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Abstract

This research aims to identify and evaluate the key legal issues in local vaccine
production in Saudi Arabia, as outlined in the provisions of Vision 2030. It
examines how evolving domestic legal frameworks—including sectoral laws,
regulatory reforms, and national policies—enable or limit successful vaccine
localization. Through qualitative documentary analysis, the study finds that
Saudi Arabia’s legal reforms have significantly improved the regulatory envi-
ronment, enabling the rapid development of local partnerships and manufac-
turing capacity. However, Vision 2030, while driving broad policy change, is
ultimately a high-level catalyst. The effective realization of local vaccine man-
ufacturing depends on granular legal adaptation, stronger enforcement, sus-
tained interagency coordination, and continual legal learning. These legal ad-
vances have important implications for public health law, boosting resilience,
access, and system reliability. The paper concludes with policy recommenda-
tions for maximizing the opportunities and addressing the persistent barriers
encountered in Saudi vaccine law as the country continues its journey toward
health sovereignty.
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1. Introduction

Saudi Arabia has implemented measures to regulate the pharmaceutical industry,
given its significant importance in the country’s healthcare system. At the outset,

pharmaceutical regulations in Saudi Arabia primarily focused on ensuring the
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safety, efficacy, and quality of all pharmaceutical products (Tawfik et al., 2022a).
This matched international standards, such as those recommended by the World
Health Organization (WHO) and the International Council for Harmonization of
Technical Requirements for Pharmaceuticals for Human Use. With an oversight
role, the Saudi Food and Drug Authority (SFDA) ensured these regulations were
in place and that pharmaceutical products attained the required safety and quality
standards before they were allowed into the market for distribution and sale.

In the early stages, Saudi pharmaceutical and health law was predominantly re-
sponsive, externally modeled, and designed for safety, but little more in terms of
the legal language for biotechnical or vaccine innovation (Mani & Goniewicz,
2024). As the global map of health threats evolved (like COVID-19 and other
threats), it became increasingly clear to Saudi Arabia that it was time to move away
from general regulations. Similar transition was observed in other sectors, such as
cybersecurity law (Alshammari & Singh, 2018; Singh & Alshammari, 2020; Singh
& Alshammari, 2021), digital legal modernization (Singh & Alshammari, 2021;
Singh & Alwagqaa, 2023; Singh & Alodaynan, 2023; Alhulail & Singh, 2023), eco-
nomic legal restructuring (Alam et al., 2022; Singh et al., 2022a, 2022b; Abubakar
et al., 2024; Alam et al., 2025), etc. The healthcare transformation occurred when
“localization” became the national priority. The ability to produce and distribute
natjonally became a public health and national security issue.

As time has passed, Saudi Arabia’s legal frameworks regarding vaccine production
have become increasingly complex and detailed. In Saudi Arabia, legislative efforts
have built upon the initial regulatory foundations to create more specific legal
codes that address the details of vaccine production (Alshehri et al., 2023). These
laws cover many parts of the industrial process, from getting raw materials to get-
ting finished goods to customers. They also have rules for approving and licensing
vaccine manufacturing facilities to make sure they fulfill the necessary safety and
quality criteria. These legal standards are very important for helping local busi-
nesses and biotech corporations work together, which is in line with national
health goals. The law changes show a clear commitment to the ability of local
manufacturing and stress the need for a domestic pharmaceutical market in Saudi
Arabia’s pharmaceuticals sector (Alshehri et al., 2023). These changes make local
rules better by making it easier to get things approved and ensuring better quality
control.

Even though Saudi Arabia’s localization strategy has made headway, issues with
implementation and the way that jurisdictional conflicts work together have al-
ways been important roadblocks (Alzahrani & Harris, 2021). Following the rules
is a big difficulty when it comes to shifting vaccine production to other nations. It
is challenging to get local and sectoral norms to agree with each other. Saudi Ara-
bia requires a strong legal system that helps local businesses, has an impact on
global legal challenges, and handles difficulties with rules. Consequently, the cur-
rent study examines the legality of localizing vaccine manufacturing in Saudi Ara-

bia, focusing on the interaction of domestic legislation, regulatory reforms, and
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policy adjustments within the Vision 2030 framework.

It is essential to note that Saudi Arabia is undergoing a significant transfor-
mation due to its Vision 2030 government initiative (Rehman et al., 2025). Saudi
Arabia has put a number of legal reforms in place as part of its Vision 2030. These
legal measures also include protections for local manufacturing, knowledge and
innovation management, and the readiness of medical crisis response systems
(AL-Eitan et al., 2025; Alghamdi, 2025). This study aims to investigate the effect
of Saudi legislation, regulatory frameworks, and interagency norms on the ad-
vancement of domestic vaccine production in Saudi Arabia. Accordingly, the cur-
rent research endeavors to answer the following research questions:

RQI1: How does Vision 2030 influence the legal strategies regarding local vac-
cine manufacturing?

RQ2: How do Saudi domestic laws and related regulations support local vaccine
manufacturing?

RQ3: What are the implications of local vaccine manufacturing for public health

law in Saudi Arabia?

2. Literature Review

The laws in Saudi Arabia that govern vaccine production have changed a lot
throughout the years. At first, the main focus was on the rules that govern the
making of drugs in general. But vaccinations are not the same as other drugs. Vac-
cines usually involve complicated biological processes and need strict quality con-
trol to make sure they are safe and work. Tawfik et al. (2022a) assert that more
advanced legal frameworks are essential to tackle the distinct issues associated
with vaccine manufacturing. New legal remedies to these specific difficulties are
frequently based on hope, but problems with implementation and the way that
different jurisdictions interact with each other are often big obstacles (Alzahrani
& Harris, 2021). One of the legal issues that comes up when vaccine manufactur-
ing is moved to different places is following the rules. These problems show how
hard it is to make local and sectoral standards work together in a world that is
changing quickly (Tawfik et al., 2022b).

Saudi Arabia’s laws around making vaccines have changed over the years as a
result. The legal reforms show a clear commitment to the ability of local produc-
tion. This is shown in the research of Alshehri et al. (2023), who stressed the ne-
cessity for legal reform to boost the local pharmaceutical market in the Saudi Ara-
bian drug industry. These legal changes are meant to strengthen domestic rules
by making the approval process easier and better quality control through specified
requirements.

According to Alshehri et al. (2023), Saudi Arabia established regulatory foun-
dations to develop more specific legal codes tailored to the details of vaccine
development. These encompassed various aspects of the production process,
from sourcing raw materials to distributing finished products. Recently, Saudi

Arabia has introduced guidelines to streamline the approval and licensing of
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vaccine manufacturing facilities under the Vision 2030 framework (Halwani et
al., 2023). These Saudi legal enhancements have a positive influence on facilitat-
ing the local vaccine manufacturing and public health in Saudi Arabia (Alshehri
et al., 2023).

The establishment of a pertinent legal framework can provide a solid founda-
tion to support vaccine manufacturing; however, the development of effective
compliance mechanisms is equally important. Ensuring compliance (for example,
with the vaccine legal framework) requires solid enforcement mechanisms and a
capacity for effective monitoring and regulation (Kumari & Singh, 2022; Alhamad
& Singh, 2022). Mirza et al. (2023) note that gaps often exist in the enforcement
mechanisms that regulate the vaccine production process. As Al-ghaith et al. (2020)
point out, a primary issue is ensuring compliance with regulations throughout the
entire supply chain. This includes manufacturers, suppliers, distributors, and
other stakeholders involved in the vaccine production process. Another parame-
ter involves aligning local regulations with international standards. Although
Saudi Arabia’s legal frameworks typically align with international standards, some
discrepancies still exist in certain areas, which can present challenges for local man-
ufacturers (Niazi, 2023; Singh & Kumari, 2023).

Local vaccine production is vastly important for public health law in Saudi
Arabia. This move is important because it enhances the country’s capacity to pro-
duce vaccines and, simultaneously, assumes wider legal and regulatory frameworks
that would ensure the country’s health security. Recent studies have begun to
fill the knowledge gaps regarding the potential impacts of local vaccine produc-
tion on public health law. Yet, an in-depth legal analysis is typically directed
toward appreciating these implications and, in turn, creating an effective legal
framework. As noted by Mirza et al. (2023), much of pharmaceutical policy re-
mains to be further researched, especially concerning local vaccine production.
Niazi (2023) mentioned that localization should be supported by adequate legal
measures to ensure the availability of vaccines for all sections of the population,
particularly vulnerable groups. The legal systems of Saudi Arabia require signif-
icant change to support these principles, with full support for local vaccine pro-
duction.

Fair access and distribution of vaccines is a key part of the law of public health
(Alrasheedy et al., 2024). Legal provisions should outline the liability in case of
adverse reactions and, more importantly, ensure that victims have access to com-
pensation. This should be one of the major factors that will maintain public trust
in vaccines produced within Saudi Arabia and simultaneously ensure that manu-
facturers are held liable for their products. The question of liability extends to the
question of side effects of locally produced vaccines. Local vaccine production has
major implications for public health law. As noted by Mirza et al. (2023), this in-
cludes raising regulatory standards for national health security. Niazi (2023) em-
phasized that localization should be supported by legal measures to ensure access

to all, particularly vulnerable groups. Liability in case of adverse reactions must be
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addressed clearly (Kang et al., 2024). Al-ghaith et al. (2020) highlighted that qual-
ity control is critical to national supply continuity and safety. Legal systems should
also deal with the cost of locally made vaccines. Alzahrani & Harris (2021) advo-
cated that localized production should consider economic impacts on consumers.

To overcome the regulatory, administrative, and financial challenges of critical
sectors vital to its economy, Saudi Arabia formulated the Vision 2030 government
program. The economic pillars of Vision 2030 are inseparable from its legal goals.
It intends to create an enabling environment for investment and the growth of
non-oil sectors (Nair et al., 2024). Among the significant features is the enactment
of new policies and regulations that promote the enhancement of biotechnology
and pharmaceutical industries, which enhance the country’s capacity for local vac-
cine production. Vision 2030 calls for changes to the legislative system, which in-
clude making regulatory procedures better. Vision 2030 sets the stage for legal
changes. Vision 2030’s legal changes include tax breaks, easier licensing processes,
and the promotion of strategic research and development (R&D) collaborations
(Singh & Alhulail, 2023; Singh & Aziz, 2025). The Digital Health Strategy and the
National Industrial Development and Logistics Program are two ways that Vision
2030 has affected the legal framework. Both of them encourage biotechnology to
move forward and the legal framework to be brought up to date (Alarifi et al.,
2025). Vision 2030’s legislative frameworks make it easier for new technologies to
work together (Mani & Goniewicz, 2024). Vision 2030 has begun a necessary move-
ment for Saudi Arabia to produce its own vaccines. Saudi Arabia has established
R&D centers under Vision 2030, focusing primarily on biotechnology. There are
both legal and financial reasons for new vaccination concepts to support these
centers (Mani & Goniewicz, 2024). Vision 2030 has brought about the formation
of a necessary legal framework, revisions to regulations, financial incentives, and
strategic partnerships that all work together to build a strong local vaccine manu-
facturing capability.

Saudi Arabia has endeavored to make the norms and laws tougher, develop a
clear legal framework for developing vaccines. In 2025, Saudi Arabia set up a new
legal framework for the Saudi Food and Drug Authority (SFDA) to ensure that
laws and regulations are followed. Therefore, this new SFDA legislative frame-
work was created in 2025 by changing and adding to the old statute from 2007
(Meysan, 2025). The SFDA’s original laws were published as Royal Decree No.
M/6 (25/1/1428H) (GAFDS, 2007). Changes to the laws up to 2025 can be found
on the Istitlaa consultation platform (Istitlaa, 2025). Also, the 2025 legislative
framework was added to by the Executive Regulation of the Food Law, the Regu-
lations and Requirements for Conducting Clinical Trials on Drugs (Version 3.0),
and the Data Requirements for Submission of Human Drugs (Version 4.0)
(SEDA, 2025).

This new legal framework is meant to make medicines, medical equipment, and
other health-related goods safer, more useful, and more effective. The new law

gives the SFDA the power to make rules, monitor safety, and operate the process.
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Article 3 of the new SFDA law makes it clear that the SFDA is responsible for
giving people vaccines. The new SFDA statute gives the SFDA the power it needs
to do its job well (Meysan, 2025). The SFDA sets the rules for issuing approval
and licenses to places that develop vaccines. The SFDA makes sure that vaccina-
tions are safe and work properly in Saudi Arabia by making sure that the right
steps are taken in the production process (Covarrubias et al., 2022; Arab et al.,
2025). The SFDA has to grant the go-ahead for vaccine producers to commercial-
ize their products. This guarantees that vaccines are both safe and efficacious
(Alhossan et al., 2022). The SFDA has strict rules for vaccine makers about quality
control, validation, and regularly sending in clinical study data and reports. The
SFDA has reached WHO maturity level 4, which is a big deal because it is one of
the most respected groups in the world for vaccines and drugs. These kinds of
reforms could help Saudi Arabia become a regional center for developing vaccines
and be less dependent on imports, which is in line with the goals of its Vision 2030
program.

The localization of vaccine production has major effects on Saudi Arabia’s pub-
lic health laws. It can help the country make sure that all residents have equitable
access to vaccines and also make the country’s health security better by boosting
its ability to make vaccines at home. A law that ensures such local manufacturing
would strengthen regulatory standards and promote greater self-sufficiency,
thereby reducing dependence on imported vaccines and a fragile global supply
chain. Public health priorities support local production facilities to ensure that
legal provisions are aligned with national health strategies, promoting sustainable

access to essential vaccines.

3. Methodology

The methodology used in this research is broadly qualitative, involving a system-
atic analysis of all legal texts and frameworks related to vaccine production.
Hence, it involves a detailed scrutiny of national legislation, local regulations, and
Vision 2030 directives. The qualitative approach is chosen due to its ability to cap-
ture the complexities and interrelations between diverse legal provisions, provid-
ing a nuanced view of the legal environment.

The analysis specifically encompassed primary national legal instruments per-
taining to public health and pharmaceutical regulation (e.g., Royal Decrees and
Council of Ministers’ Decisions); regulatory texts issued by the SFDA (e.g., guide-
lines regarding licensing, clinical trials, Good manufacturing practices (GMP));
and strategic policy charters under Vision 2030, including the National Industrial
Development and Logistics Program (NIDLP) and health security initiatives.

The analysis employed the comparative legal method through a review of rele-
vant policies, frameworks, and legal documents. Therefore, this methodological
framework is crucial in providing an account of the similarities and variations in
the legal texts, facilitating a proper comprehension of the legal constraints and

opportunities in the localization of vaccine production.
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4. Findings
4.1. Vision 2030’s Influence on Legal Strategies (RQ1)
4.1.1. Vision 2030, Legal Drive, and Technology Integration

Vision 2030 is a comprehensive plan for Saudi Arabia that aims to reduce its de-
pendence on oil and create a sustainable economy based on innovation (Al-Mam-
ary & Singh, 2025). Vision 2030 aims to create an atmosphere that helps different
parts of the Saudi economy grow. A key part of this vision is to improve the bio-
technology and pharmaceutical industries in making vaccines in the same place.
The legal frameworks under Vision 2030 enable the use of cutting-edge technolo-
gies like big data analytics and artificial intelligence to speed up vaccine develop-
ment and improve quality control (Alghamdi, 2025). The National Strategy for
Digital Transformation underlines how crucial it is to employ technology in
healthcare, which is highly important for manufacturing vaccines. This plan un-
derlines how important it is to have a robust digital infrastructure to help with

research, development, and production (Mani & Goniewicz, 2024).

4.1.2. Regulatory Frameworks and SFDA Role

The SEDA assists local producers by teaching them more about regulations, which
lets them compete with big firms from other countries while still meeting global
standards, in line with the aims of Vision 2030 (Arab et al., 2025). The National
Industrial Development & Logistics Program makes the industrial sector stronger
by helping local firms make things better. Vision 2030 gives local businesses a
number of legal ways to get aid. The SFDA framework monitors the process of
making vaccines, which must be very safe and effective. Vaccines that meet certain
requirements, such as those for public health emergencies, can be licensed fast
(Meysan, 2025). Local rules are brought up to date with global standards, as those
defined by the World Health Organization and the World Conference on Harmo-
nization (Alhossan et al., 2022). GMP requirements have been made easier to fol-

low so that quality and safety criteria are satisfied (Covarrubias et al., 2022).

4.1.3. R&D and Scientific Development

The laws and policies of Vision 2030 are supposed to help make vaccines effec-
tively. These regulations and legislation put a lot of focus on R&D. The Scientific
and Technological National Agency supports research that will help the country
meet its health goals. This agency encourages colleges, research centers, and pri-
vate businesses to work together. It endeavors to make Saudi Arabia a player in
the global biotechnology industry by putting in place laws that encourage R&D
(Alshehri et al., 2023).

4.1.4. SEZs and Fiscal Incentives

Saudi Arabia has created special economic zones (SEZs) as part of its Vision 2030
plan to attract investors from inside and outside the country by offering tax
breaks, simpler rules, and modern infrastructure (Alam et al., 2025). Setting up

SEZs is one approach to get people to invest in developing vaccines in the area.
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Businesses in SEZs pay less in corporate taxes. Exempting and cutting taxes (such
as corporate tax) that make vaccines in Saudi Arabia is a financial incentive given
to the firms (Alam et al., 2022). The Saudi government provides grants and fund-
ing programs that help companies in the biotechnology sector (such as to produce

vaccines locally) (Nair et al., 2024).

4.1.5. Strategic Partnerships and Innovation Ecosystems

Under the Vision 2030 framework, strategic partnerships promote innovation and
self-reliance in localizing vaccine manufacturing. Saudi Arabia encourages local
firms to form partnerships with international biotech companies to transfer
knowledge and best practices (Alshehri et al., 2023). These partnerships are struc-
tured through joint ventures or licensing agreements. Setting up innovation hubs
under Vision 2030 supports these collaborations (Mani & Goniewicz, 2024). Part-
nerships with academia give access to research and skilled labor. Public-private
partnerships enable resource sharing and risk mitigation (Abubakar et al., 2024).
Legal support forms the contractual basis. These partnerships enhance local ex-

pertise and position Saudi Arabia in global vaccine production.

4.2. Domestic Laws Supporting Vaccine Production (RQ2)

4.2.1. Streamlining Vaccine Approval Laws

Saudi Arabia has introduced a new legal framework under the revamped SFDA
law (2025) to address past delays in vaccine approvals. Previously, regulatory pro-
cesses were slow and misaligned with public health emergencies. The traditional
approval methods caused significant delays. The reforms aim to shorten timelines
by allowing early dialogue between manufacturers and regulators, enabling con-
ditional approvals based on preliminary data with post-marketing surveillance
(Meysan, 2025). The SFDA has established a specialized team to manage vaccine
approvals, collaborating with global authorities to align with international stand-
ards. Digital systems have also enhanced transparency and speed up submissions
(Kumari & Singh, 2022; Alhamad & Singh, 2022).

4.2.2. Quality Assurance and Regulatory Oversight

Legal reforms emphasize strict quality control to ensure the safety and efficacy of
vaccines. New measures require thorough validation during all stages—preclini-
cal, clinical, and post-marketing. Under quality assurance (QA) initiatives, man-
ufacturers are subject to regular audits and inspections, with penalties for non-
compliance (Arab et al., 2025). Saudi Arabia collaborates with global agencies to
adopt best practices and enhance domestic standards, with the broader aim of im-
proving its export potential and strengthening its position in the global vaccine
market (Covarrubias et al., 2022; Alhossan et al., 2022).

4.2.3. Intellectual Property and National Alignment
Intellectual Property (IP) regulations protect the rights of inventors and firms in-
volved in vaccine development (Niazi, 2023). Legal IP protection for local produc-

tion of vaccines incentivizes R&D. The Saudi legal framework includes IP protec-
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tions to ensure trust between local and international partners. Revamped SFDA
legal framework (2025) encourages vaccine development aligned with national
health needs and provides mechanisms for oversight, monitoring, and accounta-
bility (Alshehri et al., 2023). These initiatives help Saudi Arabia enhance self-suf-
ficiency in healthcare and support its goal of becoming a regional biotech hub,
contributing to global health security (Tawfik et al., 2022a; Halwani et al., 2023).
Saudi Arabia links its legal structure with international intellectual property trea-
ties, particularly the TRIPS Agreement of the World Trade Organization. TRIPS
safeguards pharmaceutical discoveries to enhance their appeal and facilitates
knowledge transfer; nevertheless, it simultaneously enforces patent protection re-
quirements that may hinder local manufacturers from creating generics or bio-
similars (Tawfik et al., 2022a).

4.3. Public Health Law Implications of Local Manufacturing (RQ3)

4.3.1. Legal Foundations for Local Vaccine Production

Saudi Arabia has revamped the SFDA legal framework to support local vaccine
production, including provisions for setting up manufacturing plants, ensuring
quality control, and promoting technology transfer (Meysan, 2025). These legal
reforms address public health priorities by enhancing domestic production and
facilitating rapid responses to health crises. SFDA regulations enforce safety
standards, which are critical to overcoming vaccine hesitancy (Alrasheedy et al.,
2024). Digitization and regulatory adjustments further streamline processes, en-
suring timely vaccine approval and distribution (Kumari & Singh, 2022; Alhamad
& Singh, 2022). This legal infrastructure plays a crucial role in enhancing national
health security and bolstering the healthcare system’s resilience (Alarifi et al.,
2025).

4.3.2. Public Access, Equity, and Affordability

Local manufacturing reduces dependence on imports and enhances vaccine avail-
ability (Tawfik et al., 2022a). Laws supporting domestic production contribute to
lower vaccine costs—up to 25% less. Since the Saudi government subsidizes
healthcare, this cost reduction is helpful for the Saudi government to modernize
its health services effectively (Nair et al., 2024). Legal mandates ensure distribu-
tion to underserved populations, including rural and low-income communities,
promoting vaccine equity (AL-Eitan et al., 2025; Alrasheedy et al., 2024). Such
developments ensure quicker access, fairer distribution, and better coverage dur-

ing health emergencies.

4.3.3. Strengthening System Responsiveness and Oversight

Legal frameworks guide national vaccination programs by coordinating policy
formulation, storage, and logistics for delivery. SFDA-led inspections and quality
checks ensure adherence to high standards, protecting public health and reinforc-
ing trust in local vaccines (Arab et al., 2025). Provisions for data collection on vac-

cination rates, adverse events, and public health outcomes help target interven-
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tions where needed (Kang et al., 2024). The revamped SFDA legal framework
(2025) supports flexible responses to new challenges—which is demonstrated by
expedited approvals during health emergencies—ensuring that vaccine produc-
tion and distribution remain adaptive to emerging threats (Meysan, 2025). This
legal evolution positions Saudi Arabia to better manage future health crises with
strengthened preparedness and accountability (Alarifi et al., 2025).

To enhance the legal harmonization between local and international norms,
extensive research on suggested legal innovations is impeded by significant im-
pediments to implementation and existing jurisdictional conflicts. The primary
concerns were the safeguarding of intellectual property and adherence to legis-
lation; these legal obstacles require meticulous management. Meticulously es-
tablished collaboration agreements can mitigate jurisdictional issues and en-

hance efficacy.

5. Conclusion

Through the strengthening of domestic manufacturing capabilities, the localiza-
tion of vaccine manufacturing under Vision 2030 has significant implications for
public health laws in Saudi Arabia, as it can help the country ensure equal access
to vaccines among all citizens and improve its national health security (AL-Eitan
et al., 2025). Evidence and analysis in this study demonstrate a unique shift in
domestic law from generalist, static regulations to sectoral codes (Alshehri et al.,
2023). The new SFDA legal framework 2025 ensures that local manufacturing
makes provisions stronger for regulatory standards and greater self-sufficiency,
thereby reducing reliance on imported vaccines and the global supply chain (Arab
et al., 2025).

Vision 2030 seeks to reduce reliance on oil and establish an innovative, sustain-
able economy (Mani & Goniewicz, 2024). Enhancing the localization of vaccine
manufacturing in the pharmaceutical and biotechnology industries is a crucial
component of Vision 2030. Encouraging cooperation between academic institu-
tions, research institutes, and commercial businesses, Vision 2030 acknowledges
R&D in the legal and policy framework. Tax breaks and simplified regulations in
SEZs attract investment (Nair et al., 2024). Under Vision 2030, strategic alliances
promote information sharing, innovation center development, and collaboration
between regional businesses and global biotech enterprises.

Saudi Arabia has implemented policies to regulate the pharmaceutical sector,
with a focus on quality, safety, and efficacy. These measures underscore the im-
portance of a domestic pharmaceutical industry and facilitate partnerships be-
tween local businesses and biotech enterprises. The new SFDA framework for
2025 deals with delays in vaccination approvals. The new SFDA rules help Saudi
Arabia reach its goal of becoming a regional biotech powerhouse and ensure that
vaccine development meets public health needs.

There are provisions in the new SFDA framework for building plants, keeping

an eye on quality, and sharing information. These rules make it easier to respond
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rapidly to health emergencies and increase local manufacturing. The SFDA makes
safety rules to get people to be vaccinated. Getting approval and sending out goods
has become easier because of digitization and changes to the procedures. Vaccines
are easier to get when they are made locally, and there is less need to import them.
Laws that ensure vaccines get to people who need them, such as people in rural or
low-income areas, help make immunizations more fair. People are more inclined
to trust local vaccines because the SFDA monitors them for quality and safety
(Kang et al., 2024). The new SFDA 2025 law will speed up approvals in an emer-
gency, ensuring that manufacturing and distribution can keep up with new de-
mands. This update in the law makes people more responsible and prepared
(Alarifi et al., 2025).

This paper offers an extensive analysis of the legal implications of localizing
vaccine production, including domestic legislation, regulatory reforms, and legal
adjustments in accordance with Vision 2030. Saudi Arabia’s emphasis on locali-
zation aids in the development of vaccines that meet both regional and interna-
tional standards (Tawfik et al., 2022a). SFDA is considered one of the best regula-
tory organizations, and it has attained level 4 of WHO maturity. If Saudi Arabia
follows the ideas in Vision 2030, these kinds of improvements could make it a
regional center for vaccine production, which would make it less dependent on

imports.

6. Recommendations and Future Research

Saudi Arabia should concentrate on incorporating contemporary legal trends and
technologies into its vaccine production system. It should do an assessment to see
if digital health technology may help make vaccination distribution systems more
efficient and make it easier to follow the rules. Legal scholars and policymakers
should collaborate to enhance the localization of vaccine production in Saudi Ara-
bia. Saudi Arabia’s legal and policy framework should make sure that its health
laws are strict and that people can get the vaccines they need sustainably.
Looking ahead, several key areas likely require additional research and devel-
opment. These efforts could enhance the effectiveness of Saudi Arabia’s legal frame-
works for vaccine production. The regulatory process could include new technol-
ogies and ideas. Using digital technologies like blockchain and AI can make reg-
ulation more open and efficient. This can make it easier to monitor and enforce
compliance. Future research should examine these developing technologies and
their implications for the healthcare sector in Saudi Arabia, especially with the
localization of vaccine production. Moreover, subsequent research could seek to
empirically evaluate the effectiveness of recent legislative reforms, for instance, by
measuring variances in vaccine clearance delays or assessing local production

rates.
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