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The medical products sector is a critical
economic driver and social/political factor
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Regulation of medical products is a
key part of public health
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The need for a competent regulatory
professional workforce, from entry level
to executive level, is seen among
regulators and industry around
the world.
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Scope of practice based on a
body of knowledge

Defined competencies, knowledge and
skills

Professional qualification(s)

Professional ethics
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REGULATORY PROFESSIONAL PROFILES
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SCOPE OF PRACTICE

DIRECTOR MANAGER

Business

Regulatory
Strategy &
Intelligence

Preapproval

Postapproval




Global Regulatory Professional Competency Framework

Novixe/Entry-level Intermediate Advanced Executive
Developing T .
systems ——
(LMICs) y

Medical
Products
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Novice/Entry-level

Developing systems (LMICs)

-Describe regional and international regulatory standards and practices
applicable to medical products.

-Apply regulatory requirements, pathways and approaches used locally that
pertain to the areas for which they are responsible.

-Apply national and international standards and requirements for product
Medical Products development and clinical trials.

-Assess the need for potential risk management measures to assure an

acceptable risk benefit profile throughout the product lifecycle.

-Assess the potential impact of post-approval changes to the quality, safety
and/or efficacy of a product.

-Describe the agency regulatory role and authority, including statutes,
regulations, and guidelines.

-Explain threats and risks to the supply chain as a result of globalization
(international trade).

Core -Describe the relationship between regulations, inspections, compliance and

public health.
-Recognize the role of international standards and standard setting
organizations with regard to regulations, inspections, compliance and public

health. .
RAPS Kelge




Novice/Entry-level
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systems .
(LMICs) ¥
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Medical
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Core
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Individual & workforce
assessment tools

Alignment with regulatory
system assessment &
planning tools

Training planning tools

Course review tools



The need for a competent regulatory
professional workforce, from entry level
to executive level, is seen among
regulators and industry around
the world.
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EXTERNAL DRIVERS




Global Regulatory Professional Competency Framework

Novice/Entry-level Intermfdiate Advanced ExeclXive
Developing T .
systems ——
(LMICs) y

Medical
Products

Leadership
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REGULATORY CHALLENGES & OPPORTUNITIES

Define,
implement
good regulatory
practice

Build a
competent
regulatory
workforce
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Thank you




