products for the
public sector, potentially using up other
parts of the health budget. Since produc-
tion capacity takes time to develop, the
effects of potential price increases have
not yet been seen. However, the medi-
cines policy includes provision for as
yet unspecified economic measures that
protect public health budgets against
price implications associated with
procurement of domestically produced
medicines.

Table 3 summarizes the prereform
situation of the local pharmaceutical
sector and policy responses to support
its development.

Outcomes and lessons learnt

No formal evaluation of the implemen-
tation of the medicines policy has yet
been conducted, so we are unable to
describe measured outcomes. However,
the process of developing a national
medicines policy has produced a result
beyond the policy itself. The contex-
tual analysis that informed the policy
development process brought together
a wide and disparate body of informa-
tion generated by Saudi and interna-
tional scholars, pharmaceutical market
analysts and international technical
organizations. For various areas of the
medicines policy, the analysis summa-
rized the experience of other countries,
as well as the existing situation in Saudi
Arabia. This information highlighted
some of the vulnerabilities in the na-
tional system, for example: limited use
of cost-efficient generic and biosimilar
medicines; inefficient procurement; and
wasteful polypharmacy. The analysis
also showed some unusual features of
the local market, such as the simulta-
neous need for medicines commonly

Policy & practice
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Table 1. Policies to contain medicine costs, Saudi Arabian medicines policy, 2020

Prereform situation

Policy response

Outcomes

Retail price capped by
the Saudi Food and Drug
Authority

Essential medicines list
existed based on international
nonproprietary names but the
national formulary was not
consistently used across the
public sector

Polypharmacy and irrational
prescription were common.
Clinical practice guidelines
were limited and did not
always consider cost—
effectiveness

Doctors often prescribed by
brand

Unchanged

Develop a national medicine
reimbursement list for public
sector based on transparent
health technology assessment

Develop further clinical
practice guidelines, including
recommendations for cost-
effective medicines

Share electronic health records
between providers to reduce
duplicate prescribing

Consider co-payments to
discourage over-consumption

Develop programmes to
incentivize prescribing with
international nonproprietary

Retail prices are low by
regional standards

Not yet implemented.
May meet resistance
from pharmaceutical
industry and medical
professions

Three new guidelines
published since 2020

Not yet implemented

Mentioned in the policy
as a potential future
direction

Not yet widely

implemented; may
meet resistance from

names

Include education in value-based

doctors, pharmacists
and industry

Not yet implemented

prescribing and dispensing in the
national curricula and conversion
courses for expatriate clinicians

and pharmacists

Mandate public sector
procurement through the

Each institution procured
medicines independently

Implemented; medicine
prices have fallen

national procurement agency

required by high-income countries with
a high burden of noncommunicable
diseases and for medicines needed to
prevent or treat communicable diseases
more prevalent in low-income settings.
The review provided strong evidence
against which alternative policy choices
could be discussed and evaluated, em-
phasizing, as WHO and others have
done, the importance of the national
context in driving policy choices.'

The workshops held by the Saudi
Health Council added an important
element to the desk analysis. As noted
in a recently published analysis of
policy-making in Saudi Arabia, there is
“divergence within the reform agenda,
whereby ministries, institutions and
agencies are tasked with implement-
ing reforms which conflict with one
another”” In developing the medicines
policy, representatives of many differ-
ent institutions with knowledge of the
pharmaceutical sector came together
to challenge or enrich findings in the
light of their experience and to provide
different perspectives on potential
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policy choices. Besides strengthening
the network of interested individuals
and institutions, and facilitating further
communication between them, the
process highlighted some of the po-
tential mismatches between the policy
goals of different sectors. For example,
industrial policies promoting domestic
pharmaceutical production might in
the short term increase costs to the
health system, a dynamic likely to be
faced by many other countries as they
consider increasing local production
of medicines.” In drafting the policy,
a provision was therefore included that
committed the government to providing
compensatory finance for medicines
procurement, if necessary. This option
may not be available to the many lower-
income countries whose politicians are
currently pushing for more domestic
pharmaceutical manufacturing.”*

The inclusive process also under-
lined the fact that different actors have
different priorities; the more fragmented
the health-care landscape, the more
competing priorities there are likely to
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be. For example, doctors accustomed to
directing procurement decisions for an
individual hospital may wish to retain
the autonomy to prescribe familiar med-
icines and brands. The Saudi Arabian
government is hoping to persuade mul-

tinational pharmaceutical firms to invest
more in medicine research and produc-
tion in the country. These firms (and
their local distributors) also support
prescribing using brand names.* Those
bodies overseeing national health bud-

Table 2. Policies to assure the supply of medicines, Saudi Arabian medicines policy, 2020

Prereform situation

Policy response

Outcomes

Stringent review
procedures and global
price benchmarking
slowed entry of new
products into the market

Fractured demand
discouraged market entry

Fragmented system
impeded demand
planning for medicines
and stock control,
creating a risk of
shortages in the public
system

Review procedures by Saudi Food

and Drug Authority to reduce
duplication of effort

Manage entry agreements for new

products

Develop framework procurement

contracts based on emergency

medicine formularies that allow for

rapid response purchasing when
necessary

Expand the national procurement

agency to cover all public sector
medicines procurement

Implement a multiple winner system

(more than one supplier selected

Policy formalized

and reforms already
underway; approval time
greatly reduced

Implemented; new
therapies introduced
more affordably and
rapidly

Progress towards full
implementation helped
by clearly delineated
role of National Risk Unit
(Box 1)

Implemented;
consolidated demand
attracts suppliers,
including of lower-priced
medicines

Implemented

per tender) to protect against supply

failures
Flag likely stock-outs through

real-time monitoring of data from
a national end-to-end distribution

tracking system. Implement

mandatory reporting of expected
production shortfalls by registered

manufacturers or their locally
authorized representatives

Maintain a stockpile of essential
medicines

Implementation ongoing

Implemented through
National Unified
Procurement Co.

Table 3. Policies to support development of the domestic pharmaceutical sector, Saudi
Arabian medicines policy, 2020

Prereform situation

Policy response

Outcomes

Some tenders were
restricted to domestic
producers (not
formalized)

Skills base in
industrial pharmacy
or pharmaceutical
research was limited

Generics were
imported from low-cost
producers

Provide formal guidance on
product authorization and
procurement that specifically
considers local content

Reform pharmacy curriculum,
training programmes and other
human resource development
efforts to ensure needs of an
emerging pharmacy sector are
adequately met

Implement fiscal measures to
protect public health budgets from
substitution with more expensive
local products

Ongoing; facilitated by
centralized public sector
procurement

Not yet implemented;
requires close coordination
with industry, academia,
education ministry and
professional bodies

Measures to be further
specified if price rises occur
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gets, on the other hand, favour imposing
more limited formularies including un-
branded generic products. By discussing
policy development within a workshop
environment, the Saudi Health Council
attempted to balance these interests,
as illustrated in Box 1 and Box 2. In
countries with more confrontational
political systems, such tensions have
undermined the implementation of a
national medicines policy.” However,
as noted in a review of case studies in
countries as diverse as Australia, North
Macedonia, South Africa and Sri Lanka,
even in more highly contested settings,
dialogue between interested parties in-
creases the likelihood of success.”

In the case of Saudi Arabia, the
product of this dialogue is a deliber-
ately high-level policy which aims to
ensure that citizens and residents of, and
visitors to, Saudi Arabia have access to
a continuous supply of appropriate, safe
and effective medicines which deliver
the greatest amount of health for the
lowest sustainable cost. This policy grew
out of previous work and formalizes
existing policies and practices for which
detailed operational guidance often
already exists and which are judged to
be working well. In addition, it provides
guidance for the further development of
policies that are currently partially im-
plemented. Finally, the policy provides
direction on policies that are expected to
become more necessary as health-sector
reforms progress.

While the earlier Saudi Arabian
medicines policy was more narrowly
focused on regulatory issues, the pres-
ent policy addresses the interests of
the broader health sector and includes
the interests of industry and national
security. This policy was made pos-
sible by health-sector reforms and the
wider national transformation agenda.
Realization of the policy supports the as-
sertion that policy development is most
likely to succeed at times of dramatic
institutional change.” Health-system
reforms of the scale of those taking place
in Saudi Arabia are unusual in most
high-income countries that provide
health care to all citizens. Many low- and
middle-income countries are however
currently reforming their health systems
to try and provide universal health cov-
erage; they will be familiar with some of
the challenges faced by Saudi Arabia,
in particular issues of cost containment
and institutional fragmentation.*
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As the example given in Box 2
shows, and as researchers in other
settings have also found,”” appropri-
ate adjustment and flexible imple-
mentation may be needed, either to
increase the feasibility of implemen-
tation or to maintain the support and
participation of important institu-
tions. The Saudi Arabian medicines
policy mandates monitoring of

the Council, together with the Saudi
Food and Drug Authority and other
institutions that contributed to the
development of the policy, to revise
the implementation of elements of
the policy over time so that the main
policy goal, that is, sustained and
sustainable access to appropriate
and effective medicine for patients
in Saudi Arabia, is consistently
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Résumé

Elaboration des politiques pharmaceutiques nationales en Arabie saoudite

Les médicaments sont au cceur de tout systeme de santé. L'Organisation
mondiale de la Santé recommande aux pays d'élaborer des politiques
pharmaceutiques nationales qui déterminent la production, l'obtention,
la prescription et la fourniture de médicaments, afin que la population
puisse accéder aux traitements requis a un prix abordable sans
toutefois tomber dans un usage irrationnel. Mais cette élaboration
est rarement simple. Dans le présent document, nous abordons les
principaux aspects de la politique pharmaceutique nationale en Arabie
saoudite, développée dans le cadre d'une vaste transformation de

I'économie et du systeme de santé. Cette nouvelle politique officialise
les bonnes pratiques existantes, faconne les projets émergents et
définit une orientation pour I'évolution future dans quatre domaines
clés. Premierement, elle cherche a renforcer le réle des institutions
pour améliorer la cohésion. Deuxiemement, elle vise a remanier
les habitudes d'obtention et de prescription, en se focalisant sur la
maitrise des codts. Troisiemement, elle établit des mesures destinées
a assurer un approvisionnement sir en médicaments de qualité, y
compris en nouveaux produits et médicaments essentiels au potentiel
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de rentabilité limité. Et quatriemement, elle soutient la croissance de
Iindustrie pharmaceutique dans le pays, notamment le développement
des ressources humaines. De nombreux secteurs et institutions ont
contribué al'élaboration de cette politique, qui s'appuie sur une analyse
du contexte pharmaceutique antérieur et actuel en Arabie saoudite
ainsi que sur les bonnes pratiques mondiales. Le résultat repose sur

Khalid Almoteiry et al.

des éléments et efforts tangibles. Il montre clairement a l'industrie
pharmaceutique et aux organismes de mise en ceuvre la marche a suivre
en matiere de regles et d'exigences, de normes professionnelles et de
roles institutionnels. Et dans le méme temps, il prévoit suffisamment
de flexibilité pour s'adapter a un paysage institutionnel en constante
mutation.

Pesiome

Pa3pa60TKa HaLNOHANIbHOWN NONUTUKKN B ob6nactu JIeKapCTBEHHbIX CPeacTs, Cayp,OBCKaFI Apanm

JlekapcTBeHHble CPeACTBa NexaT B OCHOBE 060N CUCTEMbI
30paBoOOXPaHeHNd. BcemmnpHan opraHvsauys 30paBooOXpaHeHNa
peKoMmeH[yeT CTpaHaM pPa3paboTaTb HaUMOHANbHYO MOMUTUKY B
OTHOLLEHNM NIEKAPCTBEHHbIX CPeACTB, KOTOpas perynvposana Obl
NpPOW3BOACTBO, NpUobpeTeHNe, Ha3HaueHe 1 NpeaocTaBerve
NeKapCTBEHHDbIX CPeACTB, UTOObI I0AM MOMIM MOAyYaTb AOCTYMN K
HEOOXOAVIMBIM UM JleKapCTBaM Mo AOCTYMHBIM LieHaM, 13beras npu
3TOM HepaLlMOHaNbHOTO UCMob3oBaHWA. OHAKO Pa3paboTKa Takow
NONUTUKM HEPEAKO BbI3bIBAET 3aTpyAHEHMA. ABTOPbI OMMCHIBAIOT
BaXKHble KOMMOHEHTbl HAaLMOHaNbHOW MOMUTUKK B 06M1acTu
nekapcTBeHHbIX cpencTB B CayaoBcKkol ApaBumn, KoTopas bbina
pa3paboTaHa B pamkax bonee WrpoKoy TpaHCGOPMALIMM CUCTEMbI
30PaBOOXPAHEHNA 11 SKOHOMMKM. HoBas nonutrka dopmanmsyet
CyLLECTBYIOLLYIO NepeoByto MPaKTVKY, QOPMMPYET HOBYIO MOIUTUKY 1
onpeaensaeT HanpaeneHve byayLlero PasBUTIA B YeTbIPEX OCHOBHbIX
obnacTax. Bo-nepsblx, NONUTHKA HanpaBieHa Ha KOHCONMAALMIO
MHCTUTYLMOHANbHBIX QYHKUMI Ana obecnevyeHuns 6onblien
CMIOYEHHOCTI. BO-BTOPbIX, OHa HanpasneHa Ha V3MeHeHVe NPaKTUK

B 006MacT NPUOBPETEHNA 1 Ha3HaUYeHWs ekapcTs Npu 0cobom
BHUMAHWW K CAEPXKMBAHNIO PACXOA0B. B-TpeTbIx, B HEI 13naratotca
NONWTUKN, HanpaBieHHble Ha obecneyeHne GecnepeborHbIX
MOCTaBOK KayeCTBEHHbIX NEeKapCTBEHHbIX CPeACTB, B TOM yuche
OCHOBHbIX IEKAPCTB C OrpaHNYeHHbIM NMOTEHUMANIOM NPUOLINH,
a TakXe HOBbIX MpenapaToB. HakoHeLl, NonnT1Ka NoaaeprBaeT
POCT OTeueCTBEHHOW GpapmaLeBTUUYECKOR NMPOMbILLIEHHOCTH,
BK/OYas GOPMUPOBaHME KaflpoBoro pe3epsa. MHorve cekTopsl 1
YUPEXIEHNA NPUCOSAMHNINCH K Pa3paboTKe NOMUTIKA B OTHOLWEHNM
NeKapCTBEHHbIX CPeACTB, KOTOpasa OCHOBbIBaNach Ha ob3ope
MPOLLIOro ¥ TeKyLLero GapmaLeBTNUYeCKOro KoHTeKCTa B CayA0BCKOM
ApaBui, a Takxe Ha nepeoBOM MMPOBOM OrbiTe. COOTBETCTBYOLLAA
nonnTUKa Obina NocTpoeHa Ha GaKTUUeCKMX AaHHBIX 1 MOMbITKax
[aTb YeTKMe yKaszaHua dapmMaLeBTUYEeCKOM MPOMbILAEHHOCTA 1
YUYPeXAEHUAM-NCNIONHUTENAM B OTHOLEHWV NPaBW 1 TPeOOBaHNIA,
NpodeCccroHanbHbIX HOPM U MHCTUTYLIMOHANBbHBIX GYHKLMIA. B TO e
BPEMS OHa COXpPaHAeT MMOKOCTb, MO3BOMALLYIO aAaNTUPOBATLCA K
ObICTPO MEHAILLEMYCA MHCTUTYLIMOHANBHOMY NaHawadTy.

Resumen

Desarrollo de la politica nacional de medicamentos en Arabia Saudita

Los medicamentos son el nicleo de todo el sistema sanitario. La
Organizacion Mundial de la Salud recomienda a los pafses que
desarrollen politicas nacionales de medicamentos que gufen la
produccion, la adquisicion, la prescripcién y el suministro de estos,
de modo que las personas puedan acceder a los medicamentos que
necesitan a precios que puedan pagar, evitando al mismo tiempo un
uso irracional. Sin embargo, la elaboracion de estas politicas no suele
sersencilla. En este documento se describen componentesimportantes
de la politica nacional de medicamentos en Arabia Saudita, que se
desarrollé en el marco de una transformacién mas amplia del sistema
sanitarioy laeconomfa. La nueva politica formaliza las mejores practicas
existentes, da forma a las politicas emergentes y establece una direccién
para el desarrollo futuro en cuatro dreas principales. En primer lugar, la
politica busca consolidar las funciones institucionales para proporcionar
una mayor cohesion; en segundo lugar, pretende remodelar los habitos

de adquisicion y prescripcion, centrandose mas en la contencién de los
costes; en tercer lugar, establece politicas que se centran en asegurar el
suministro de medicamentos de buena calidad, incluidos los productos
nuevos y los medicamentos esenciales con un potencial de beneficio
limitado. Por ultimo, la politica apoya el crecimiento de la industria
farmacéutica nacional, incluido el desarrollo de los recursos humanos.
Varios sectores e instituciones participaron en la elaboracién de la
politica de medicamentos, que se sustenté en una revision del contexto
farmacéutico pasadoy actual en Arabia Saudita, y de las buenas practicas
a nivel mundial. La politica resultante se cred a partir de pruebas y se
esfuerza por dar una orientacion clara a la industria farmacéutica y a
los organismos de ejecucién sobre las reglas y requisitos, las normas
profesionales y las funciones institucionales. Asimismo, mantiene la
flexibilidad para permitir la adaptacién en un panorama institucional
que evoluciona muy rapido.
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