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Session 1- General Overview

The im of workshop is to share knowledge and understanding of good
regulatory practices and to promote further close cooperation amongsta
regional network of regulatory agencies.

More broadly, promote animal health and impact on One Health

Session 1 content:

» |dentifying the Main Characteristics of a Credible, Effective and Fair
Authorization System

» How can we Overcome Hurdles Like Capacity Problems, Lack of
Specialist Expertise?

» What are the Ways to Cooperate with Other Authorities (Work-
Sharing, Mutual Recognition) and What are the Benefits and Risks
from a National Perspective?

» Howand Why Should we Improve Stakeholder Interaction?
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Specifically, address these aspects:

A how this can be adapted for local implementation conditions;
A enable continued manufacturing of VMPs

A promote availability and access to authorized products

A encourage market development

A Use of international standards and regulatory convergence




One Health concept - Link between Animal and
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»  ‘One Health’ concept - Animals N
and humans face similar disease threats

Ecosystems

;
» OIE and FAO estimates...

- 60% of human pathogens are of animal origin

(&) - 5 new human diseases each year (3 are of animal
origin)
ﬁ “ - 75% of new, human infectious diseases are
zoonotic.
e

- 20% of animal production losses are due to global
diseases

» demand for animal-based protein is expected to increase by 50% by 2020
Thus significant need for approval of safe and effective animal therapies
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2 Human health and animal health are interdependent and bound to the health of the
ecosystems in which they exist K &e haltQ O2 Yy OS LJU @

2 Domestic animals, wildlife, humans as well as aquatic animals face similar disease

threats

& Today the World Organization for Animal Health (the &35 G A YI 1 Sa X ®
I 60% of human pathogens are of animal origin.
I 5 new human diseases appear each year, 3 are of animal origin.
i 75% of new, emerging human infectious diseases have been zoonotic.
I 20% of animal production losses are caused by diseases globally

B The World Organization for Food and Agriculture (FAO) estimates the demand for

animatbased protein is expected to increase by 50% by 2020, and animal populations
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control and prevention of disease) for animal health could not be greater

Ihttp://www.oie.int/en/for -the-media/onehealth/
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Difference between regulation of VMPs
and human medicinal products

a) Market Size- VMPs are a fraction compared to human products

b) Number of Species-one species (human) versus multiple species and
multiple husbandry settings (animal)

c) Regulatory requirements and timelines: multi phase clinical trials
(human) versus single clinical trial (animal)

a) Costs of medicines-human medicines often supplemented; animal owners
often pay full cost of medicines

a) Food Safety-don’t eat people; additional layer of safety regulations to
ensure food from treated animals is safe for consumption
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Similarities and differences of regulating VMPs and human medicinal products:

Market SizeVMPs are a fraction of the total pharmaceutical market when compared to
human medicinal products
Number of Speciefiuman sector =one species; veterinary sector = multiple species

Regulatory requirementgimeline for human drugs to approval much longer than VMPs.
Example: multi phase robust clinical trials for human products vs single clinical trial to
demonstrate safety and effectiveness for a VMP

Costs of medicine©iuman medicines costs are often supplemented (local country national
health services; private insurancet) however animal owners often pay full cost of

medicines

Food Safetyadditional layer of safety regulations to ensure food from treated animals is safe
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Worldwide diversity of approaches to regulating
veterinary medicinal products

Many countries have a regulatory approval process for VMP but

some may have

» no significant regulatory programs;

»  diffuse, non-harmonized controls;

» no defined system.
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Many countries have a regulatory approval process for \MP
> Some countries have regnificantregulatory programs;
> Some countries might have diffuse, rbharmonized controls at state or local levels;

> Some countriesnay even have the need to identify a government focal point and
build informationsharing networks.




Benefits of a robust Veterinary Medicinal
) ) Product (VMP) authorization system

» Impacton local, national and international economies
» Expansion of global trade agreements

» Alignment with international standards/guidelines

» Quality VMPs impact public health and food safety

» Sustainability of resources — while maintaining animal health and
increased food supply
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Benefits of a robust Veterinary Medicinal Product (VMP) authorization system
A Positive impact on local, national, and international economies

A Continued proliferation of global trade agreements

A Importance of alignment with international standards and guidelines

A Quality VMPs lead to healthier animals and, indirectly, humans
A Healthier animals result in greater food production with reduced resource inputs




Good quality and control of Veterinary
Medicinal Products (VMPs)

» 3 pronged approach

Veterinarians
for success:

Farmers

Industry Policy makers
Regulators

» VMPs are: -

drugs and vaccines

intended for use in animals

intended for the diagnosis, cure, mitigation, treatment or prevention of disease
Demonstrated to be safe and effective
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Good quality and control of Veterinary Medicinal Products (VMPS)

A Veterinarians, regulators, policy makers are key to the success of any such regulated
approach.

A VMPs are drugs and vaccines (may include diagnostic test kits amoixes) intended for
use in animals (food producing animals intended for human consumption or companion
animals)

A VMPs are intended for the diagnosis, cure, mitigation, treatment or prevention of disease
in animals

A As with human medicinal products VMPs must also meet a similar requirement for the safe
and effective use of these therapies in animals

A Animal and human sectors work together to protect health and ensure food safety and
security
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A a transparent, consistent and efficient regulatory process for companies on how to get
their products approved to market in the country.

A atransparent process so consumers can understand how VMPs are approved.

A a system that provides a fair market for the approvals and uses of both pioneer and
generics drugs and protects against counterfeit and/or illegally marketed products.

A a system which supports the continued development of VMPs.

A a system that enables global cooperation and product development that is more flexible
and efficient.

A a system that supports the role of multilateral/multinational organizations, provides

transparency; improves trade efficiency.

A a system that builds trust with the stakeholders.



