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< & 62nd Session of the Regional Committee
o af WHO for the Americas
June 2010 (PAHO Executive Committee) To the Member States:

Members asked to discuss the initiative
in the framework of PAHO's Directing .
Council. +  Strengthen and evaluate their regulatory

capabilities through an examination of the

October 2010 (PAHO Directing Council) performance of their essential functions;

Member States adopted by consensus «  Promote the dissemination of information on
EI;%’SS\IOIGL"I!'EEI(\I:I?\%)}\IRATION AL the results and processes for the regulation;
REGULATORY AUTHORITIES FOR +  Promote interaction and technical

MEDICINES AND BIOLOGICALS.*
~ To request the Director to:

- (a) Support initiatives for the
strengthening and qualification of
national regulatory autharities to
guarantee the quality, safety, and
efficacy of medicines. biologicals, and
other health technologies;

cooperation among countries.
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ICDRA Recommendations
Plenary 3: Improving drug

regulatory as part of health
systems strengthening

WHO should

= Promote collaboration and coordination to develop Medicine Regulatory Authorities capacity

Medicines regulatory authorities should

= Commit to and collaborate in prioritizing, developing and teaching regulatory science

= Work with their governments to reiterate to the WHO the importance on strengthening
regulatory capacity and cooperation
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PAHO Region NRA Assessment Process

¢ Pre-assessment
— Preliminary evaluation, based on the activities documented.
* Assessment

— visit to the NMRA and all other institutions directly or
indirectly related to it;

— Follow up of the institutional development plan (IDP).
* Re-Assessment (every 3 years)
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WHO essential functions of a Regulatory System for
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Key regulatory functions relationship

National Regulatory Authority Framework
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Lot Release for vaccines Offcial Medicines Control Laboratory (OMCL)
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Post-marketing surveillance and monitoring /import
and export controls.
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Phamacovigilance ‘ﬁ Regulatory Inspections and enforcement activiies
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‘ Risk Management and Communication ‘
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Pilot Countries - Working Group

Argentina, Dominican Republic, Colombia and Panama

Information Hub - Regulatory indicators

Level

Access ‘ Clas. ‘

2 Open access Basic Yes/No

N.L: Not
implemented
L In

Advanced
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Information sources

Data collection tool used in

the procedure for the
PAHO/WH.O qualn’?catlon of National
Pharmaceutical Regulatory Authorities of
Country Profile Medicines and Biologicals
(145 indicators) (530 indicators)
] ]
4 " Process:
Process: leading indicators that
PAHO evaluation and reflect key regulatory
Pilot Countries functions
validation by selection + PAHO evaluation
of the minimum and « Pilot Countries
open access validation
indicators that reflect + PANDRH Steering
the essential Committee

regulatory functions.
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Information Hub - Regulations Regulatory functions correlations
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Regulatory Indicators development flow

Indicadores Basicos para la Plataforma
Fuente: Perfil Farmacéutico

Regulatory Indicators for Observatory at the Regional Platform
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Basic regulatory Indicators for the Ob_
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Good Regulatory Practice: The Regulatory
Balance

|

l Risk l
| Flexibility |
 Empowerment |

Transparency

Accountability

% Source: the Blue Book. WHO (z?lsn

2011

Contacts:

James Fitzgerald (HSS/MT) fitzgeri@paho.org
José Daniel Pefia (OPS-CHI) penaj@chi.ops-oms.org
Maria Luz Pombo (HSS/MT) pombomar@paho.org
Analia Porras (HSS/MT) porrasan@paho.org
José Luis Castro (HSS/MT) castrojl@paho.org
José Maria Parisi (HSS/MT) parisijo@paho.org
Murilo Freitas Dias (HSS/MT) freitasm@paho.org

www.paho.org/mt
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