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Foreword

Welcome to the latest publication on the
Saudi Food and Drug Authority (SFDA)

and the work we do. As the regulator of

food, drugs and medical devices in Saudi
Arabia, we play a vital role in protect-
ing and promoting public health, both
in the Kingdom and internationally.

In this publication, you will learn about
the SFDA’s role as a regulatory authority,
as well as our efforts to increase food and
drug safety in support of Saudi Arabia’s
goal of creating healthier citizens. We are
improving regulations, enabling businesses
to grow and leading international alliances.

H.E. Prof. Hisham bin Saad Aljadhey
CEO, Saudi Food and Drug Authority

In the

following

pages, we will

showcase our interna-

tional presence and outreach,
which has put the SFDA on the world

map as a leading member of a global community.

2020 was a year like no other in recent history, as we detailina
special section on Covid-19 in this publication. Saudi Arabia’s
Covid-19 response has been achieved through incredible
cross-governmental collaboration, with the SFDA at the
centre throughout. Our efforts have included implementing
an effective public communications campaign, expediting
regulations, and fast-tracking emergency-use authorisation
for essential drugs and medical devices to combat the virus.
At the outset of the pandemic, we were quick to expedite the
import, registration, approval and distribution of personal
protective equipment, test kits, N95 masks and pharmaceu-
ticals to keep our residents safe and prevent transmission.

We are an approachable authority, ready to share our
knowledge, enthusiastic to engage and equipped with a
dynamic workforce. As such, we have designed this publi-
cation to be useful for specialists and non-specialists alike,
recognising that we would not be able to do the work
we do without the support of the public, our partners in
industry and our colleagues in other government organ-
isations. We aim to become one of the top-five food and
drugauthorities in the world, helping to build an attractive
environment for both local and international investors to
participate in Saudi Arabia’s development. We urge you to
getinvolved, get in touch, and engage with us and our work.
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Inspections and Product Registrations

INSPECTION VISITS

The number of
inspection
visits increased
by 94% in
2019

CLEARANCES

The number of
received items
handled by the
SFDA increased
by 79% in 2019

PROCESSING TIME
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The number of consignments processed
@ within two hours in 2020 increased by 93%

REGISTRATION PERIODS

products decreased dramatically

/ The number of days needed to register
4 between 2018 and 2020

2018 2019 2020
Food Products average registration period 10.5 days 6 days 1 day
Fodder Products average registration period 163 days 116 days 15 days
Cosmetic Products average registration period 22 days 15 days 1 day

10,000 FOOD SAMPLES COLLECTED

The SFDA collected and analysed over 10,000 food samples in 2020 in cooperation with
the Ministry of Environment, Water and Agriculture, and the Ministry of Municipal and Rural
Affairs as part of the National Programme for Food Monitoring and Control

70,000 DRUG SAFETY REPORTS ADDRESSED
In 2020 the SFDA received and addressed approximately 70,000 drug safety reports, up from
58,000 in 2019 and 47,000 in 2018

COVID-19 RESPONSE

* Distributed 150,000 travel permits on the first day of curfew to ensure that the
manufacturing and supply chain of food, drugs and medical devices continued

* Created a new Covid-19 products approval website in less than 12 hours

¢ 167 Covid-19-critical products received emergency-use authorisation and medical devices
marketing authorisation

* Issued 3765 import permits for more than 2.5m Covid-19-critical preventive products

* Worked 24/7 to process urgent import requests to ensure availability of critical supplies

* Connected consumers via the SFDA Tameni app with more than 1000 pharmacies
throughout the country where sanitiser and masks could be bought
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To be a leading

Our international science-based

Vision

Our
Mission

regulator, protecting and
promoting public health

Protecting the community
through regulations and
effective controls to ensure
the safety of food, drugs,
medical devices, cosmetics,
pesticides and animal feed

Supporting Vision 2030

The SFDA is an active partner for, and drive of,
Saudi Arabia’s Vision 2030. As part of the Vision,
key sectors that the SFDA regulates are undergo-
ing major transformational reforms. In the health
sector, these are aimed at delivering substantial
improvements in quality, efficiency, value and
safety. The country envisages healthier citizens,
with the aim of increasing the average life expec-
tancy from 75 years in 2015 to 80 years by 2030.
These goals will be achieved in part by increasing
private sector participation in the health care sector.

Vision 2030 is also targeting industrial expan-
sion and investment support. This includes local-
ising key industries and increasing the local
manufacture of essential products. The National
Industrial Strategy (NIS) has identified pharma-
ceuticals, medical supplies and food process-
ing as key segments for domestic manufacturing
expansion. By 2030 the NIS is targeting the
development of a pharmaceutical, biophar-
maceutical and medical supplies industry, and
the development of industrial clusters for food.

At the heart of ongoing health sector reforms is
the Ministry of Health's Healthcare Transforma-
tion Strategy. The strategy focuses on providing
value-based health care, with the objectives of
raising the overall standard of service, improv-
ing access to medical care, ensuring better

value and strengthening preventive measures
against the main threats to the health of resi-
dents. The latter includes enhancing prevention
of non-communicable diseases such as heart
disease, stroke, diabetes, respiratory disease,
mental health and congenital diseases, while
also mitigating the risk of major outbreaks of
communicable diseases that remains substan-
tial, especially during the annual Hajj pilgrimage.

This comes as the demographics of the coun-
try are continuing to grow and change. By
2030 the population is expected to reach 39.5
million, up from 33.5 million in 2018, while the
number of elderly (aged 60-79) is expected
to increase from 1.96 million to 4.63 million.

Part of the Kingdom's role in health provision is
caring for the large number of non-Saudi resi-
dents as well as the many overseas visitors the
Kingdom welcomes each year. As part of Vision
2030 the government has a target of expand-
ing the annual pilgrimage from 8 million to
30 million pilgrims visiting by 2030. This will
require an agile health care system with the
highest standards of safety and regulation.

The SFDA is positioning itself to support and
deliver on Vision 2030’s objectives in order
to ensure a new and healthier Saudi Arabia.
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Who We Are
The Saudi Food and Drug Authority (SFDA)
is a government agency that protects the
public by regulating the safety of food,
drugs, medical devices, cosmetics, pesti-
cides and animal feed. Safe consump-
tion of these products ensures that the
health of our community is maintained.

population grows,
we face a number
of health and food
safety challenges

that the SFDA is
ready to meet

WHAT WE
DO FOR
YOU

The SFDA was established in 2003 and its
headquarters are located in Riyadh. We
employ over 2000 experts and special-
ists from food and health backgrounds

in facilities across the country, including in
Riyadh, Dammam, Abha, Makkah and Skakah.

The authority is made up of five main sectors: the
Food Sector, the Drugs Sector, the Medical Devices
Sector, the Research and Laboratories Sector, and
the Operations Sector. We also have an invest-
ment support centre that helps private compa-
nies invest and set up facilities in the Kingdom.

The SFDA works in close coordination with the Minis-
try of Health and other government entities with
mandates in the health and food sectors. The SFDA is
headed by a Board of Directors and reports directly to
the Cabinet of Saudi Arabia, the Council of Ministers.

Our Responsibilities

The SFDA carries out a wide variety of activities
related to food, drugs and medical devices. These
include setting standards; creating regulations to
ensure the safety, quality, effectiveness and perfor-
mance of products; monitoring and inspecting
both imported and locally manufactured goods;
supervising licensing of factories; running consum-
er-awareness campaigns; conducting research and
applied studies; and working with local and inter-
national scientific bodies and regulatory agencies.

As our population grows, we face a number of
health and food safety challenges that the SFDA
is ready to meet. These include addressing the
increased incidence of lifestyle-related diseases,
protecting a population that will exceed 39 million
by 2030 and 44 million by 2050, and protecting the
health of a growing number of visitors to the King-
dom each year. These challenges make it more
important than ever to have high standards in food,
drug and medical device regulation and controls.

As the economy continues to develop, the SFDA
is positioning itself to respond to the rapid pace
of innovation, the tighter integration of global
supply chains, and the increasing demands of
our citizens for safe and healthy products. We
expect to meet these challenges with informed
decisions based on scientific evidence, and by
building partnerships with the private sector,
other government entities and our interna-
tional partners. We are committed to earning
the community’s trust by engaging proactively
with the public and by building a high-perform-
ing, efficient and innovative organisation that
allows our staff to be the best at all that they do.

The Products We Regulate

& S5 4

Medical
Devices

3 e 4 A

Food Drugs Fodder

Tobacco Pesticides Laboratories Cosmetics

Highlighting What We Do

Consumer Awareness

The SFDA is in charge of consumer awareness
on all matters related to food, drugs and medical
devices, and communication with the public is a
major part of its work. The SFDA call centre exists
to receive and answer questions or complaints
related to food, drugs and medical devices.

Inspections

We inspect both imported and locally manufac-
tured goods. Saudi Arabia imports 80% of its
food, 60% of its medication and more than 90% of
its medical devices. Ensuring that only safe prod-
ucts enter the market is of paramount importance.

Post-market Surveillance

We monitor the quality and performance of products
and devices once they have entered the market, as
wellasin hospitals. We do this through a wide network
of health care providers and regulatory officers.

Setting Regulations

We set standards and develop regulations for the
products we are responsible for. This includes
standards for production, distribution, importa-
tion and registration of food products, drugs and
medical devices. We set hygiene standards that
food industry facilities and related workers should
abide by, and we supervise licensing procedures
for food, drug and medical device factories.

Research

We conduct research and apply studies to identify
health problems and their underlying causes, and
determine their impact on the public. We part-
ner with scientific centres and external research
bodies such as King Abdulaziz City for Science
and Technology and university research centres.

Collaborating with Others

We collaborate closely with other Saudi govern-
ment entities engaged in food and drug affairs. We
also disseminate and exchange information with
local and international scientific and legal agencies.

SFDA 8




The SFDA operates at a global level to represent Saudi Arabia and share its expertise with the interna-
tional food and health regulatory community. In addition to being an active leader and organiser of global
food safety and health summits, it is continually building specialist international partnerships with regu-
latory agencies from other countries, alongside worldwide food and health governance organisations.

RECENT GLOBAL SUMMITS

Sustainable Production in the
Health Sector Global Forum 2020

International
Leaders’ Meeting

Saving&)/@d, —
b‘""‘ Sustainably k{ = o )
3 ~ ~—= Global Harmonization Working Party
¢ .-”’ gHwp Towards Medical Device Harmonization

18-19 November 2020

In November 2020 Saudi Arabia hosted the Sustainable Production in the Health Sector Global Forum
2020 on the sidelines of the Kingdom'’s staging of the G20 Summit. The event was organised by the
SFDA and the Saudi Secretariat of the G20, in collaboration with global partners such as the UN
Development Programme. The forum, which focuses on sustainable production in the health sector,
addressed health care supply chain issues in areas including procurement and logistics. The event
took place both physically and virtually, with over 50 international expert speakers and moderators
leading the dialogue. It was the biggest G20 international conference held alongside the G20 Summit.

Its theme, “Recovering Better after Covid-19”, provided an opportunity for suppliers, manufacturers,
policymakers, technical experts, academia, civil society organisations and others active in the global
health sector to share best practices based on their experience with Covid-19. Participants were able
to explore new pathways to move ahead with the sustainable procurement and manufacturing of
health commodities, in addition to reviewing the latest public and private innovations in the sector.

November 2020 also saw the virtual International Leaders’ Meeting of the Global Harmoni-
sation Working Party (GHWP), of which Saudi Arabia is the international leader. The Kingdom is

also an active participant in all of the organisation’s technical and scientific working groups.
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In January 2020 the SFDA initiated the first of a series of annual global forums on food safety, known
as the Heads of Food Agencies Meeting. Convened in Riyadh and organised by a number of inter-
national food authorities, the forum offered a unique opportunity for global heads of food agen-
cies to come together to work to protect public health and identify emerging issues of food safety.

Initially organised in collaboration with the respective authorities of Ireland, Australia and New Zealand,
the initiative has since expanded to include authorities from France, Japan, China, Morocco and
Kuwait. The initiative is also supported by the World Health Organisation and Codex Alimentarius.

In August 2020 the SFDA convened an emergency meeting of the forum which was part of the
programme of international conferences on the sidelines of the Kingdom'’s presidency of the
G20. The meeting served to advance efforts to ensure food safety in the face of Covid-19.

The forum helps to fill a vital gap in international collaboration on food safety issues and positions Saudi
Arabia as a proactive and inclusive leader in the field. The forum helped to increase international dialogue,
the exchange of information, and the adoption of best practices and regulations throughout the sector.

OUR INTERNATIONAL PARTNERS
The following are among the organisations the SFDA has specialist international agreements with:
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The SFDA is a member and active supporter of the following international organisations:
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Our
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Drugs

Medical Devices
Research and Laboratories
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The SFDA's Food Sector is responsible for ensur-
ing the safety and quality of all food, animal
feed and pesticides. Saudi Arabia currently
imports over 80% of its food from more than 150
countries. The SFDA is responsible for ensur-
ing the safety and quality of these imports,
as well as all food produced domestically.

Food and agriculture have an important part to
play in the non-oil economy’s expansion. As the
sector rises in economic importance, the King-
dom'’s population is continuing to grow, which
means the SFDA's remit for ensuring food safety
will expand. One of the main objectives of Vision
2030 is to improve health and promote healthy
food consumption among residents. This comes
ata time when food safety and ensuring the qual-
ity of food are becoming more important from
both a consumer and public health perspective.

Food safety and nutrition are key determinants
of human health, and these are underpinned by
effective regulatory decisions and controls. Food
regulators are called upon daily to address issues

and serve as the source of reference for food
business operators, traders and consumers. By
ensuring food safety, we are actively supporting
the national priority to create healthier citizens.

Environmental factors like climate change are
already challenging the global food supply in
the face of an increasing number of mouths to
feed: the UN estimates an additional 2 billion
people will be added to the world’s population
by 2050. In this vein, the Kingdom will need to be
a part of efforts to produce more food sustain-
ably and safely, and connect consumers to the
food they eat. Reducing waste will be a major
task to ensure a more sustainable food system.

WHAT WE DO FOR YOU

In 2020 the Kingdom drastically reduced the
amount of pesticide residue introduced to
combat the contamination of imported food.

FOOD SAFETY
The SFDA is committed to reducing any poten-
tial food contaminants that can pose a threat to

people’s health, and ensuring that any pesti-
cides, chemicals and microbiological prod-
ucts used in the food production process are
safe, in accordance with regulations and within
standard permissible limits. These are impor-
tant preventive measures for health problems.

As the main food safety regulator in the King-
dom, the SFDA is implementing a national
food-monitoring programme in 2020, cover-
ing the whole food chain. The programme
is conducted by the SFDA, the Ministry of
Environment, Water and Agriculture, and the
Ministry of Municipal and Rural Affairs. It is
designed to collect more than 10,000 samples
across all the Kingdom’s regions, including
both locally produced and imported goods.
There are 11 programmes focused on moni-
toring chemical contaminants in food contact
materials. In addition, the SFDA has conducted
more than 15 monitoring programmes on
food contaminants, such as food additives,
heavy metals, mycotoxins and PAHs, with
more than 4000 samples collected to date.

Some of the food safety measures introduced
include the Gulf Rapid Alert System for Food.
The Food Rapid Alert Centre was established
to manage this system, and is where reports
and alerts related to food safety are exchanged
in the GCC. Incident reporting is an impor-
tant aspect of food safety, thus the SFDA's
vigilance programme for receiving mentions
of food poisoning allows for the tracking of
foodborne illnesses by individuals, health
facilities and practitioners submitting reports.

The Kingdom
is committed to
modernising food
systems locally and
globally to ensure
food safety and
sustainability

The SFDA has adopted the Food Safety Risk Anal-
ysis Framework, an internationally recognised
systematic approach for making food safety deci-
sions. It consists of three interconnected compo-
nents: risk assessment, risk management and risk
communication to ensure food safety regulatory
decisions are science-based and transparent.
This enables the SFDA to identify the risk level
and nature based on the evaluation of scientific
evidence, and provide decision-makers with scien-
tific opinions to take interventions to mitigate risk.
It also supports the exchange of information,
encouraging input and opinions from relevant
stakeholders throughout the process. The frame-
work contributes to the robustness of the food
safety system, with the aim of supporting consum-
ers’ health and fair practices in the food trade.
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Risk communication is another important aspect of food safety.
Our work involves communicating food risks and benefits to
consumers to help them make informed decisions. This helps
ensure effective food regulations and a wider understanding
and acceptance of risk-management decisions. To enable
people to make informed food safety decisions, we conduct
several webinars focused on consumer concerns, especially
during the Covid-19 pandemic. We use several tools and meth-
ods to understand consumers’ needs and concerns, includ-
ing surveys that evaluate consumers’ food safety knowledge
and practices, and help identify their concerns related to
food risks and their sources of food safety knowledge. The
SFDA is also committed to improving the maturity of food
safety control systems. This means achieving the highest
performance protocols in line with international standards.
We are designing flexible and adjustable measuring tools
to improve the effectiveness of the food safety system — for
example, by benchmarking and reviewing the best available
systems and practices used by international organisations.

QUALITY CONTROL

We monitor locally processed food items both before and
during production for quality and compliance purposes. In
addition, as part of our efforts to address food fraud, we
work to prevent deliberate and intentional deception such
as substitution, addition, tampering or misrepresentation of
food, ingredients or packaging. To this end, we are develop-
ing our laboratory detection capabilities, establishing working
mechanisms and raising awareness of the danger of food fraud.

15

PESTICIDE CONTROL

We seek to protect consumers from the adverse
effects of crop pesticides and aim to guard
against pesticide residue that may remain
on or in food. This is also important for crops
consumed by animals. If animal feed contains
pesticide residue, it may end up in humans if
they consume products or meat from the animal.

The SFDA has developed and implemented
a number of national programmes in order
to monitor contaminants and pesticide resi-
due in food, and between 2012 and 2020
more than 30,000 food samples from a vari-
ety of regions we collected and analysed.

HEALTHY EATING

The SFDA and the Ministry of Health are
working together to tackle the increased inci-
dence of non-communicable diseases that
is impacting national health and well-being.

Major conditions include diabetes, respiratory
illnesses like asthma, cardiovascular diseases
such as heart disease and stroke, and obesity.
These are often linked to eating habits, thus
boosting the nutritional value of food products
and encouraging healthy eating is essential.
The SFDA is developing nutritional policies

in collaboration with government entities and
private sector players. Through our Healthy Food
Strategy, launched in 2018, we are encourag-
ing companies to voluntarily commit to reduce
salt, sugar and fat content in products. We also
encourage them to transparently indicate calo-
rie content on packaging and provide health-
ier food options to promote public health. As
part of our efforts, we launched the What We
Eat in Saudi Arabia project to collect food
consumption data. We also issue nutritional
recommendations and scientific opinions to
the relevant authorities through the National
Nutrition Committee, a scientific advisory
body established by Cabinet decision in 2018
under the organisational structure of the SFDA.

FOOD WASTE

The SFDA is working with the Saudi Grains
Organisation and the National Programme to
Reduce Food Loss and Waste on campaigns to
reduce waste and raise community awareness.

INTERNATIONAL COLLABORATION

The SFDA recently joined a number of interna-
tional bodies in the field of food safety, including
the International Liaison Group for Methods on
Risk Assessment of Chemicals in Food, the Inter-
national Risk Communication Liaison Group, and
the organisational coordinating committee of the
Global Network for Determining Genotypes of
Foodborne Pathogens — or PulseNet - for Eastern
Mediterranean countries under the supervision
of the World Health Organisation (WHO) and the
US Centres for Disease Control and Prevention.

The SFDA has bilateral agreements that includes a
memorandum of understanding with the Univer-
sity College Dublin for collaboration in moni-
toring and assessing microbial risks associated
with food; and a cooperation agreement with
the Australia and New Zealand Food Authority.

The authority is also involved in an initiative
to share data on pollutant concentrations
in food, among other things, through the
GEMS FOOD platform of the WHO. It partici-
pates in major conferences such as the Dubai
International Food Safety Conference, the
Shenzhen Food Safety Forum and the Inter-
national Association for Food Protection.
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The Kingdom
aims to provide
affordable,
accessible and
high-quality
health care for all
— with an
emphasis on
preventive care
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The Drugs Sector is responsible for ensuring the safety,
efficacy and quality of pharmaceuticals consumed in
the Kingdom. Ensuring the highest standards are met
and maintained, while also adhering to competitive
timelines, is of paramount importance for the sector.

The prevalence of certain chronic diseases such as
type 2 diabetes, hypertension, hyperlipidemia and
asthma has created a need to produce more drugs
locally, alongside securing other therapeutic meth-
ods and essential medications. As part of Vision
2030 and the Health care Transformation Strategy,
the Kingdom aims to provide affordable, accessible
and high-quality pharmaceutical and biotechnology
products for all — with an emphasis on preventive
care — while ensuring the adequacy and responsive-
ness of medicinal supplies. Saudi Arabia has a large,
well-developed domestic pharmaceuticals industry,
and many local and multinational companies have
production facilities in the Kingdom. While the major-
ity of pharmaceuticals remain imported, the SFDA is
working to support national targets to boost domes-

tic production from 20% of the total in l
2019 to 40% by 2030. This will help to
reduce dependence on imports, and The SFDA

is working to support
national targets to
boost domestic
pharmaceutical production

ensure a consistent and adequate supply
of medicine for residents. Pharmaceuticals
has been identified as a key expansion
segment for the industry, which will help
raise the level of domestic manufacturing
under the goals of Vision 2030. Over the
long term, the industrial sector targets
pharmaceutical export growth and the
development of new drugs. Scientists
within the SFDA's drug specialist teams
are ready to provide support and guid-
ance to all companies that want to further
engage with the Saudi pharmaceuticals
industry. Our priority is to uphold inter-
national best practices in safety, while

in 2019 to 40% by 2030
improving the experience for investors

and research and development firms.

of a GCC pharmaceuticals committee that makes
collective decisions on drug-related topics. The
committee recently worked to stabilise medi-
cation prices across all GCC member nations.

from 20% of the total

WHAT WE DO FOR YOU
In 2020 the SFDA received and
addressed 70,000 adverse drug event
reports, up from 58,000 in 2019.
REGULATIONS AND GUIDELINES
REGIONAL LEADERSHIP We create and review laws, regulations and
We have an important role in leading our manuals related to pharmaceuticals. We moni-
region in drug safety and quality control.  tor narcotics, psychotropic substances and
Most neighbouring countries follow the  controlled pharmaceuticals, and ensure their
general recommendations of the SFDA  compliance with the relevant laws and proce-
and may apply these recommendations dures. We also publish guidelines on popular
in their respective countries. For exam- local products such as oud oil and miswak. The
ple, if the SFDA recalls a product, other Drugs Sector updates its guidance frequently
countries often follow. The SFDA is part and ensures overall regulatory harmonisation.
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CLINICAL STUDIES

We organise clinical studies of drugs that are not
registered in the Kingdom and register all clinical
studies that take place on drugs in line with our
related goal of increasing the accessibility of new
medications. The Saudi Clinical Trial Registry is
mandated to conduct all phases of clinical trials.

SCIENTIFIC EVALUATION AND APPROVAL
The SFDA manages the registration, approval and
renewal of licences related to medicinal products.
As registration is instrumental to ensuring safety,
efficacy and quality, the authority has sped up
this process by implementing the Saudi Electronic
Drug Registration System (eSDR). All products
go into the registry after a comprehensive online
application has been filled out. The eSDR aims
to build a database of all pharmaceutical facili-
ties in the Saudi market, including manufactur-
ers, agents and batch distributors. The authority
works to minimise the time needed to review and
evaluate supporting documents, and its timelines

19

are very compet-

itive compared to
other pharmaceu-
tical authorities. Its
scientific evaluation prac-
tices are up to international
standards, and all submitted data

are reviewed and scientifically critiqued.

COSMETICS

Ecosma is another electronic system, regulating
the Saudi cosmetics market through a comprehen-
sive database of locally manufactured or imported
cosmetic products. Ecosma is used by import-
ers and manufacturers of products marketed
in Saudi Arabia to notify the SFDA about their
products to make sure they are compatible with
local standards, namely in terms of ingredients.

PHARMACOVIGILANCE

In order to ensure drug safety, or pharmacov-
igilance, the SFDA consistently evaluates the
safety, efficacy and quality of all types of phar-
maceuticals in the Saudi market, including human,
veterinary and herbal drugs. The authority
tracks drugs throughout the whole supply chain
— from manufacturing to sale and consump-
tion — in order to combat fraud and enhance
supply, availability, safety, quality and security.
Comprehensively evaluating new drugs and
monitoring their performance helps to prevent
adverse effects of pharmaceutical products.

The SFDA's post-market surveillance work
involves monitoring medications in the market
by checking their safety, efficacy and quality
in order to ensure that they meet the required
standards and specifications. This also involves
detecting and controlling side effects, and
preventing adverse effects of pharmaceutical
products, including both expected and unex-
pected reactions. The SFDA has advanced
systems that run full assessments on products.
The authority has been working to institute a
culture of reporting on side effects to enhance
drug safety and reduce the risks related to
medicines. We also supervise and support
the risk-reduction and precautionary meas-
ures of health agencies and hospitals that
prescribe and dispense risk-related drugs.

The SFDA's pharmaceutical track-and-trace
system ensures faulty medication can be identi-
fied easily, which helps to prevent fraud as well as
other unsafe discrepancies. Ensuring the safety
and quality of generics to increase consumer
confidence is another important priority. We
have a dedicated quality-assurance project
for locally marketed generics that conducts
specialised safety and efficacy tests on these
lower-cost versions of in-demand medications.

PRICE REGULATION

We are responsible for setting the prices of phar-
maceuticals and reviewing them on a regular basis
according to the published pricing rules. We imple-
ment regular price cuts based on comparative
safety and efficacy studies, pharmacoeconomic

The eSDR
aims to build a
database of all
pharmaceutical

facilities
in the market

studies and prices in marketed countries. Re-eval-
uation of drug prices is also conditioned to their
consumption and the availability of alternatives. We
set prices to ensure they accommodate both society
and investors, with no major burden on either party.

SUPPLY AVAILABILITY

The SFDA secures the availability of pharmaceu-
ticals in the Saudi market and ensure that there is
no shortage for patients, especially medication
for chronic diseases. These efforts were more
pronounced during the Covid-19 pandemic, with
efforts focused on assuring the availability of
essential medicines, masks and hand sanitisers.

COMMUNICATION

We provide drug information to the public and
medical providers, and implement awareness
campaigns on the rational and safe use of drugs
and cosmetics, leveraging technology to provide
accurate and actionable information regularly.
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MEDICAL
DEVICES

The SFDA's Medical Devices Sector plays a pivotal role in ensur-
ing the safety, efficacy and performance of medical devices
under a comprehensive legislative and regulatory framework
aligned with international best practices for harmonisation
and convergence. As part of this role, it chairs the GHWP and
is an active member in a number of technical committees at
the International Medical Device Regulators Forum (IMDRF)
and the International Organisation for Standardisation (ISO).

Medical device regulation covers the entire product life-
cycle, starting from the initial design concept, through to
manufacturing and the product reaching the end user.

In addition, this regulation involves monitoring the perfor-
mance and safe use of medical devices. The medical devices
sector performs a series of regulatory activities, including
reviewing medical devices’ technical files, clinical trials,
post-market surveillance plans, quality and other technical
documents prior to granting the marketing authorisation. It
also monitors approved devices via a well-designed model of
post-market surveillance with a risk-based approach, analys-
ing field safety notices, adverse events and other safety
signals in order to ensure a high degree of safety and efficacy.
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Medical
devices play an
essential role
in screening,
diagnostics
and treatment,
which means
their efficacy
and accuracy
are crucial for
quality care

Communicating effectively with health
care providers is another facet of its role,
sharing updated safety communication
recommendations and vigilance reports.

Furthermore, the sector oversees and moni-
tors medical radiation-emitting devices,
medical radioactive material, and radiation
protection and safety among health care
providers, ensuring the compliance of radi-
ology departments, nuclear medicine, radi-
otherapy, dermatology and dental clinics
with the SFDA's regulatory requirements.

In conjunction with the WHO, the medi-
cal devices sector manages the SFDA-
WHO Collaboration Centre, which
provides international services to the
WHO and other countries such as train-
ing, workshops and the active participa-
tion of SFDA experts in many projects.

WHAT WE DO FOR YOU

Since 2007 we have operated the National
Centre for Medical Devices Reporting
(NCMDR), an online portal designed for
reporting problems with medical devices
and products in order to ensure they work
both safely and efficiently.

SAFETY VERIFICATION

Medical devices are expected to perform
according to the best international stand-
ards from the concept design phase to the
production phase through to actual use

Saudi Arabia intends
to raise the local
manufacture of medical

devices and equipment
from 6% in 2019 to
16% by 2025

in diagnostics and treatment. The SFDA's prior-
ity is to verify the safety and accuracy of medical
and diagnostic devices wherever they are used.

This involves both pre-market assessment and
post-market surveillance. Assessment of medical
devices before they enter market includes evalu-
ating the device’'s accompanying technical docu-
mentation, such as information on clinical studies,
risk assessment analysis and a quality portfolio.

The post-market surveillance stage involves
risk analysis, addressing any complaints and
safety issues related to medical devices, as well
as conducting post-market clinical evaluation.
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Based on these studies, many regulatory deci-
sions have been made on a number of medi-
cal devices to protect patients and users. We
continuously conduct quality checks on devices
in the market to ensure safe performance.

Another part of our role is to conduct safety and
radiation protection assessments for radiologi-
cal devices. This includes assessing the safe use
of medical devices in x-ray, nuclear medicine
and radioactive therapy departments, as well as
dermatology, dental and plastic procedure clinics.
The SFDA has established National Diagnos-

At the end of 2019
the SFDA introduced
its own independent

approval standards for
medical devices

tic Reference Levels
across the country

to monitor and optimise
patient dosages while preserv-
ing image quality and diagnostic
usefulness. This protects patients
from unjustified excessive radia-
tion doses during examination.

MONITORING AND GUIDANCE

Our monitoring and guidance work
includes maintaining a comprehensive
database of all registered companies
licensed to operate in the Kingdom,
including manufacturers, suppliers and
maintenance companies. We ensure
suppliers and distributors comply
with SFDA standards and that prod-
ucts are stored correctly. As part of
our post-market surveillance work, in
2020 we developed a new code-based
registering and tracking system that
connects the SFDA, factories, medi-
cal companies and health care provid-
ers to make it easier to search for
and track medical devices after sale.

We create rules for the safe use of
medical devices in diagnostics and
treatment, as well as requirements
for companies in charge of device
maintenance in hospitals and clin-
ics. This enhances facilities’ ability to
apply international safety standards
for medical devices. It also raises the

quality and efficiency of care by adopting the
best methods in medical device management
across health institutions. In 2019 we devel-
oped an annual monitoring plan for medi-
cal devices to verify that marketed medical
devices comply with the technical specifica-
tions and requirements of the SFDA. In addi-
tion, to ensure their effectiveness, efficiency
and safety, we conduct annual lab testing on
specific medical devices collected from the
point of sale or health care facilities. We also
work to ensure robust communication with
health practitioners through the NCMDR.
Health practitioners are provided with the
latest recommendations and safety updates
to help improve the safe use of medical
devices and equipment, and they can commu-
nicate any problems, incidents and adverse
events they may experience to the SFDA.

SFDA APPROVAL

At the end of 2019 the SFDA introduced its
own independent approval standards for
medical devices. These are harmonised with
international regulations but underpinned by
national mandates, which negates the need
to utilise the approval process of medical
device regulators in other countries. This will
help to grow the local medical device industry
in support of Vision 2030. SFDA approval is
recognised in GCC nations and most of the
African market. We aim for SFDA approval
to be recognised as among the highest
international standards and reach the same
level of international recognition as approval
from the US Food and Drug Administration.

REGULATIONS AND STANDARDS

We draft oversight legislation and regulations
for medical devices, and establish procedures
for their registration. We set standards that
determine radioactive reference levels to
protect patients against radioactive doses that
exceed international limits. We are responsible
for enhancing legislation pertaining to devices
and products, and take the necessary decisions
on devices deemed unsafe for users. The SFDA
has been particularly active to ensure harmo-
nisation of regulations among GCC states.

INTERNATIONAL LEADERSHIP

The SFDA leads and supports several interna-
tional organisations and authorities focused
on medical device regulation. We work with
international bodies such as the WHO, and
global forums like the IMDRF and the GHWP.
The SFDA currently serves as chair of the
GHWP — with the vice-president of the Medi-
cal Devices Sector, Ali Al-Dalaan, serving as
its chairman — marking a big achievement
for the authority. SFDA personnel are lead-
ers and members of many groups within the
ISO that are working to unify medical device
regulations. This presence allows the SFDA
to weigh in on oversight decisions and share
the Kingdom'’s successes with other countries.

Due to our institutional experience, the
SFDA has been designated a WHO Collab-
orating Centre, focused on helping different
countries with medical device regulation by
providing counsel or organising lectures and
workshops. WHO Collaborating Centres
carry out activities in support of WHO
programmes; there are currently more than
800 centres in over 80 member states and
they play an important role in supporting the
implementation of health technologies reso-
lutions, as well as contributing to the work of
the Global Initiative on Health Technologies.

The SFDA is on the Expert Committee of the
WHO's Technical Advisory Group on Personal
Protective Equipment (PPE) for Covid-19. The
authority has attended meetings and partic-
ipated in developing a guidance document
on technical specifications for Covid-19 PPE. It
also participated in the development and final-
isation of the integration of medical devices
such as in-vitro diagnostic medical devices
into the WHO's Global Benchmark Tool.

Additionally, the SFDA has supported the
WHO in a consulting capacity in its efforts
to enhance medical device regulation in
Africa through the African Medical Device
Forum. The SFDA's proactive engagement
efforts on this front are helping to promote
international confidence in the authority.
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Testing ensures
compliance with
international
requirements
and certifies
that products
are free of
prohibited
substances
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The SFDA Research and Laboratories Sector conducts
analysis on research and laboratory activities, and devel-
ops tests in the fields of food, drug and medical devices.
We help to conduct research and apply studies to iden-
tify health problems, their causes and the impact on the
public. Testing activities are conducted in either SFDA
laboratories or appointed private laboratories in accord-
ance with SFDA regulations. The data produced supports
and determines the authority’s regulatory decisions.

The SFDA has a number of laboratories specialising in
different fields and each have sub-branches across the
country. Our laboratories include the Food Laboratory,
Drug Laboratory, Medical Devices Laboratory, Refer-
ence Drug Laboratory, Food Chemistry Reference Labo-
ratory and Food Microbiology Reference Laboratory.

We are also helping to empower the private sector
through our work. We have licensed private labo-
ratories to provide analysis services, and have
appointed some to conduct analysis on behalf of
the SFDA in accordance with its regulations. This
serves to support Vision 2030’s drive to increase the
involvement of the private sector in key industries.

The SFDA has started
engaging the private
sector more deeply and
contracting out certain
tasks to accredited
private laboratories

WHAT WE DO FOR YOU

We carried out 23 major research studies in
2020 aimed at ensuring the safety of products
supervised by the SFDA.

TESTING

We conduct multiple types of tests on the products
the SFDA is responsible for to ensure their compliance
with international standards and certify that products
are safe. We do this through the sector’s central labo-
ratories located in the Kingdom’s main cities, or its
sub-laboratories located in air-, sea- and land ports.

Ensuring the quality and safety of vaccines
for human use is often achieved by testing on
laboratory animals and issuing the necessary
reports. We test on laboratory animals accord-
ing to international standards and partake
in the Laboratory Animal Care Programme.
Our reference laboratories also conduct tests
for chemicals and micro-organisms in food.

We test factory products to uphold quality
and standardisation. We also conduct various
tests on products in the market to determine
their conformity with the required interna-
tional standards. For example, tests have
been conducted on hair removal products,
skin care products, talc powder products and
oral care products, such as determining the
percentage of alcohol in mouthwash. In terms
of food, the SFDA collected and analysed
over 10,000 food samples in 2020 in cooper-
ation with the Ministry of Environment, Water
and Agriculture, and the Ministry of Munici-
pal and Rural Affairs as part of the National
Programme for Food Monitoring and Control.

Novel testing methods are continuously being
developed. The sector’s microbial genome
analysis tests have produced a quantum leap
in understanding and tracking the trans-
mission of microbes from food, and link-
ing them to microbial infections that occur
in a specific community or even hospitals.
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The microbial genome analysis technique enables
epidemiological control of pathogenic microbes
in food and enhances our knowledge of their
main source so we can work to stop or reduce
them. This has a great impact on easing the
economic and health burden that may be caused
by foodborne diseases, whether viral or bacterial.

Furthermore, since 2019 the SFDA Reference
Drug Laboratory Department has been working
to develop methods of analysis, such as analysing
nitrosamine contaminants in three drug groups
—blood pressure drugs, acidity drugs and diabe-
tes drugs — which has already yielded results.

The SFDA
has been working to
develop a method for
analysing nitrosamine

contaminants in three
drug groups

RESEARCH STUDIES

We prepare scientific reports and system-
atic reviews to investigate the effective-
ness and safety of the products the SFDA
regulates. We carry out studies to monitor
and identify product risks, as well as stud-
ies that are related to consumer behav-
iour in order to assess societal trends.

We conduct research studies related to the
safety of food products and develop analy-
sis methods to increase the safety of food on
the market. Our prior research has included
a study on the detection of microplas-
tics in the drinking water in Saudi Arabia.

We also measure the awareness of Saudi
society about food safety, which helps to
assess consumer confidence in food qual-
ity control. In 2020 we published more than
12 papers in international scientific jour-
nals. We participate in a number of inter-
national conferences to share the latest
results of research carried out by the SFDA.

CRISIS MANAGEMENT

Our Crisis Management Department
serves to address any crisis that may
emerge in relation to food, drugs and
medical devices —as such, it played a crucial

role throughout the Covid-19 pandemic. The
department has created a mechanism to help
it efficiently manage crises, ensure the readi-
ness of the SFDA to continue its work and coor-
dinate with external parties in a time of crisis.

ENGAGEMENT

We partner with external research bodies,
hospitals, local and international private
laboratories, key national institutions such
as the King Abdulaziz City for Science and
Technology, and other university research
centres. We are working to establish a
national network of food laboratories in the
Kingdom. We are also developing scientific
partnership programmes to boost research
collaboration between SFDA and universities.

We have recently signed agreements with
three main government hospitals in the
Kingdom, as well as hospitals and insurance
companies in the private sector, to unify
patient databases in the National Database for
Pharmacoepidemiology. As the first of its kind
in the region in terms of design and objectives,
we are conducting four research projects to
evaluate and develop the National Database
for Pharmacoepidemiology, and assess the
impact of the SFDA's regulatory legislation.

Microbial genome
analysis tests have
produced a
quantum leap in
understanding and
tracking the
transmission of
microbes from food
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One of the
most
important
aspects of
ensuring the
safety and
quality of
products is
inspections
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The SFDA Opera-
tions Sector handles all
procedural matters for the
authority, including the issuance
of operational licences for establishments

under the purview of the SFDA; registering products;

and issuing clearances for imported products coming in through
Saudi Customs points. The Operations Sector also monitors estab-
lishments and products for compliance, and imposes legal penalties
on violators. It devises strategies to accomplish various missions,
and receives consumer complaints and queries about products.

WHAT WE DO FOR YOU
We have safely fast-tracked the average registration period for
food products from 10.5 days in 2018 to 1 day in 2020.

INSPECTIONS

We inspect local and international manufacturers of food, drugs and
medical devices, as well as retailers of these products. We strive to
ensure all food, animal fodder, pesticides, drugs, cosmetics, and
medical equipment and products made or imported to the Kingdom
comply with regulations, safety standards and consumer requirements.

The Operations Sector inspects drug factories and ware
houses. We also conduct inspections of companies in order to
confirm that the medical devices in health facilities subject to
maintenance by these companies operate at the highest level
of quality and efficiency to ensure the safe use of such devices.

One of the most important aspects of ensur-
ing food safety and quality is inspections. We
carry out inspections to verify the accuracy of
the stated ingredients of circulated foodstuff.
We inspect foodstuff during Customs clear-
ance, in production centres such as animal
slaughterhouses and food plants, and in the
market in places such as restaurants and retail
centres. We also inspect butcheries and other
meat sale outlets. This is done in coordination
with the Ministry of Municipality and Rural Affairs.

The SFDA's inspection work is present through-
out the production chain. It doesn’t start from
the port, but from the point of origin by follow-
ing the path to producers and manufacturers
abroad. These inspections ensure activities
are being done at international standards to
guarantee safety for the public. Wherever the
journey starts, you will find the SFDA there.

REGISTRATION AND LICENSING

We issue licences for establishments that fall under
the SFDA's purview, which include import and
export licences. We oversee e-services for supplier
registration of medical devices, cosmetic prod-
ucts, foodstuffs and animal fodder, and we receive
appeals filed against product classifications
and open accounts in the classification system.

We have overseen a rapid reduction in the time
it takes to register and process products. The
number of days needed to register food prod-
ucts has decreased dramatically between 2018

and 2020, from 10.5 days to just 1 day.
For fodder products, this was reduced from
163 days in 2018 to 15 days in 2020. The time

needed to register cosmetic products, meanwhile,
fell from 22 days to 1 day over the same period.

COMPLIANCE AND ENFORCEMENT

We ensure that food, drug, cosmetic, animal
fodder, pesticide and medical device compa-
nies and importers comply with laws and regu-
lations. We also monitor the compliance of
technical sectors with laws, regulations and
circulars. The SFDA supervises the application
of penalties against violators, which are issued
by the Ministry of Trade. Penalties can include
direct or indirect actions, and involve giving
instructions and suspending products from sale.

HALAL

The SFDA is working to support the expansion of
halal industries in Saudi Arabia and make it a hub
for the global halal sector. The SFDA Saudi Halal
Centre analyses food to make sure it aligns with
Islamic regulations and awards halal certificates
for food-related service providers. We issue regu-
lations for appointing halal certification bodies;
auditing halal facilities; authenticating certificates
issued by accredited bodies; and regulating the
use of the halal logo and any relevant follow-up
compliance. We conduct studies related to halal
in order to update and develop specifications.
A recent study focused on stun shock for poul-
try. This was carried out in cooperation with King
Faisal University’s College of Veterinary Medicine.

SFDA 30




31

The SFDA's Executive Directorate of Invest-
ment Development is the voice representing
the private sector within the authority. It seeks
to expand the SFDA's customer services and
incorporate the priorities of the private sector
into SFDA regulations. The executive directo-
rate was established in August 2020 in support
of Vision 2030, which calls for the private sector
to play a pivotal role in transforming health
care. A core target of Vision 2030 is boost-
ing foreign direct investment and strength-
ening national industry by localising more
production in the Kingdom, with close coor-
dination and alignment between the Ministry
of Investment and the SFDA to ensure cohe-
sive efforts to achieve health care objectives.

This is especially the case in health-related
industries. One of the key national goals for
reforming the health sector is to optimise
government costs and increase private sector
investment. The Ministry of Health intends
to privatise 290 hospitals and 2300 primary
health care centres by 2030. In doing so,
the government aims to reduce the burden

other Saudi government bodies. It is also respon-
sible for conducting collaborative partnerships
with local government entities. These partner-
ships are critical to achieving Vision 2030 goals.

The Ministry of
Health intends
to privatise 290
hospitals and 2300
clinics by 2030

WHAT WE DO FOR YOU

The Executive Directorate of Investment
Development is the voice that represents the
private sector in the SFDA.

SUPPORTING COMPANIES

We ensure all inputs and opinions of the
private sector are constantly incorporated into
new regulations, and we help to convey the
voice of companies when crafting legislation.
Our work is focused on increasing the satis-
faction customers feel when engaging with
the SFDA in areas such as licensing and regis-
tering products. We are contactable on our
toll-free number to answer enquiries, covering

of public spending while still advancing the
quality and capabilities of the sector. Recent
regulatory changes mean foreign companies
can operate with 100% ownership of health
care companies and participate in public-pri-
vate partnership projects. Having recently
implemented a decentralisation model and
health service delivery clusters, the sector is
committed to enhancing transparency, effi-
ciency and competition in pursuit of quality care.

everything from how to import, to what is and
is not permitted according to the regulations.

The executive directorate helps enhance confi-
dence in the SFDA's role locally and abroad by
increasing the effectiveness of communication
and responsiveness with customers, and boost-
ing international cooperation and participation.
By helping develop private sector activity, the
centre is also ensuring the availability of food,
drugs and medical devices through its support
for localisation of industry. Its main objectives
are enhancing the effectiveness of commu-
nication between the SFDA and customers;
improving the investment process; ensuring
strong business relationships with investors;
and building investment partnerships with
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TIMELINE OF THE COVID-19 PANDEMIC
IN SAUDI ARABIA

e December 31, 2019 — China alerts the WHO of
a pneumonia-like illness in Wuhan with an
unknown cause

e January 7, 2020 - China identifies outbreak as a
new coronavirus and signs of international spread
emerge

e January 2020 - Saudi Arabia forms emergency
Covid-19 committee headed by the Minister of
Health

® March 2, 2020 - First Covid-19 case recorded
in Saudi Arabia

e March 4, 2020 — National restrictions start to be
introduced, including the suspension of the
Umrah pilgrimage and public gatherings;
schools, universities and workplaces move online
e March 15, 2020 — National curfew introduced

* April 25, 2020 - Curfew restrictions start to
ease and safety precautions remain in place

* December 10, 2020 — SFDA approves the first
Covid-19 vaccine for use in the Kingdom
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WHAT WE DO FOR YOU

The SFDA has helped to ensure the
continued supply of food, medicines and
medical devices for citizens and residents
throughout the pandemic.

NATIONAL RESPONSE

Saudi Arabia has made huge efforts to combat
Covid-19. Since cases were first reported in
China, the government has proactively intro-
duced strict precautionary and preventive meas-
ures to combat the virus and reduce its spread.

The Kingdom formed an ad hoc Covid-19
committee at the end of January 2020 to
monitor and follow developments of the
pandemic. The committee comprised 24
government entities and was presided over
by the Minister of Health. Cross-government
coordination among state agencies became
essential to ensure an integrated and effec-
tive crisis management response. What would
previously have taken months to organise and

coordinate between ministries began to
happen in a matter of days due to the
proactive involvement and collabora-
tive spirit from all institutions. The level
of synergy among government entities
has been commended by the WHO and
several specialised organisations globally.

SFDA RESPONSE

The SFDA has been at the centre of the
government’s efforts to counter Covid-
19. As a leading actor in the Kingdom'’s
defence, the SFDA has worked through-
out the duration of the pandemic to
ensure the continued supply of food,
medicines and medical devices for citi-
zens and residents. It has done so in
cooperation with partners in the govern-
ment, as well as actors from across the
public and private health care sectors.

SUPPLY AVAILABILITY

During the peak of the crisis, the three
major areas that the SFDA regulates —
food, drugs and medical devices — were
in particularly high demand at a time
of unprecedented supply chain disrup-
tions. The Kingdom’s manufacturing
base needed to be repurposed and
supply chains made operational again
both inside and outside the Kingdom,
all while ensuring industry and distri-
bution activities were Covid-safe. The
SFDA played an essential role in ensur-
ing supply chains were both operational
and following new safety guidelines.

The SFDA played
an essential role in
ensuring supply chains
were both operational
and following new
safety guidelines

The SFDA has taken steps to ease import restric-
tions, accelerate registration processes, and provide
support to local factories and distributing companies
to ensure regulations do not obstruct the manufac-
turing or supply of products that could save lives. This
involved a number of new regulatory interventions.

Monitoring Stocks: The SFDA monitored national
stocks to facilitate the availability of medicines and
products that were in high demand. This has involved
daily follow-up and coordination with major phar-
macy chains to collect data on the stock of sanitisers
and masks. We conducted a national study on the
behaviour of citizens and residents in the use of masks
and sanitisers to help estimate the level of consump-
tion and future needs with regard to these products.
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Expediting Approvals: The SFDA expedited
the evaluation and authorisation process for
PPE such as masks, medical gloves and gowns,
ventilators and IVD diagnostic kits. It was one
of the first regulators to give emergency-use
authorisation for Covid-19 diagnostic tests.

The SFDA issued more than 3700 permits to
import more than 2.5 billion Covid-19 preven-
tive products from the beginning of the
pandemic through to the end of June 2020.

Fast-tracking Imports and Accelerating
Processing Times: The SFDA created a fast
track for the clearance of vital drugs and
medical devices required for the treatment
of Covid-19. The authority’s efforts included
expedited approvals of alternatives for out-of-
stock active pharmaceutical ingredients.

The SFDA also created fast-track approvals for
manufacturing and importing sanitisers. It was
particularly important to ensure that diagnos-
tic kits entered the country as quickly as possi-
ble and did not stay in transport for too long.

Repurposing Aircraft: The SFDA worked with
representatives of Saudi Airlines’ cargo opera-
tions on logistics efforts and had over 16 aircraft
bringing supplies to the country every day.

Enhancing Guidance Given to Producers and
Manufacturers: The SFDA worked closely with
producers and manufacturers, and published
an emergency pharmaceutical registration
guide. In addition, we supported local sci-
entists and researchers who worked on de-
veloping diagnostic options for Covid-19.
We worked 24/7 to process urgent import re-
quests, which involved addressing thousands
of inquiries and challenges facing the private
sector, such as hurdles to producing critical
supplies. These were dealt with immediately
over all days of the week and around the clock.

Maintaining and Increasing Local Production:
Major efforts were taken to boost production
capacity at local factories. The SFDA worked
with the Ministry of Industry and Mineral
Resources, the National Industrial Clusters
Programme, the Saudi Industrial Develop-
ment Fund and the Local Content Authority
to boost the output of prevention products.

We helped to oversee an expansion of Saudi
medical manufacturing — especially for PPE — to
cover a large share of domestic demand. We
produced guidance for manufacturing medi-
cal devices during the pandemic and helped
to ensure the availability of raw materials to
avoid supply line disruptions. The author-

‘ ‘ The SFDA was responsible for issuing
letters that allowed key industry personnel

to travel during the curfew in order to
facilitate manufacturing and monitor the

supply chains of food, drugs and

medical devices , ,

ity coordinated with the National Indus-
trial Clusters Programme and Saudi Basic
Industries Corp (SABIC) regarding the provi-
sion of raw materials related to the manu-
facture of masks and sanitisers. We also
strengthened partnerships with the private
sector to ensure abundant food supplies.

Furthermore, the SFDA reviewed fodder
stocks and the production capacity of facil-
ities to minimise interruption along the value
chain. In the medical devices segment, we
facilitated international collaboration by
encouraging Saudi medical device manu-
facturers to work closely with Korean
manufacturers to develop Covid-19 tests.

Issuing Travel Permits: The SFDA was
responsible for issuing letters that allowed
key industry personnel to travel during
the curfew in order to facilitate manu-
facturing and monitor the supply chains
of food, drugs and medical devices.

Suspending Exports: On March 2, 2020
Saudi Arabia suspended the export of phar-
maceuticals and medical devices to ensure
their availability for citizens and residents.
The SFDA noticed that a lot of travellers
were taking large quantities of PPE out of the
country at the beginning of the crisis, and
the authority brought a rapid stop to this.

Keeping Pace with Global Regulations:
We adopted global changes in medical
device regulation and regularly met with key
bodies, including the GHWP and the IMDRF.

Sanitiser: Ensuring the availability of sanitiser in
the Kingdom required significant efforts. At the
beginning of the pandemic Saudi Arabia was at
risk of depleted stocks for hand sanitiser, with nine
local manufacturers of the product. The SFDA
worked with SABIC and Saudi Aramco to bring
in raw materials and within a few weeks was able
to secure more than 11,000 tonnes from outside
the Kingdom. The authority also helped boost
local production of sanitiser so that 70 manufac-
turers were producing more than 4 million litres.

Masks: Demand rose from 100,000 masks per
day to 4 million-5 million per day. The SFDA was
able to import nearly 1 billion masks in one month.
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VACCINE PREPARATION

The SFDA went to great lengths to make sure a safe
and effective Covid-19 vaccine would be available
to the country. This included proactive engage-
ment with vaccine producers to combat obstacles
that might cause supply shortages. We created a
fast track to evaluate pre-clinical and clinical studies
of Covid-19 vaccines, and issued a weekly scientific
report intended for vaccine and pharmaceutical
stakeholders. Another fast track was established
to review clinical trial protocols and approve an
international joint clinical trial for treating Covid-19.

PUBLIC AWARENESS CAMPAIGNS

The SFDA launched an effective public commu-
nications campaign to enhance Covid-19 aware-
ness. This targeted health workers, biomedical
and clinical engineers, food specialists, work-
ers in food production facilities and consumers.

Initiatives under the campaign included enhanc-
ing the SFDA Tameni app by creating a Covid-19
information page that shared updates, warnings,
initiatives and measures taken by the author-
ity. The app also allowed consumers to locate
pharmacies where sanitisers and face masks
were available to purchase. The April-May 2020
Ramadan At Home initiative focused on follow-
ing a healthy diet and avoiding food poisoning
during the month of Ramadan, in addition to
safe and correct practices to taking medicine.

The SFDA produced leaflets on shopping safely
to prevent the spread of Covid-19 during essential
trips to the store. These detailed how to prevent
transmission of the virus and offered advice

for delivery representatives. We published
awareness material online to promote public
health during the pandemic, including nutri-
tion advice and how to maintain a healthy
lifestyle. Moreover, the authority conducted
online webinars on topics such as the safe
use of medical devices, as well as online
workshops to alleviate the public’s concerns
that food might be a vehicle for the virus.

SAFETY MONITORING

The SFDA carried out a number of tests on
important products to fight the pandemic,
including a test for detecting microbial
contamination of medical masks; water-
proofing tests for medical gloves; and a
test on sterile medical products packaging.

We also verified the safety and compli-
ance of sanitising products. As these prod-
ucts shot up in importance and demand,
we launched a programme to test the qual-
ity of sanitisers and look at potential toxicity
levels in ingredients. It was found that some
manufacturers were using ethanol, which is
toxic. As a result, orders were made to with-
draw substandard products from the market.

Relying on technology, the SFDA instituted
virtual inspections for some institutions and
manufacturers — a move that protected the
health of the SFDA team, created efficiencies
and expedited the application of technol-
ogy in more operations. Instead of traveling
200 km, SFDA teams arranged virtual meet-
ings so that assessments could be made.

SAFETY GUIDANCE
We enhanced communication with manufac-
turers and published a number of guides on
new safety protocols. Examples include a
clinical study guide for pharmaceuticals
during the pandemic and guidance
for protective measures in fodder
facilities to ensure contin-
ued operation. We reached
out to manufacturers to
ensure the safety, effi-
cacy and performance

of medical devices, and conducted mainte-
nance if needed. Additionally, we distributed
safety guidance for health care practition-
ers that included best practices when using
medical face masks, ventilators and isola-
tion units. We also produced recommenda-
tions on how to support business remotely.

ADAPTING OUR SUPPORT

Within a week the SFDA moved its call centre
online and gave all staff the ability to work
from home to protect the health of employees.

SUPPORTING OTHERS THROUGH
INTERNATIONAL ASSISTANCE

The SFDA has worked with and supported the
international community during the Covid-19
crisis. This included supporting other coun-
tries, sharing knowledge and experiences,
and providing consultations to ensure others
were equipped to respond. Support was given
across the GCC, the eastern Mediterranean
and worldwide. Efforts included participating in
the WHO consultative task force on regulating
PPE, and studying and adopting PPE specifica-
tions — including for face masks — with the GCC
Technical Committee 11 on Medical Devices
and Supplies. We supported countries in medi-
cal device regulation through the SFDA-WHO
Collaboration Centre for Medical Devices.

In May 2020 the SFDA participated in a WHO
meeting in support of the African Medical
Devices Forum. The SFDA provided its exper-
tise on medical devices in areas including
Covid-19 tests, PPE, ventilators and post-mar-
ket surveillance reporting. We convened an
emergency Heads of Food Agencies Meeting
in August 2020 where each country shared
challenges they faced and their business conti-
nuity plans, which proved to be a success.

PREPARING FOR FUTURE PANDEMICS
The SFDA learned a lot from the Covid-19
pandemic. We now have the experience and
knowledge to ensure national stocks of food,
drugs and medical devices, and can protect the
safety of employees in the event of a future crisis.
We are continuing to work on several policy

The authority created
a fast track to evaluate
pre-clinical and clinical

studies of Covid-19
vaccines

regulations and collaborating with the international
community to share as much information as possible
on lessons learned and preparations for the future. In
this vein, we can rely on technology much more than
previously thought to communicate during a crisis.

The SFDA is engaged with a lot of projects, including
on national security for medication, medical devices
and food. We are assessing where there were gaps
that need to be plugged and what investment is
required to do this. So far we know that more focus
is needed on local manufacturing of medication and
medical devices, thus we continue efforts on our long-
term goal of bringing businesses into the Kingdom to
set up manufacturing operations, especially for PPE.

The country also needs to further diversify its
food supply chains and expand the sources it
buys food from to avoid single-source prod-
ucts. Advanced international collaboration in
this and other regards will be critically important.
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General Supervision

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

Coordination, Follow-up and Execution

Ms. Alaa F. Sindi
International Cooperation Department

Mr. Saif A. Alali

Data Support and Review

Dr. Hamoud A.
. Food Sector
AlNughaymishi

Dr. Razan J. Asally

Medical Devices Sector
Ms. Aljohara H. Alsaadoon

Mr. Abdullah M. Thabit Research and Laboratories Sector

Consultant
Abdulrahman S. Al-Gifari

Operations Sector
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