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Participation of different actors in the regulation
of some health technologies: Blood and blood
products - The reqgulatory plurality.
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Blood is not a single therapeutic product
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Effects of blood therapies depend on multiple factors
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Blood - Relevant Regulatory Frameworks

Drug — Food & Drugs Act

» Blood Derived Products
* Food & Drug Regulations

» Blood Components
* Blood Regulations
* Medical Device Regulations
» Cell, Tissues and Organs Regulations

Others
» Federal vs Provincial Authorities
» Practice of Medicine
» Research - Tri-Council Policy Statement: Ethical Conduct for
Research Involving Humans (TCPS).
» National Standards
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Federal

Food and Drugs Act and
relevant Regulations

National Surveillance
(Regulatory and Public Health)

Compliance & Enforcement

Manufacturers

Private Companies

Blood Establishments (Cell &
Stem Cell Banks)

Public & Private Organizations
Processors

SAFETY

Provincial / Territorial

* Health Professionals
« Hospitals & Health Authorities
* Public Health

Other Players
« Donors & Recipients
* NGOs
« Standard Associations

* International Authorities and
Organizations

 Academic Institutions
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There are several key stakeholders involved in blood
therapies

A single regulatory framework is most probably highly
Impractical

Useful regulatory frameworks need to take into
account the role of the different players and the
scope of the authority
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Muchas Gracias !

Merci beaucoup!

ariel.arias@hc-sc.gc.ca

-
Cofepris[S3
Comisién Federal para la Proteccion

contra Riesgos Sanitarios

DI o o a

2 Pan American  ¢7ZB%% World Health
J) Health W% organization
%/ Organization —

s AMericas



https://www.google.ca/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwihluT7ndvPAhUM5IMKHQP2BSAQjRwIBw&url=https://www.flickr.com/photos/99815049@N07/9435331281&psig=AFQjCNF7k0nBNUGbcVOwg_z-Kn4y4gMQ-g&ust=1476566713613434

