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MEET EACH OTHER 



GCC Health Market 

By Jan 2020 – Research and Markets 

$20+ Billion Pharmaceutical Market in the GCC, 2020-2025

* Saudi Arabia Dominates with 50% Market Share



Why GCC Health Market is Growing  
Value of private healthcare market in GCC to hit $94bn by 2021



WHAT IS REGULATORY 
AFFAIRS AS A PROFESSION



REGULATORY AFFAIRS is a profession developed from the

desire of governments to protect public health by controlling

the safety and efficacy products in areas including

pharmaceuticals,

medical devices, cosmetics and veterinary medicines,

pesticides, agrochemicals and complementary medicine

What is Regulatory Affairs as a profession?

In Summary, all medical products must meet three criteria:

Quality

Safety

Efficacy



“All Substances are poisons: there is none which is not a poison. The right 
dose differentiates a poison and remedy (medicine) ”

Paraceisus (1493-1541)



WHY HEALTHCARE 
NEEDS TO BE 
REGULATED ?



• Consumers are not in a position to make decisions about when to use drugs,
which drugs to use, how to use them and to weigh potential benefits against
risks as no medicine is completely safe.

• The use of ineffective, poor quality, harmful medicines can result in
therapeutic failure, exacerbation of disease, resistance to medicines and
sometimes death.

• Healthcare professionals (medical doctors, pharmacists) nowadays are not
in capacity to take informed decisions about all aspects of medicines without
special training and access to necessary information.

• Governments have the responsibility to protect their citizens in the areas
where the citizens themselves are not able to do so.

• Governments need to establish strong national regulatory authorities (NRAs),
to ensure that the manufacture, trade and use of medicines are regulated
effectively.



Why is Regulatory Affairs Needed? 

• Drug development and commercialization is highly regulated. 

• The path to drug registration (Marketing Authorization) is paved with good 
intention but can be complicated. 

• keeping track of the ever-changing legislation in all the regions in which a 
company wishes to distribute its products. 

• Reduce the time taken for a product to reach the market and take steps to ensure 
the products remain on the market. 

• Regulatory affairs is the point of contact between the company and regulatory 
authorities



HISTORY & EVOLUTION 

OF  REGULATORY 

AFFAIRS



➢ Medieval time in Muslim countries : preparation of medicine inspected by the 

Muhtasib ( an official Supervision also Bazaars and schools, etc. )

➢ His duty was to ensure that, public business was conducted in accordance with 

the Islamic law

➢ Ancient Egypt in the 1st Century BC: written laws regulated physician how to treat 

patients with medicines - punishment also mentioned if not obeyed.



- Elixir Sulfanilamide, prepared using DEG (a poison)

- More than 100 deaths in 1937

- This incident led to the passing of the 1938 Federal

Food, Drug and Cosmetic act.

USA KSA

- The was old regulation however

- SFDA: Saudi FDA was established 2003

EU

The main objective: control of Quality, Safety

and Efficacy, for well defined legislation

(1964).

UNITED KINGDOM

- Due to consumption of Bovine Spongiform Encephalopathy

(BSE) infected meat

- The legislation pertaining to Bovine Spongiform

Encephalopathy (BSE) and Transmissible Spongiform

Encephalopathy (TSE) free use of materials have come into

place.

KUWAIT

Regulation guideline  was applied on 2008 

UAE

The lasts Regulatory guidelines was established by 2002



Food and Drug 

Modernization Act 

(FDAMA)

Medical Device Fee Act

Pure Food and Drug Act Prescription Drug User Fee Act

Virus-Toxin Law

1902

1906

1992

1997

2002

The complexity of healthcare product regulation has increase over the last 100 years. In the early days, the

regulations that existed were relatively straightforward and primarily focused on preventing adulteration and

misbranding, such as a manufacturer diluting medication with less-expensive, even harmful, products to boost

profits.

As the time progressed, and in response to various public health crises, new regulations were imposed to ensure

the safety, and later the effectiveness, of healthcare products.



Tylenol

Posicor

Diethylstilbestrol Fen-Phen Vioxx

Thalidomide

1960

1970

1980

1990

2000

2010

Tylenol



▪ 19th century National pharmacopoeias replaced local ones.

▪ 1906 The US Pure Food and Drugs Act against misbranding was passed.

▪ 1938 The Food Drug and Cosmetics Act was passed, requiring for the first-time
approval by the FDA before marketing of a new drug product.

▪ 1960 EU established clear control of the benefit-risk ration.

▪ 1960 Regional pharmacopoeias have successively replaced national ones.

▪ 1962 FDA required evidence of efficacy and safety for drug approval.

▪ 1965 The first pharmaceutical directive (65/65/EC).

▪ 1968 UK medicines Act.

▪ 1968 Drug approval harmonization in Europe (EEC).

▪ 1990 The harmonization process started (ICH)

▪ 1990 Regulatory obligations of safety and effectiveness (Tokyo).

▪ 1995 Birth of the European Medicines Evaluation Agency (EMEA ).

▪ 2020 The United Kingdom (UK) formally left the European Union (EU) on 31
January 2020 and became a third country. Consequently UK is not a EMA
member anymore.

Important dates 

https://www.ema.europa.eu/en/glossary/third-country


➢ Initially GHTF was formed in an effort to harmonize medical device regulations globally

➢ As medical devices become more complex and technologically advanced, the regulations 
must also adapt accordingly

➢ Later, along with FDA, pharmaceutical product regulations were also harmonized worldwide

➢ The goal is to provide a unified global regulatory model to harmonize regulations.

Global Harmonization Task force (GHTF) formed in 1992



Global Harmonization Task Force

• EU/EFTA

• USA

• JAPAN

• CANADA

• AUSTRALIA

- Organized in 1992

- Representing US, EU, Canada, Japan and Australia

- Initially developed over 30 guidelines for medical devices and 

later along with FDA, pharmaceutical product where also 

regulated worldwide

International Organization for 
Standardization

- Founded in 1947

- Largest standards organization in the world

- More than 150 member countries

Consists of the RA and representatives of 

major pharmaceutical research regions: 

US, EU, Japan, Canada, WHO

International Conference  
Harmonization

International Regulatory Landscape

Food and Drug Authority

- Founded in 1906, in USA

- Empowered by US congress for food, 
drug and cosmetics



The regulation of medical drugs and devices involves competing goals of assuring safety 
and efficacy while providing rapid movement of innovative therapies through the investigative 
and regulatory processes as quickly as possible. USA & EU approach these challenge as below:

FDA EU (EMA)

Founded 1906 Founded 1993, EMA in 1995

centralized 
(process through 1 agency, the Food and 
Drug Administration (FDA))

decentralized
(the European Commission synchronized the 
regulations of 28 different countries)

developed as a consumer protection agency Developed to harmonize inter-state 
commercial interests while preserving 
national “autonomy”

the FDA has the advantages of centralization 
and common rules

the European Union regulates medical drug 
and device approvals through a network of 
centralized and decentralized agencies 
throughout its member states.



Comparison of Drug 
Approval Processes in 

the United States and EU



Comparison of Device 
Approval Processes in 

the United States and EU



ROLE OF REGULATORY 
AFFAIRS 



Product Life Cycle: Regulatory 
Affairs Perspective



tracking

advising

evaluatingpresenting

maintaining

Advising on the 
legal and 
scientific 

restrains and 
requirements

Collecting and 
evaluating 

required data

Presenting 
product 

registration 
documents to 
authorities and 

following up

Supporting 
internal and 

external 
regulatory audits 
and maintaining 

regulatory 
compliance 

status

Keeping track 
changes in 

regulations in all 
regions involved

Regulatory 
compliance

RESPONSIBILITIES OF A RA POFESSIONAL



THE REGULATORY AFFAIRS ROLE :

1. RA Role : Development Phase ( manufacturer ) 
2. RA Role : Approval Phase (MA)
3. RA Role : Post approval Phase (Agencies/distributor)



1. RA Role : Development Phase 

Ensuring that the legislative requirements are met:

• Arrange for scientific advice – authorities.

• Advice on development studies to demonstrate safety,

Quality and efficacy.

• Set up regulatory strategy.

• Participate in cross-functional project teams.

• Ensure application of guidelines.

• Preparation of submission of application to conduct



Clinical trials.

• Managing the preparation of the regulatory submission.

• Minimize time to market (everyday counts!).

• Advice on a global development plan:

Optimize submission strategies

• Efficiency in dossier preparation:

- Format, document re-use.

- Electronic submissions.

- Internal company relationships, project management.

- Review high-level documents/reports.

Interact with commercial side of business such as pricing and reimbursement.



2. RA Role : Approval Phase

Check progress of evaluation and anticipate questions (prepare answers to
expected questions).

Clarify raised questions, plan response and strategies with other departments.

Plan and manage agency meetings/hearings.

Negotiate approval and product information with agencies.



Marketing Authorization (MA)

Any proprietary medicinal product is
subject to marketing authorization
prior to its placement on the market:

• Valid for a period of 5 years.
• After 5 years renewal required.

MA : is the product Owner

30



• An agreement with the authorities

• Compliance:

Submission of variations/amendments.

• Renewals.

• Pharmacovigilance.

• Product information review.

• New indications / New formulations.

Regulatory input to development plans.

• Regulatory intelligence:

What does the future hold?

3. RA Role : Post approval Phase 



The Various Roles Within 
Regulatory Affairs

• Project management.
• Submission management.
• Maintenance management.
• CMC specialist.
• Pre-clinical/clinical specialist.
• Labelling expert.
• Regulatory intelligence.
• Global versus local regulatory affairs.
• Coordination. 
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The roles and responsibilities of regulatory affairs professionals often begin during research & development 

phases, move into clinical trials and extend through manufacturing, market approvals, labeling and 

advertising.

REGULATORY 
AFFAIRS 
ACTIVITIES 
IN GCC



• Ensures regulatory compliance 
with local regulations

• Managing product complaints

• Reviews and approval of 
promotional material

• Internal/ external stakeholders

• Health Authorities

• Reporting obligations

• project teams and senior 
management

• Maintains knowledge of regulatory 
requirements

• Provides strategic regulatory advice 
as appropriate 

• Preparation and filing of 
submissions

• Reviews and advises on content

• Ensures execution of the 
registration plan  

Regulatory 
submission

s

Regulatory  
Intelligenc

e

Regulatory 
Compliance 
& Quality

Communica

tion



RA PROFESSIONAL 
SKILLS



• Scientific background 
• Regulatory interest 
• Details oriented
• Communication skills
• Analysis 
• Time management
• Negotiation skills
• Cross- functional time player
• Problem solver



REGULATORY AFFAIRS TRAINER

REGULATORY AFFAIRS ASSOCIATE

REGULATORY AFFAIRS SPECIALIST

REGULATORY AFFAIRS MANAGER

REGULATORY AFFAIRS DIRECTOR



01. REGULATORY AFFAIRS TRAINER

02. REGULATORY AFFAIRS ASSOCIATE
.

New members of the profession have limited or no knowledge specifically in regulatory affairs,
and their experience in the industry is also limited; they typically have experience or
education in related areas, including engineering, medicine and chemistry.

03. REGULATORY AFFAIRS SPECIALIST
.

Limited or no knowledge specifically in regulatory affairs. Individuals have general knowledge
of the regulatory profession, of the organizational structure of regulatory agencies, and of
policies and regulations.

04. REGULATORY AFFAIRS MANAGER

Continued practice and sharpening of regulatory knowledge and skills is the key to advancing
from this level (e.g., by attending continuing education courses and webinars). Professionals at
this level are more involved with technical, rather than strategic, issues at the operational and
management levels.

05. REGULATORY AFFAIRS DIRECTOR

These individuals have extensive experience in regulatory affairs and a firm grasp of business
issues. The main focus is strategy for future projects, lifecycle maintenance/management,
general project management and executive issues.

Be part of a regulatory affairs firm as a trainer and gain hands on experience in various
sectors in the field like medical device, cosmetics, pharma and GSL.



PROS CONS

➢ Enhanced Legislation 

➢ Challenging 

➢ Travel 

➢ Good salaries

➢ Work from home flexibility

➢ Can be stressful

➢ Strict timelines

➢ Changing 

legislation 

More Qualified will give you more responsibilities and management 



GCC REGULAOTRY 
AFFAIRS COURSE 



Build a network of connections with industry 
professionals

Develop and sharpen your skills on various chapters of 
regulatory affairs

Gain strong knowledge on the latest GCC 
Regulations

Improved ability to understand and gain better insights on 
the  subject

Increase your chances of finding a job and gaining 
a promotion



An Average Day at Work

• Computer work.
• Read, review and also write documents:

-Interpret legislation, guidelines etc.
• Communication/collaboration – meetings/e-mails/TC:

-Colleagues.
-Business partners.
-Medicines agencies

• Deadlines.
• Small details versus bigger picture.
• Fast but still precise.
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