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 Pharmacist

 Graduated in 2006 from Assiut
University

* 19 years in Pharma industry spanning
between quality control, regulatory
affairs, pharmacovigilance, project
management, and consultation

* Pharmacoeconomics Diploma from
GUC 2025.



Health needs:

Number of diseases increases

Aging population

Quality of life increases in developed
countries

Increased awareness about human
rights even in developing countries

Resources are limited

Hospitals

Healthcare providers

Rate of new pharmaceutical
discoveries is slow

Health care resources are not a
priority in many countries
Strict approval criteria

e
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» Most efficient use of resources

« Evidence-based policy

« Pricing, reimbursement, and access
decisions for new technologies
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MENA Health Data vs. World (2010-017)
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What is Pharmacoeconomics
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Pharmacoeconomics is the field of study that evaluates t
behavior or welfare of individuals, firms, and markets
relevant to the use of pharmaceutical products, services, and
programs.

The focus is frequently on the cost (inputs) and consequences
(outcomes) of that use.

William F. McGhan and Renée J.G. Arnold; Pharmacoeconomics From Theory to Practice

“Pharmacoeconomic analysis" is the set of analysis
methodologies aimed at identifying, measuring and
evaluating the costs and related consequences
(benefits/outcomes) of two or more therapeutic alternatives.

WHO definition




Pharmacoeconomic methods document the costs and
benefits of therapies and pharmaceutical services and
establish priorities for those options to help in
appropriately allocating resources in ever-changing
healthcare landscapes and reimbursement

environments/schema.

...HOW to maximize the health of population

given constrained health producing resources.




What is Pharmacoeconomics?

Health

Health
Economics

Pharmaco-

economics

Health is a state of
complete physical,
mental and social well-

being and not merely
the absence of disease
or infirmity.

Economics

Health economics is a sub-
discipline of economics,
which applies the theories
and methods of economics
to all aspects of health and
health care.

Economics is the study of
scarcity and the means by
which we deal with this
problem.
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Health Economics L

Early Foundations (Pre-1940s) Pre-1940s
1931: Bureau of Medical Economics established by the American Medical Association
(AMA) - one of the earliest institutional efforts linking economics and medicine.

Post-WWII Expansion and Conceptual Development 1940s-1960s

1958: Selma Mushkin publishes “Towards the Definition of Health Economics” - often
considered the formal “birth” of health economics as a distinct discipline.

1960s: Conceptual understanding of health care as both a social service and an
economic good solidifies.

Institutional Growth and Global Spread 1980s-1990s
1980s-1990s: Rapid spread of health economics to Europe and Japan, including
establishment of academic centers and university programs.
1990s: Governments like Australia and Canada require cost-effectiveness and budget

impact analysis for medical technology reimbursement..
\

Globalization and Emerging Markets 2000s-2010s

Rise in industry-affiliated health economists and roles within pharmaceutical and
medical device industries.

2010s—-Present




History of

THE AMERICAN
ECONOMIC REVIEW

VOLUME LII1 DECEMBER 1963 NUMBER 5

UNCERTAINTY AND THE WELFARE
ECONOMICS OF MEDICAL CARE

By KENNETH J. ARROW*

1. Introduction: Scope and Method

This paper is an exploratory and tentative study of the specific
differentia of medical care as the object of normative economics. It
is contended here, on the basis of comparison of obvious characteris-
tics of the medical-care industry with the norms of welfare economics,
that the special economic problems of medical care can be explained
as adaptations to the existence of uncertainty in the incidence of dis-
ease and in the efficacy of treatment.




Pharmacoeconomics

Economic

direct, indirect, and
intangible costs
compared with the
consequences of
medical treatment
alternatives.

Aspects

medical events that
occur as a result of
disease or treatment.

ECHO Model

Regulatory Affairs Club

Humanistic

consequences of
disease or treatment on
patient functional status,
or quality of life,
measured along several
dimensions, e.g.,
physical functioning,
social functioning,
general health
perceptions and well-
being.



Cost Minimization Cost Effectiveness Cost Utility Cost Benefit
Analysis (CBA) Analysis (CEA) Analysis (CUA) Analysis (CBA)

Cost of lliness (COI)
Budget Impact Analysis (BIA)

Burden of Disease (BOD)




Pharmacoeconomics Study Types



Pharmacoeconomics Study Result
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International Reference pricing (IRP)

« All (except two) countries in MENA takes the lowest
price.

« Mostly, prices are fixed for 5 years (except some O.I Eeypt
cases in Egypt, KSA, Jordan).

* Internal reference pricing for generics and

02 Kingdom Of Saudi Arabia

biosimilars.
\‘L
b
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(7 Egypt

Decree 499 _——

« The lowest price in reference countries.

« If price available in less than 5 reference countries,

Comparative study (Pharmacoeconomics) with

alternatives.

« Pharmacoeconomics Unit in EDA.

B >
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() Kingdom Of Saudi Arabia

« Pharmacoeconomics / Economic Evaluation
Studies are part of the pricing file in KSA.

 Studies such as BIA, CEA, CUA, and CMA are now
mandatory for registration process (July 2025).

« Re-evaluation for products requiring prove of the

health outcomes.

»

Study options for all types of submissions

Product type

BIA

CMA

CEA

New Chemical

v

Biological

v

Generic Chemical

Biosimilar
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The set of strategies, activities, and processes that
pharmaceutical (pharma) and medical technology
(MedTech) companies develop to ensure that their
products (drugs, devices, other technologies) are
made available and adequately priced in a specific
health system.

MA is a multidisciplinary, strategic function for
product adoption.

Pricing must balance access, affordability, and
innovation sustainability.

Comprehensive cost assessment = direct +
indirect + intangible costs.

Accurate costing supports evidence-based, value-
driven healthcare decisions.
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Pharma Science
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EFFICIENCY

Efficiency

» ~ffectiveness

Efficacy
Effectiveness
How cost-effective a drug is in
normal clinical practice (“do not

How well a drug works in normal
waste resources”)

Quality, Safety & Efficacy
clinical practice (real-life conditions)

How well a drug works under strictly
controlled clinical conditions



Health Technology Assessment




Health Technology Assessment
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HTA

Health technology assessment (HTA) is a systematic and multidisciplinary evaluation of the
properties of health technologies and interventions covering both their direct and indirect
consequences. It is a multidisciplinary process that aims to determine the value of a health
technology and to inform guidance on how these technologies can be used in health systems
around the world.
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How | can

Cost-effectiveness studies, Budget Impact Analysis
Concept, related skills, hands-on, and Advanced

Regulatory Affairs, Pricing, Market access teams
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