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Foreword

This is the story of the SFDA's journey
during 2017-22. The year 2022 marked
the culmination of the SFDA's third strate-
gic plan 2018-22, and | believe we have
much to be proud of in terms of successes
and lessons learnt. Since my appointment
as CEO of the SFDA in October 2016 we
have worked together as an organisation
to become a more efficient and dynamic
regulator that can serve the public with
confidence and operational excellence.

The SFDA is one of the primary organi-
sations responsible for ensuring the safe-
ty of various products, including food,
drugs and medical devices, in Saudi Ara-
bia. Product safety is internationally rec-
ognised as one of the primary pillars in
consumer protection. Thus, the authority
has a wide-reaching mandate spanning
food, drugs, medical devices, cosmet-
ics, pesticides and feed. Everything we
do supports our vision to be a leading
international and science-based regu-
lator that protects and promotes public
health. We are guided by our mission to
safeguard the community through regu-
lations and effective controls to ensure
the safety of products under our purview,
while also protecting the market and fa-
cilitating and supporting business in the
Kingdom.

During 2017-22 we took steps to align
more closely with this vision and mis-

sion. These included a series of goals to
strengthen our capabilities, improve com-
munication and enhance regulatory com-
pliance — which we believe have helped
to advance public health. We defined and
set key performance indicators, many of
which we have since exceeded. The au-
thority faced several obstacles over this
period, the most notable of which was the
Covid-19 pandemic and its associated
unprecedented disruption. In the years
since, the SFDA has helped to guide the
Kingdom on the road to recovery.

This booklet details this journey, includ-
ing the challenges, successes and lessons
learnt over the five-year period. This jour-
ney serves as an important backdrop for
our aim: we aspire to become one of the
leading food and drug regulators world-
wide, and we feel we are now well on the
way to achieving this goal.

These pages also offer an insight into how
we have more closely aligned with the ob-
jectives of the Kingdom'’s Vision 2030 in
recent years. This national vision is help-
ing to transform Saudi Arabia into a more
vibrant society, with a thriving economy.
As we continue working to realise these
long-term ambitions, the SFDA is helping
Saudi Arabia to become a healthier, safer
and more prosperous place to live.

H.E. Prof. Hisham bin Saad Aljadhey, CEO
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H.E. Prof. Hisham bin Saad Aljadhey has been the CEO of the SFDA since
October 2016. Prior to his appointment, he served as dean at the Col-
lege of Pharmacy, King Saud University.

He began his career at King Saud University in 2008 as director of the
medication safety research chair. He has worked in various positions at
the university — including vice dean for academic affairs, as well as vice
dean for graduate study and research, and supervisor of pharmacy ser-
vices in Medical City.

He received his doctorate in pharmacy from Purdue University in Indiana,
US, and a PhD in pharmacoepidemiology and drug safety from the Uni-
versity of North Carolina, also in the US.
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2017

2018

2019

2020

2022

The SFDA commences work on its third strategic development plan, cov-
ering 2018-22 — learning from the achievements and challenges of previ-
ous iterations. The third instalment centres on measurable outcomes and
value creation for stakeholders; efficient operations; reliance on scientific
evidence and risk assessment; and collaboration with partners to monitor
and control different components of the value chain.

The authority begins to implement changes, laying the foundation for its
new development plan. Key 2018 goals include restructuring the organisa-
tion, developing its leadership expertise and centralising SFDA offices in a
new purpose-built building. These measures also support the Kingdom'’s Vi-
sion 2030 objectives, such as improving the business environment, increas-
ing the efficiency of government spending and creating agile organisations.

In the second year of implementing its third plan, the SFDA starts to witness
notable results across multiple domains related to this development road-
map and organisational restructuring — progress aligned with the objectives
of Saudi Arabia’s Vision 2030. Throughout the organisation, various depart-
ments and experts embrace the plan and are tasked with ensuring compre-
hensive engagement with internal and external stakeholders.

Covid-19 presents significant and widespread challenges for individuals and
organisations across the globe. The trust of the Kingdom'’s leadership in the
SFDA's expertise, alongside cooperation with local and international experts
and proactive communication with industry and the public, help to empow-
er the organisation to respond effectively. The SFDA plays a key role in se-
curing safe and effective vaccines for Saudi Arabia’s population.

The SFDA focuses on guiding the Kingdom towards post-pandemic recovery,
while also initiating the development of its fourth strategic plan, for 2023-
27. Owing to gradual improvements in internal capacity, the organisation
formulates the next instalment without the need for external consultants.
The authority relies instead on the expertise of SFDA specialists, reflecting
once again on the achievements and challenges of its previous iteration, and
aligning its aims with national objectives.
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Since its establishment in 2003, the SFDA has
undertaken a series of developmental phases
— each marked by achievements and challeng-
es. It is these challenges that form the basis for
subsequent objectives. The first strategic plan
was in effect from 2007-11, followed by a sec-
ond initiative in 2012-16. A third one for 2018-
22 ("the Plan”) was developed in 2017.

The first plan focused on building a regulato-
ry framework and the capabilities required to
assume regulatory responsibilities. The second
plan sought to build up operational capabilities
further, address gaps in the SFDA's mandate,
and develop organisational capabilities, pol-
icies and procedures. Next, the Plan was de-
signed to focus on measurable outcomes and
value creation for a wide range of stakeholders;
promote efficient and effective operations that
leverage existing capabilities; rely on scientif-
ic evidence and risk assessment; and work with
partners to effectively monitor and control dif-
ferent components of the value chain.

Implementing the Plan
involved addressing
challenges related

to ports, laboratory
efficiency and regulatory
enforcement.

Implementing the Plan involved addressing
challenges related to ports, laboratory efficien-
cy and regulatory enforcement, among other
areas. Exploring the Plan’s five strategic themes,
this chapter details some of the key challenges
faced and how they influenced the authority’s
central priorities for the 2018-22 instalment —
underpinned by the Kingdom’s long-term de-
velopment objectives, as outlined in its Vision
2030 roadmap.

Supporting the Private
Sector

Private sector organisations, such as food and
pharmaceutical product manufacturers and re-
tailers, regularly interact with the SFDA for ser-
vices ranging from product registration to the
resolution of regulatory issues. This involves a
large number of SFDA transactions, so steps
have been taken to adopt effective communi-
cation practices and streamline procedures to
ensure that the authority’s operations and reg-
ulatory requirements do not interrupt the work
of the private sector. A lack of such measures
could increase exposure to supply-chain-relat-
ed delays and limited product availability, which
could adversely affect the public’s health.

Prior to the development of the Plan, compa-
nies seeking a specific SFDA service were re-
quired to visit multiple offices and locate indi-
vidual employees from specific departments.

Our Story 5



The Plan
highlighted
customer
satisfaction as
one of its five
strategic themes,
with a focus on
the public and

private sectors.

6 Our Story
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There was no central team to receive visitors from the private sector and coordinate
requests. SFDA systems for companies to complete product clearance and regis-
tration requirements were also limited. Some SFDA team members viewed the de-
mands of the private sector as unreasonable or unwarranted, deterring the authority
from looking into or studying some of these incumbent, systemic issues.

In order to address this, the Plan highlighted customer satisfaction as one of its five
strategic themes. This included a focus on working effectively with both the public
and private sectors, in addition to international partners. The strategy outlined the
SFDA's intentions to streamline communication with the private sector and position
the sector as a partner rather than an obstacle. This aligns with the Vision 2030
objectives of promoting the private sector as a key pillar of economic growth and
diversification, strengthening relationships between the public and private sectors,
and improving the Kingdom’s business environment.

Clearing Shipments at Speed

Another priority is facilitating timely clearance at ports, enabling goods to enter the
market without the kinds of delays that could disrupt trade and lead to the spoiling
or damaging of perishable goods and heat-sensitive products. Shortages resulting
from such issues could lead to elevated prices for consumers. Prior to this, it was not
uncommon for Saudi Arabia’s ports to witness a backlog of shipments amid clear-
ance delays. Multiple authorities were involved in clearance procedures, and it was
unclear who was responsible for resolving such problems. To address this, the SFDA
sought to clearly define responsibilities to avoid overlapping duties and define a
process timeline, thereby supporting the second of the Plan’s five strategic themes:
helping customers access safe, effective products in a timely manner.

Streamlining Laboratory Operations

Operating laboratories is costly and requires skilled individuals. A high degree of
operational efficiency, as well as close coordination between laboratories, is there-
fore important for the long-term success of the SFDA. Indeed, improving the effi-
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ciency of government resources is aligned with
the Kingdom'’s Vision 2030 objectives. As the
regulator, the SFDA serves as a source of guid-
ance for laboratory analysis across Saudi Ara-
bia’s increasingly diverse economy.

Previously, the SFDA had a large number of
laboratories, coordination between which was
limited. The majority of these laboratories con-
ducted the routine analysis of food and drugs,
which could alternatively have been undertak-
en at private facilities. Furthermore, each lab-
oratory was equipped with the same devices,
equating to a duplication of resources and high
operating costs. Communication regarding
the stockpiling and management of chemicals
stored in each laboratory was limited.

In order to address these challenges, the Plan
sought to improve the operational efficiency
of the Kingdom’s laboratories. The proposed
measures included improving the competen-
cies of staff and the utilisation of equipment,
which is in line with the Plan’s strategic theme
of organisational excellence — and, more specif-
ically, supports its objective of basing decisions
on scientific evidence. Key performance indica-
tors (KPIs) for improved internal competencies
by the end of the Plan included 100%-accurate
laboratory results and the on-time completion
of 100% of sample testing requests. Meanwhile,
the SFDA sought to increase the utilisation of
laboratory capabilities and transfer a greater
proportion of food samples to private laborato-
ries for analysis — supporting Vision 2030 aims

8 Our Story

to grow the role of Saudi Arabia’s private sector
while enhancing public sector efficiency.

Improving Internal
Communications

Effective and swift communication among var-
ious departments is crucial for operational ef-
ficiency. The SFDA's previous communications
structure was fragmented and overly central-
ised, with the authority’s offices dispersed across
four buildings. This constrained organisation-
al effectiveness, while some managers had a
closed-door policy that limited communication
and transparency with SFDA experts. All com-
munication between the SFDA's three sectors —
food, drugs and medical devices — and 16 port
offices previously passed through headquarters
in Riyadh, which slowed operations. For exam-
ple, inspectors were required to send post-in-
spection reports to the capital and wait for a
regulatory decision before taking action.

The centralised structure disrupted workflows
and resulted in inspectors not being empow-
ered to perform their duties, triggering a back-
log of unresolved reports. Failure to respond
to inquiries led to an increased volume of calls
from clients seeking to follow up on the status
of their cases. The Plan sought to empower
the SFDA to be more innovative and effective
by promoting digital transformation — a Vision
2030 objective — and a culture of collaboration.

1]

When | look back at the situation and
challenges of the SFDA in 2017, it could
be summarised as a gap in communication
with our regulated business partners as
well as among our own branches. This
translated into a passive organisational
culture that was resistant to change,
without effcient utilisation of resources.
This resulted in delays in the clearance of
goods, inconsistent regulatory decisions
and a vague relationship with consumers.
This led us to focus our new strategic
plan towards operational and execution
excellence.

H.E. Prof. Hisham bin Saad Aljadhey, CEO, SFDA

11
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Enforcing Regulations

Ensuring that market operators comply with
food, drug and medical device regulations is an
integral part of the SFDA's mandate and value
proposition.

The SFDA needs

to house a

range of highly
skilled scientific
professionals who
can exercise the
authority’s mandate.

While SFDA inspection procedures have long
been in place, there were shortcomings in en-
forcing compliance. Fines and decisions to shut
down non-compliant establishments were not
effectively and consistently implemented, as
inspectors were not seen as wielding sufficient
authority to cause concern among repeat of-
fenders. As a consequence, some actors wil-
fully violated regulations and failed to remedy
their non-compliance. In order to address these
issues, the SFDA aimed to raise compliance
rates through stricter enforcement, improving

inspection processes and enforcing regulations
for all products under the authority’s remit.
KPIs included a 100% rate of compliance with
the SFDA's regulatory requirements for estab-
lishments, and a 99% rate of compliance with
product specifications.

Developing Scientific
Expertise

Determining whether a product is safe requires
research, rigorous scientific study, laboratory
analysis and scientific evaluation. To work ef-
fectively, the SFDA needs to house a range of
highly skilled scientific professionals who can
effectively exercise the authority’s mandate. Be-
fore the implementation of the Plan, the SFDA
lacked sufficient numbers of specialised scien-
tists to conduct its work.

In 2017, for example, the organisation had only
75 drug evaluators, and the number of food risk
assessment staff was limited to 25 employees
and scientists. These were well below the num-
bers needed for the SFDA to operate effective-
ly. The authority also lacked a centre for con-
ducting supervisory studies and research.

The SFDA set out to raise its level of knowledge
and skills as part of its performance efficiency
strategy. Supporting measures included install-
ing human resource systems and clearly defin-
ing employee responsibilities. These are part of

Our Story 1N
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the SFDA's efforts to improve its organisational
culture and institutional performance to attract
talented and high-performing employees.

Meanwhile, the authority continues to support
personnel with master’s and doctoral degrees
— with KPIs focused on increasing the contri-
bution of internal research to regulatory deci-
sion-making. Such actions present an opportu-
nity to support Saudi Arabia‘s Vision 2030 goal
of attracting and nurturing talent while simulta-
neously advancing progress towards the long-
term development objectives of the SFDA.

Improving Consumer
Confidence

To ensure and maintain consumer trust, regula-
tors must be able to act swiftly to introduce reg-
ulations or penalise misconduct in a timely man-
ner. In the years preceding the Plan, there had
been delays to some of the SFDA's regulatory
decisions. There was also a failure to announce
penalties and fines in some cases, leading to
demands for improvements from consumers
who had seen better practices internationally.

The SFDA's consumer trust pillar aims to ad-
dress this by increasing transparency and initi-
ating community participation. Objectives to-
wards this end include enhancing trust in the
authority’s role, locally and internationally; in-
creasing community awareness of the products

under the SFDA's remit; and developing die-
tary legislation to improve nutritional patterns.
This also aligns with the authority’s objectives
of raising consumer satisfaction, such as by in-
creasing the effectiveness of communication
with customers. The overall aim was to achieve
the highest levels of trust among the communi-
ty, health practitioners and other regulators.

Increasing Operational
Efficiency

During the preparation of the Plan, national
economic conditions led to substantial budget
cuts: the SFDA budget was reduced by almost
30% across the organisation. These challenges
further underlined the importance of improving
the SFDA's general efficiency at the day-to-day,
operational level. Enhancing performance re-
quired new approaches to existing challenges.

Aims included more efficient spending and
greater revenue, once again in line with Vision
2030 objectives. The related KPl entaileda 100%
solvency ratio, designed to sustain business for
a period of six months by the end of the Plan.
This sought to improve the authority’s ability to
meet its long-term financial obligations, thereby
promoting a more sustainable business model.
Performance-efficiency goals also included en-
hanced employee engagement and empower-
ment, along with a more cooperative environ-
ment. Meanwhile, the SFDA outlined plans to
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increase the use of modern technologies
for improved business efficiency. KPls
included improving the maturity of the
electronic systems and services availa-
ble to employees and customers, and
increasing the number of high-quality
databases accessible through shareable
online platforms. These support Vision
2030 objectives to strengthen digital in-
frastructure — viewed as key to long-term
economic diversification.

Focusing on Results

Another SFDA priority to unlock lasting
socio-economic benefits for the King-
dom was the authority’s transition to-
wards a results-oriented strategy.

Prior to the Plan, the SFDA's strategic
indicators and projects had typically
focused on product control. As part of
the authority’s development towards or-
ganisational excellence, leadership de-
termined that strategic indicators must
evolve to focus on results that ensure
long-term product safety.

This approach focused on measurable
impact, underpinning the SFDA's devel-
opment in the years from 2018 while si-
multaneously laying the foundation for
long-term progress towards the King-
dom'’s strategic Vision 2030 objectives.

14 Our Story
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Experiencing
challenges during
phases of growth and
development is part
of the natural order
of things for major
organisations such as
the SFDA. There can
be no true realisation
of success without
frst experiencing and
learning from key
challenges.

H.E. Prof. Hisham bin Saad Aljadhey,
CEO, SFDA

1]

The SFDA's Strategic Plans and Their Priorities

First

strategic plan
(2007-11)

e Build the regulatory framework
* Develop the necessary capabilities to
assume regulatory responsibilities

e Continue building up operational
capabilities

e Address gaps in the SFDA's mandate

e Develop organisational capabilities,
policies and procedures

Second

strategic plan
(2012-16)

* Focus on measurable outcomes and value
Third creation for-st.akeholders | |

e Develop efficient and effective operations that
utilise existing capabilities
Rely on scientific evidence and risk assessment
Work with partners to effectively monitor and
control different components of the value chain

strategic plan
(2018-22)
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Medical Devices Sector

Proactive measures were implemented to en-
sure that medical devices and supplies mar-
keted in Saudi Arabia comply with the SFDA's
medical devices regulations, including the de-
velopment and execution of an annual monitor-
ing plan. Moreover, the authority established
and published national reference guidelines
to determine diagnostic radiation dose levels
for CT-scan devices, as part of efforts to pro-
tect patients against medical radiation doses.
The SFDA devised a plan to enhance hospital
compliance with safety requirements for radia-
tion-emitting medical devices, entailing close
coordination with health facilities, and aware-
ness initiatives designed to enhance communi-
cation with health practitioners.

The authority introduced an initiative to ad-
vance innovation in the realm of medical devic-
es. This aims to engage with interested individ-
uals and experts in medical device innovation,
to offer support from the organisation. The ini-
tiative focuses on overcoming obstacles faced
by innovative, local medical device companies
through the SFDA's provision of regulatory sup-
port and the clarification of requirements.

Drug Sector

The drug sector also witnessed numerous devel-
opments to strengthen the provision of specialist
scientific assessments and evaluations. This in-
cluded implementing a drug evaluation project.

Incorporating qualitative training by external ex-
perts, the project facilitated the transfer of knowl-
edge and the formation of a network of special-
ised experts. Improved capabilities and expertise
later enabled the authority to more effectively
address the Covid-19 crisis by contributing to
the Kingdom’s readiness to manage vaccines
and medicines, and its ability to make superviso-
ry decisions, on the basis of scientific evidence,
independent of international regulators.

The SFDA launched the Clinical Studies Adviso-
ry Committee, consisting of specialists from var-
ious medical fields, to provide advisory opinions
on conditions such as heart disease, diabetes,
cancer and infectious diseases. Internal special-
ised committees were established to enhance
the evaluation of biosimilars — biological medi-
cines with close similarity to another, approved,
biological medicine — and advanced treatments
such as cell therapy and gene therapy. A scientif-
ic risk-benefit analysis model was developed to
help align scientific evaluations with international
standards. This focuses on the data integrity, sta-
tistical analysis and methodology of clinical trials.

A pre-clinical studies team executed some of the
SFDA's key scientific procedures and practices in
2019 - supported by ongoing investment in sci-
entific and professional human capital, aligned
with Saudi Arabia’s 2030 priorities. The impor-
tance of this organisational unit came to promi-
nence during the Covid-19 pandemic, particular-
ly for the evaluation of vaccines and treatments.
The SFDA, meanwhile, contributed to establish-
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ing local and international advisory committees
to provide scientific opinions on complex phar-
maceutical issues, as well as to help set short-
and long-term strategic goals for development.
The authority took steps to promote the provi-
sion of safe and high-quality medicinal herbs and
plants. This included simplifying the technical re-
quirements for nutritional supplements and herb-
al products, and publishing an illustrated list of
over 70 prohibited medicinal herbs and plants.
The SFDA participated in international working
groups, such as the WHO International Regula-
tory Cooperation for Herbal Medicines, to define
the scope and general controls for herbal and
complementary-medicine pharmacies.

The SFDA updated the
technical requirements
for making changes to

pharmaceutical products.

The SFDA re-examined and updated the techni-
cal requirements for companies making chang-
es to their pharmaceutical products after receiv-
ing regulatory approval, known as guidelines
for post-marketing variation. Changes included
updated guidelines for extending the shelf-life
of products, which later contributed to the avail-
ability of therapeutic products during the Cov-
id-19 pandemic. The authority also participated

38 Our Story

in, and chaired, committees related to drug se-
curity, including those centred around shelf-life
extension and raw pharmaceutical materials.

Launching a Healthy
Food Strategy

In 2017 the SFDA developed a strategic plan
for healthy food. This included the formation of
the National Nutrition Committee (NNC) and a
number of initiatives to reduce the population’s
consumption of salt, sugar and fat. The introduc-
tion of calorie information on restaurant menus,
which helped to raise awareness of lower-calorie
food options and encourage positive behaviour-
al change, was among the authority’s most nota-
ble initiatives. The strategy also helped to limit
the addition of sugar to fresh juice.

The NNC - a scientific advisory committee fo-
cused on improving the nutritional status of Saudi
Arabia and promoting a healthy society — serves
to provide recommendations and scientific opin-
ions on nutrition to relevant authorities as part
of the SFDA's strategy to promote healthy food.
The establishment of the NNC involved collab-
oration between government and private agen-
cies for public health promotion, chronic disease
prevention and the realisation of Vision 2030's
pillar for a vibrant society with fulfilling lives. The
NNC began by establishing the committee’s in-
frastructure and forming a local scientific advisory
council comprised of nutrition experts from Saudi




Halal Centre Achievements, 2019
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953

organisations granted halal
certification in 25 countries
globally

213

establishments received
accredited halal
certificates

600

participants from over 30
countries engaged in halal
training programmes

universities and research centres. The committee
subsequently conducted extensive research and
issued numerous recommendations to enhance
the nutritional well-being of Saudi Arabia’s socie-
ty, incorporating considerations such as the pop-
ulation’s needs and social habits.

Opening the Halal
Centre

Another key initiative in 2019 was the estab-
lishment of the SFDA Halal Centre. The centre
made a considerable impact internationally,
issuing halal certification to 53 organisations
across 25 countries. Additionally, 213 estab-
lishments acquired halal certificates for the ex-
port of local products to a variety of countries.
The centre launched specialised halal training
programmes, welcoming 600 participants from
30 countries. The SFDA launched an electronic
system for the Halal Certification Centre, while
taking steps to enhance coordination and de-
velop laboratories focused on halal products.

The authority introduced a new independent de-
partment, the halal regulatory department, in the
research and laboratory sector — with responsibil-
ities including the development of halal legisla-
tion and specifications. The SFDA also launched
an annual monitoring programme to verify the
halal compliance of certified products in the Sau-
di market, among efforts to boost domestic and
international confidence in SFDA capabilities.

Enhancing International
Cooperation

Improving international cooperation became
an SFDA priority in 2019. Towards this end, the
authority expanded the number of internal ex-
perts committed to this objective. By 2023 the
SFDA participated in over 150 technical com-
mittees globally, maintaining agreements with
numerous international organisations and reg-
ulatory agencies from a range of countries.

The SFDA began to be appointed to more
prominent regional leadership roles during this
period. Among these, the authority represent-
ed Saudi Arabia as the Regional Coordinator for
the 10th meeting of the Near East Committee
of the Codex Alimentarius Commission — the
international body responsible for setting food
standards, established by the UN’s Food and
Agriculture Organisation and the WHO. This
appointment reflects the commitment of the
SFDA, and the Kingdom, to increasing Saudi
Arabia’s stewardship on the international level.

These success stories signal progress towards
the SFDA's goals and Saudi Arabia’s Vision 2030
objectives in the years preceding the Covid-19
pandemic. The year 2020 would see related
disruption to trade, business and everyday life
reshape priorities for the SFDA and for Saudi
society, as well as for organisations and popu-
lations across the globe, with a lasting impact.
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The
Covid-19 Pandemic

2020-21
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The years 2020-21 marked a period of signifi-
cant challenge across the globe as individuals
and organisations adjusted to the risks posed
by the Covid-19 pandemic. Navigating numer-
ous hurdles, the SFDA played a leading role in
securing safe and effective vaccines for Saudi
Arabia’s population in the early phases of the
Covid-19 period. Proactive communication
with industry and the public facilitated a swift
response to the various difficulties posed by
the pandemic. Meanwhile, the trust placed in
SFDA employees by the Kingdom'’s leadership
played a pivotal role in empowering SFDA ex-
perts to pivot effectively to the changing health
landscape. This trust, coupled with scientific as-
sessments, helped to enhance cooperation with
local and international experts.

The SFDA played a
leading role in securing
safe and effective
vaccines for the
population.

In addition, Saudi Arabia was a founding mem-
ber of the International Heads of Food Agencies
Forum (IHFAF), which was established in 2020.
The forum, whose secretariat is managed by the
SFDA, is committed to promoting food safety,
knowledge sharing, capacity-building and pol-

icy advocacy. IHFAF goals include establishing
international standards, enhancing cooperation
among member countries, conducting training
programmes for food safety professionals, and
raising public awareness about food safety and
food-handling practices.

Developing Innovative
Solutions

The emergence of Covid-19 prompted the
formation of a Supreme Committee, chaired by
the minister of health, in the Kingdom. Com-
prising members from various public bodies,
the committee convened in late February 2020
to address the evolving situation. Responsibil-
ities were allocated to various bodies: among
these, the SFDA was tasked with leading a
subcommittee to ensure sufficient supplies to
combat the health and safety risks posed by
the novel coronavirus.

SFDA responsibilities expanded to include pro-
viding medicine and food, among other essen-
tial supplies, for the Kingdom'’s population. This
comprised multiple phases, from sourcing raw
materials, to ensuring efficient inter-city logistics
and supply chains, and enabling the swift distri-
bution of supplies to retail outlets. Addressing
challenges necessitated innovative solutions
that offer long-term benefits, such as the estab-
lishment of an operations centre, expediting li-
cence issuances and technological integration.
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Sourcing Essential
Supplies

A number of essential products
quickly grew in necessity at the out-
set of the pandemic. The SFDA was
one of the organisations responsi-
ble for meeting this demand. The
authority worked closely with both
the public and private sectors to
increase the local production of es-
sential goods. The SFDA also en-
gaged in partnerships with other
governments to fast-track the ap-
proval process for imported goods,
enabling their swift supply to Sau-
di Arabia and supporting access by
the local population.

Working with local manufacturers
and the Kingdom'’s National Unified
Procurement Company (NUPCO),
the SFDA undertook comprehensive
measures to ensure the availability
of crucial products. The authority’s
focus on operational excellence fa-
cilitated efficient internal coordina-
tion and streamlined processes.

The authority began by identifying
products impacted by raw material
shortages and evaluating which of
these products may be vulnerable
to disruption due to their origin.
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SFDA experts assessed the availa-
ble quantity of essential products
in the domestic market; calculated
local demand in light of treatment
protocols; and gauged the pro-
duction capacity of national manu-
facturers to address any estimated
shortfall. The authority analysed the
stock of essential medicine, ranking
pharmaceuticals according to ther-
apeutic importance.

The SFDA then optimised medicine
delivery, addressing demand fluc-
tuations across different regions of
Saudi Arabia. Additionally, the or-
ganisation developed a directory
detailing the availability of essential
products at pharmacies for consum-
ers. In a further move to mitigate
shortages, private pharmacies were
permitted to directly import unreg-
istered and unavailable medicines.

Drugs

To enable drug availability amid
supply chain disruptions, the SFDA
reviewed requests for extending
the validity of medication and for
altering active ingredients impact-
ed by pandemic-related disruption.
The authority published scientific
assessments of medicine and vac-
cines, providing detailed insights

The authority
engaged in
partnerships
with other
governments to
fast-track the
approval process
for imported
goods.
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into quality, effectiveness and safety —in a move
to enhance transparency, trust and communica-
tion with companies, the community and vari-
ous other stakeholders.

In addition, the SFDA engaged in drug distri-
bution plans, liaising with agents, community
pharmacies and beneficiaries, while the Saudi
Vigilance System for drug-shortage reporting
enabled timely intervention. Follow-up was fa-
cilitated by collaboration with pharmaceutical
agents via an e-prescription programme under
the electronic health service, Wasfaty, as part
of NUPCO'’s Consolidated Purchase Competi-
tion Plan for 2020.

Sanitisers

The SFDA assumed direct oversight for sanitis-
er manufacturing, storage and marketing to en-
sure the quality of these products and monitor
adherence to safety standards. The authority
initially faced a substantial challenge in sourc-
ing the necessary raw materials for sanitiser
production. Nonetheless, these were success-
fully procured and transported to Saudi Arabia
within a few weeks.

To meet rising domestic demand amid the
health crisis, the SFDA issued comprehensive
technical guidelines for sanitiser production to
local manufacturing facilities. This initiative fa-
cilitated a notable increase in local production,
fostering greater self-sufficiency. For instance,
the number of manufacturers rose from nine to
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64, resulting in a total of 118 SFDA-registered
sanitiser products. The authority had issued re-
calls for 26 non-compliant products, underlining
its ongoing commitment to quality assurance.

Face Masks

Securing a supply of face masks quickly became
one of the Kingdom’s standout challenges once
movement restrictions were lifted — conditional
on wearing a face mask or face covering. Lo-
cal manufacturers found it difficult to meet de-
mand. Although daily production reached 2m
face masks, demand for masks rose to 600m. In
collaboration with Saudi Airlines, the SFDA or-
chestrated airlift operations to swiftly transport
the required supplies. This partnership facilitat-
ed the provision of 1.2bn masks within a num-
ber of weeks. Product availability improved con-
siderably, leading to a reduction in prices — for
the benefit of Saudi Arabia’s population.

PCR Tests

Securing an adequate supply of PCR tests was
another early challenge the SFDA faced during
the pandemic. This was compounded by export
restrictions on pandemic-essential products in
many countries, including the US. The authori-
ty’s efforts were redirected towards China, where
a solution was found — with aircraft allocated to
transport these essential products to Saudi Ara-
bia. By the end of September 2021 over 28m
PCR tests had been conducted in the Kingdom.




Covid-19 Vaccines in the Kingdom
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Over

vaccine doses
administered by end-
September 2021

Over
PCR tests performed

by end-September
2021

of the population had
received at least one

vaccine dose by mid-
August 2021

approved Covid-19
vaccines by
December 2021

vaccination centres
across the Kingdom
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Creativity, the pursuit
of alternative solutions,
expertise and round-
the-clock monitoring
were key elements of
our successful response
to the pandemic.

11

H.E. Prof. Hisham bin Saad Aljadhey,
CEO, SFDA

Vaccines

Securing a vaccine against the Covid-19
virus — swiftly, and in sufficient quantities
— was one of the standout hurdles for gov-
ernments worldwide in the early phases of
the pandemic. To support the Kingdom'’s
efforts to enable access to high-quali-
ty vaccines, the SFDA joined the World
Health Organisation’s (WHQO'’s) National
Control Laboratory Network for Biologi-
cals. This network is designed to promote
the cooperation and exchange of techni-
cal expertise on vaccines. Participation in
the network-enabled SFDA laboratories
to access the data and test results for vac-
cines that were already under develop-
ment in laboratories in other countries.

The authority imposed criteria for vaccine
approval to ensure that each decision was
grounded in scientific evidence, avoid-
ing administrative influence. This helped
to ensure the approval of the safest and
most effective vaccines for the national
Immunisation programme.

Underlining the authority’s success, 62%
of the population had received at least
one vaccine dose by mid-August 2021,
with four vaccines approved by that De-
cember. Meanwhile, the authority was
responsible for ensuring the quality and
safety of vaccines entering the Kingdom
through monitoring and assessment, in
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compliance with the highest quality standards.
A consistent commitment to scientific rigour
allowed Saudi Arabia to be one of the fastest
countries in the region to respond to the health
threats posed by Covid-19.

Supporting Local
and International
Partnerships

The SFDA remained steadfast in its support for,
and contribution to, international initiatives dur-
ing the Covid-19 period. One example is the
authority’s active engagement in the Codex Al-
imentarius Commission (CAC). The CAC was
created by partnership between the UN’s Food
and Agriculture Organisation and the WHO,
and is committed to harmonising international
food standards. In 2020 Saudi Arabia was ap-
pointed as the CAC’s Regional Coordinator for
Near East Countries.

Throughout the pandemic, the SFDA continued
work to safeguard consumer health and uphold
fair practices in the food sector. Despite logis-
tical challenges, the authority also maintained
active participation in the CAC's technical activ-
ities. Additionally, the SFDA chaired several on-
line CAC working groups for standards, demon-
strating its dedication to advancing global food
standards and leading progress towards inter-
national goals in spite of challenging conditions.
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Launching Smart
Inspections

The SFDA was expected to uphold its regulatory
responsibilities during the Covid-19 period, in-
cluding the inspection of facilities and products
under the authority’s regulatory control. Prior to
the pandemic, the SFDA conducted field-based
inspections of establishments and products.
However, these were restricted and postponed
to mitigate virus-transmission risks. The authori-
ty implemented protocols for remote inspection
via video connection and other remote tools.
This allowed the scrutiny of an establishment’s
documents, records and operations without
the need for an inspector to be physically pres-
ent. While remote inspections did not entirely
replace all on-site visits, they served as a com-
plementary measure — particularly in scenarios
where on-site inspections posed health or se-
curity risks, travel constraints were enforced, or
establishments were situated in locations iden-
tified as remote or hazardous.

Despite pandemic-related challenges, SFDA
inspection visits increased by some 10% from
2019 to 2020, rising from around 78,700 to ex-
ceed 86,700. The SFDA conducted over 3800
smart inspections between the beginning of the
pandemic and February 2023. This underscores
the vital role remote inspections played, facili-
tating continuity in SFDA oversight while reduc-
ing health and safety risks for inspectors, teams
being inspected and the broader community.

SFDA Inspection Visits

The authority’s inspection visits increased by 10% in 2020,

despite Covid-19

150000
&

'@ 120000
>
[
ke
'
(0]

& 90000
£
o
o
0

E 60000
Z

30000

0

41,000

2018

88,000

130,000

2019

2020

Our Story 51



Recovery and
a New Strategic Plan

2022
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Having played a pivotal role in Covid-19 pan-
demic response efforts, the SFDA next began to
focus on helping to guide Saudi Arabia on the
road to post-pandemic recovery. In 2022 the
authority initiated the development of its fourth
strategic plan for 2023-27 (“the Plan”). Due to
its improved internal capacity, the organisation
was able to formulate the Plan without requir-
ing external consultants — relying instead on the
expertise of SFDA specialists. The authority also
reflected on the key achievements and chal-
lenges of the third strategic plan.

Entering the New
Normal

The pandemic had altered the trajectory of the
Plan, introducing distinctive challenges. Upon
containing the pandemic, returning to normal
operations became imperative for the SFDA's
pursuit of excellence. Through employee and
leadership meetings, the authority gradual-
ly resumed regular activities. Some challenges
persisted — particularly drug availability due to
supply chain disruptions and high demand for
medicine after the lifting of restrictions. The
SFDA remained steadfast in addressing these
ongoing challenges. The disruption brought by
the pandemic also led to other lasting chang-
es. For instance, the pressures of the pandem-
ic helped to accelerate the localisation of drug
and medical device production, which is a stra-
tegic development priority for the Kingdom,

along with the advancement of biotechnology
(biotech). These sectors now present standout
investment opportunities in Saudi Arabia.

Making Progress

Amid the accomplishments of the third strategic
plan, the SFDA garnered considerable nation-
al and international recognition. This included
eliminating industrially produced trans-fatty ac-
ids (trans fats) in the Kingdom, achieving World
Health Organisation (WHO) maturity level four
(ML4) status, and attaining e-services maturity.

Industrially Produced Trans Fats

Through phased regulatory measures aligned
with WHO recommendations, the SFDA elim-
inated industrially produced trans fats from
Saudi Arabia’s food supply in 2020. Industrially
produced trans fats — in contrast to trans fats
naturally present in meat and dairy products in
small quantities — are commonly added to com-
mercial baked goods and snacks, and fried food.
This may be part of efforts to extend product
shelf life, alter taste and texture, and reuse fry-
ing oils. High levels of trans-fat consumption are
linked to cardiovascular disease, obesity, high
blood pressure and type-two diabetes.

Progressive phases of the ban included the
mandatory labelling of trans-fat content, the
introduction of trans-fat content limits, a volun-
tary agreement with multinational corporations
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for further content limits and, ultimately, a com-
prehensive ban. This proactive approach made
Saudi Arabia one of the first countries globally
to enforce such measures. SFDA standards were
adopted regionally in July 2021, promoting uni-
fied regulations across the GCC. Through WHO
partnerships, Saudi Arabia has shared its experi-
ence and provided training for other authorities
in the region, thereby contributing to interna-
tional efforts to eliminate industrially produced
trans fats. This aligns with the SFDA's Healthy
Food Strategy and signifies a milestone in the
Kingdom’s nutrition regulation efforts.

WHO ML4 Status

In recognition of its excellence in medicine and
vaccine regulation, the SFDA attained WHO
ML4 status — the highest accolade in the WHO's
classification. This achievement underscores
the SFDA's advanced performance and ongoing
commitment to improvement. This made SFDA
the first regulator in the Eastern Mediterrane-
an, and the third worldwide, to reach ML4. Au-
thorities at ML3 and ML4 level are eligible for
WHO-listed authority designation. Authorities
with this classification serve as benchmarks for
other regulatory bodies, helping to guide their
decisions on medical product approval.

e-Services Maturity

The SFDA has made significant strides in en-
hancing e-services, now offering multiple por-
tals. Among these, the Customer Journey portal
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enables investors to become acquainted with
the procedures and requirements for estab-
lishments and products, in addition to offering
various other services. The Public Consulta-
tion Platform permits public and private sector
stakeholders, as well as the general public, to
provide feedback and input on proposed reg-
ulations, policies and initiatives related to food,
drugs and medical devices. This promotes trans-
parency and inclusivity in the regulatory process
by inviting public participation and incorporat-
ing different perspectives into decision-making.

The authority’s Track-and-Trace System, launched
in 2018, has helped to ensure drug safety and
protect patients. The system monitors the supply
of pharmaceuticals, from production to consump-
tion, across Saudi Arabia. This prevents counter-
feit products, ensures availability and guarantees
safety. By end-2021 over 6000 stakeholders were
registered, with more than 3bn transactions re-
corded and 15m medication boxes recalled.

Central Clearance

Since February 2021 the SFDA has implement-
ed measures to enhance efficiency in clearing
goods entering the Kingdom. The authority in-
troduced centralised clearance operations, op-
erating 24 hours a day — even during holidays.
This standardised regulatory procedures and
reduced consignment clearance times at bor-
der ports. Central clearance is aimed at improv-
ing operational efficiency, enhancing customer
satisfaction, streamlining administrative proce-

SFDA Clearances Completed in 2022

food and feed

drugs and cosmetics

medical devices
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dures and expediting decision-making process-
es. It seeks to optimise the Kingdom's supply
chains, facilitate data collection, monitor com-
pliance with SFDA regulations and transition
away from paper-based transactions. It enables
the swift processing of goods, ensuring their
timely availability in local markets through a uni-
fied electronic system in collaboration with the
Zakat, Tax and Customs Authority.

The SFDA's endeavours have resulted in clear-
ing 95% of goods within two hours, substantially
enhancing the Kingdom'’s performance in glob-
al trade metrics. The authority completed over
227,000 food and feed clearance requests in
2022 alone, alongside almost 20,000 requests
for drugs and cosmetics, and some 11,000 re-
quests for medical devices that year.

Positioning the SFDA as
a Top Regulator

In developing the Plan, the SFDA focused on
three key themes aimed at positioning the au-
thority as one of the top food and drug regulators
worldwide by 2027. These themes are enhancing
product safety; fostering local and international
partnerships; and driving operational excellence.

Product Safety

Ensuring product safety is the cornerstone of
the SFDA's mandate. This includes the oversight

of biological and advanced products, as well as
e-commerce and other sectors.

Actions aligned with this pillar in 2022 includ-
ed inspections of over 8000 drugs, cosmetics
and medical devices, as well as over 29,000
food, feed and pesticide products. In addition,
the SFDA collected approximately 10,000 food
samples from the local market, analysing these
in its laboratories, and detected, assessed and
responded to some 6000 food alerts. The au-
thority’s product safety objectives are:

1. Enhance the regulatory system: refine and
govern regulatory procedures concerning
product safety across the entire supply chain,
and define tasks and responsibilities for all
entities involved. Key performance indicators
(KPIs) include the percentage of products that
comply with standards and requirements; the
percentage of compliance among establish-
ments regulated by the SFDA; and the num-
ber of individuals affected by food poisoning
(per 100,000 people).

2. Strengthen communication and awareness:
elevate the standard of communication
and levels of awareness among individuals,
health care professionals and other relevant
stakeholders, and develop tailored com-
munication plans and mechanisms for each
group in order to uphold product safety.

Additionally, the SFDA seeks to raise the
awareness of product safety by leverag-
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SFDA Inspections Conducted in 2022

8000 29,000

drugs, cosmetics and food, feed and
medical devices pesticides

Food Analysis and Alerts in 2022

food samples collected food alerts detected,
from local markets assessed and
and analysed in SFDA responded to

laboratories
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ing digital solutions in Arabic,
while also enhancing commu-
nication in other languages in-
cluding English and Chinese.
KPIs for this goal include the
percentage of consumer trust in
product safety and the percent-
age of health practitioner trust in
the authority.

3. Develop legislation and oversight

for new technology and biotech
products: formulate regulations,
guidelines and standards to gov-
ern emerging products and tech-
nology, including biotech and
artificial intelligence (Al). The
authority also aims to enhance
scientific evaluation capabilities
and establish relevant laborato-
ries. KPIs include the percentage
of new technology and biotech
products that are evaluated by
the SFDA.

Local and International

Partnerships

Local and international partner-
ships are a focal point of excellence
through which the SFDA aims to en-
hance its global leadership, and ul-
timately add value to the Kingdom'’s
standing on the international stage.

1]

The advancements
in our internal
expertise were
crucial as we
pivoted from
pandemic response
to recovery, and
embarked on our
fourth strategic
plan, for the period
2023-27.

H.E. Prof. Hisham bin Saad Aljadhey,
CEO, SFDA

11
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Local and
international
partnerships
are a focal point
of excellence
through with
the SFDA seeks
to enhance

its global
leadership.
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The authority’s objectives for this
theme are:

1. Enhance product availability: in-

crease the effectiveness of leg-
islation regulating the availa-
bility of products. Meanwhile,
the SFDA seeks to augment the
governance and development
of control procedures with all
relevant  authorities  through-
out the supply chain to sup-
port the availability of products.
KPIs include the percentage of
compliance among community
pharmacies in providing targeted
drugs when assessed via field in-
spection; the percentage of drug
contracts with government health
authorities that are managed by
the National Unified Procurement
Company; the percentage availa-
bility of registered drugs among
agents and suppliers; the per-
centage of drugs with sufficient
stock in the Kingdom to meet
demand for three months; and
the percentage of domestically
manufactured drugs with an ade-
quate inventory of pharmaceuti-
cal ingredients for six months.

. Enhance international leadership:

bolster the authority’s interna-
tional presence by forging allianc-

es, hosting high-level meetings,
holding leadership positions in
international organisations and
diversifying participation in in-
ternational working groups. The
SFDA aims to enhance its status
as a scientific and technical refer-
ence body through offering con-
sultations, providing develop-
ment programmes and delivering
technical training workshops to
counterpart regulatory authori-
ties in other countries. KPIs for
this objective include the number
of pioneering regional and inter-
national initiatives that are estab-
lished by the authority.

. Support research and innova-

tion: enhance collaboration with
research agencies, universities
and local manufacturers in order
to boost research, development
and innovation in the fields of
food, drugs and medical devices.
This involves fostering innovation
pathways, developing enabling
legislation and approving clinical
studies. KPIs include the number
of consultations provided to sup-
port researchers and inventors.

. Empower investors: improve the

experience of investors by en-
hancing communication chan-
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We envision a

future where the
SFDA stands at the
forefront of global
food and drug
regulation, and is one
of the top regulators
worldwide.

11

H.E. Prof. Hisham bin Saad Aljadhey,
CEO, SFDA

nels and incorporating custom-
er feedback to raise the level of
satisfaction with SFDA services.
The authority will identify prior-
ity products outlined in national
strategies, such as the National In-
dustrial Strategy and the Nation-
al Strategy for Agriculture, and
provide assistance to investors to
grow these product lines. KPIs in-
clude the percentage of custom-
er satisfaction with SFDA services
and the number of consultations
provided to private sector clients.

Operational Excellence

Operational excellence is another
central aspect of the SFDA's strate-
gic framework for 2023-27. The au-
thority aims to integrate Al into its
operations and achieve substantial
advancement in the development
of human capital. The authority’s
objectives in this regard are:

1. Develop human capital: enhance
employee capabilities and moti-
vation through strategic initiatives
aimed at achieving operational
objectives with high efficiency.
KPls include the percentage of
employees participating in devel-
opment activities; the percentage
of vacant critical leadership posi-

Our Story 63



The SFDA's
strategic approach
looks set to help
position the
authority as one of
the top food and
drug regulators

worldwide by
2027.
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tions that are filled by target candidates;
and the percentage of employment en-
gagement as per the Ministry of Human
Resources and Social Development.

. Diversify income: broaden revenue

streams by reducing reliance on service
revenues to help ensure the sustaina-
bility of financial resources. KPIs for
this objective include the percentage
of growth in revenue for the authority’s
subsidiary activities.

. Increase the use of advanced digital

technology: provide seamless and in-
tegrated digital services by leveraging
advanced technologies and aligning
with beneficiary preferences to enhance
procedures and service delivery. KPls
include the percentage of compliance
with digital transformation standards as
per the Digital Government Authority;
the number of procedures improved
through advanced technology; and the
percentage of compliance with basic
standards for cybersecurity as per the
National Cyber Security Authority.

These aims for the authority’s 2023-27
roadmap build upon the lessons learnt in
2017-22. This looks set to help position
the SFDA as a top food and drug regula-
tors worldwide by 2027, while supporting
progress towards the Kingdom's Vision
2030 goals and international objectives.

Our Story 65



2017-22

66 Our Story

Lessons Learnt
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Lessons Learnt

Following our progress during 2017-22, we have dedicated
time to reflect on the lessons learnt during our transformative
journey of growth. From success to setbacks, each experience
has contributed to our collective wisdom. We believe these
insights hold value for other organisations navigating their
own paths of strategic development and excellence. As the
SFDA transitions in the future, we will remain committed
to continuing our evolution, reflecting on our journey, and
embracing the opportunities that lie ahead.

Pursuing Targets

We recognise the importance of maintaining unwavering
focus amid a multitude of challenges. By prioritising clear
targets, we have effectively channelled our energies — driving
substantial progress and tangible positive outcomes. While
acknowledging that not all initiatives may succeed, we have
learnt that it is key to pivot and adapt. What truly matters is
staying steadfastin the pursuit of your overarching objectives,
and ensuring that short- and medium-term aims align with
these overarching, long-term priorities for the organisation.
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Having a Vision

The importance of a clear vision cannot be overstated. A
vision should not be merely a phrase on an organisation’s
walls; it should reside within the core of every employee.
A compelling vision serves as a guiding force, lighting the
path forwards and inspiring dedication to shared objectives.
A bold vision is essential: it pushes boundaries and fuels
innovation, developing aspirations beyond conventional
thinking. Encouraging our people to focus on the SFDA's
vision has been instrumental to our collective success.

Leadership Resilience

Our journey in recent years has underscored the significance
of leadership in times of crisis. True leadership is characterised
by accountability, resilience and a willingness to stand
alongside teams in the face of adversity. Amid challenges,
leaders mustlead by example —providing unwavering support
and guidance to navigate turbulent waters, avoiding blame
in favour of collective problem-solving, and learning from
success as well as from setbacks to drive the organisation
towards priority objectives for strategic growth.

Empowering Experts

Empowering experts has proven instrumental to ourjourney’s
success. When individuals are entrusted with autonomy
and responsibility, they are empowered to unleash their
full potential. By fostering a culture of empowerment, the
SFDA has cultivated a workforce that is not only motivated,
but also deeply committed to realising the organisation’s
collective vision for the future.

Stakeholder Balancing

Navigating the complexities of stakeholder dynamics has
taught us the delicate art of balance. Balancing conflicting
interests demands diplomacy, empathy and a commitment to
seeking common ground. By fostering constructive dialogue
and collaboration, the SFDA has cultivated alliances that
propel us closer to our shared goals, aligned with national
and international development objectives.
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