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PANDRH

 Regional harmonization initiative started in
11/1997 with the | Pan American Conference on
Drug Regulatory Harmonization.

« PANDRH was officially established in 11/1999

during the Il Conference.

PANDRH:

DRASs of 35 PAHO Member States;
Representatives of Regional Associations of
Pharmaceutical Industry (FIFARMA & ALIFAR);
Academia

NGO's




Groups of Economic Integration
In the Region of the Americas

B NAFTA (1994)

MERCOSUR (1991)

SICA (1961)
Bl ANDEAN COMMUNITY (1969)
B CARICOM (1973)

 Bilateral & Multilateral
agreements;

 Free Trade agreements;

« ALADI: Asociacion
Latinoamericana de Integracion
(12 countries, 1980)




Components

Pan American Conferences

Steering Committee
Working Groups

Secretariat




Activities
Nov 2006 - May 2007/

 Meetings
— WG Bioequivalence (COR, 11/06)
— WG Combating Drug Counterfeiting (ARG, 11/06)

— WG Good Laboratory Practices (BOL, 11/06; GUT,
05/07)

e Educational Seminars
— GMP( MEX, COR, PER)
— GLP (HON, VEN, BOL, CHI)

 Other related activities

— Implementation of GLP Guidelines (BOL, HON, JAM,
VEN, GUT)

— EQCP (6% test to 21 laboratories)




Review of PANDRH
Internal challenges

. Short and long term financing

must be addressed and resolved,; _ _
Project: Improving Drug
Quality through Drug

. PANDRH WG operation should Regulatory Harmonization

be improved;

. PANDRH, roles and functions

better defined: Rules & Regulation under

review

. Lines of authority among

PANDRH component should be

clarified and strengthened -

(Conference, SC and WGS) . Ad-hoc committee to
propose a methodology

. Communication at conferences for next Conference
should be clarified




Review of PANDRH

external challenges

Strengthen support and acceptance of PANDRH by high
political level (MOH) by including PANDRH in national and
regional pharmaceutical political agenda.

Improve effective participation of countries: DRA and other
sectors of drug regulation.

Promote acceptance of PANDRH products at national and sub-
regional level.

Improve communication among stakeholders mainly at country
level and between regulators and regulated sectors.

Implementation not necessary role of PANDRH, other actors
and strategies.




Categories of WG
Members

Main Member: represents a DRA in each of the 5 sub-
regional integration Groups and the two industry
(decision-makers)

Altern: Represents one DRA of the same sub-region but
different country

Resource Person: experts invited to participate at WG

meetings
Observer: Generally designated by DRA

Focal Point: from DRA of countries not represented In
the WG

Substitute: member to attend WG meetings when the
main member is unable to attend. It applies to industry
representative.




| g PANDRH process for developing
harmonized docs

Phase 1: Preparation of a draft
— Preparation of first draft by one or more WG member
— Discussion by WG and GTD
Phase 2: Draft for Public Opinion
— Web consultation
— Consolidation of comments
Phase 3: Preparation of Final draft
— Review of comments and by WG
Phase 4: Approval/Adoption by Conference
— Information/Authorization by SC
— Presentation and Approval by Conference
Phase 5. Implementation
— Dissemination & Education
— Adoption (national & Sub-regional)
— Legislation (if necessary)
— Follow up and Evaluation




WG proposal preparation
requires to review:

WHO policy and available technical doc & guides

ICH existing docs

Regional and/or subregional guides (MERCOSUR, AA, Central
America, NAFTA, CARICOM)

National documents from countries in the Region (FDA, ANMAT,
ANVISA, Canada, etc)

Regional or National documents from outside the Region (EMEA,
Australia,...

- PANDRH PROPOSAL




Training Seminars

Good Manufacturing Practices:

1. WHO Basic and WHO Validation

2. Appropriate use of PANDRH guideline for GMP insp

Good Laboratory Practices (PANDRH)

1. WHO documents

2. Autoevaluation guidelines

Good Clinical Practices: doc of the Americas (PANDRH)
Bioequivalence: Statistic evaluation (under development by
WG/BE)

1. Seminars associated to WG meetings

Basic Functions of DRA: based on WHO docs (under
development)

Combating Drug Counterfeiting (in preparation by ANVISA)

Good Pharmacovigilance Practices (under development by
WG/Ph)




http://www.paho.org/english/ad/ths/
ev/RedParf-home.htm

ww.paho.org/spanish/ad;/ths/ev ;/RedParf-home.htm - Microsoft Internekt Explorer

File Edit Wigw Fawarites Tanols Help

d=EBack -~ = - g 7ot | flSsearch  [G|Favorites  GEPMedia o | By S| - 2 | & & = pu (]
My web Search | [ search [-] address [&] hitpsjpvome, pahio, orgispanishfadythsieyRedParf-home, htm =] &se |Links >
E@Health] [South America| [ Medicine| [EHealthcare] [LL) Nutrition | [} Alternative Medicine | [=]-]ls=arch... BN |EM0 Foothall Contest [NEW Ringiones [T1areey [oreee|
GiThomasNet vlﬁ pSearch - | 3MyTthas | [B] Browse Categories - | ﬁCF\.D Drawings | [, Industrial Trends | ==(|Product Mews | ®Resources -
raAdobe - W ¥ - &~ ;|[Search web |-|- Ab Upgrade Mow! = | E=2Mail = @5 My vahoo! E3J answers ~ OF Fantasy Sporks - S5 Hockey
Organizaciéon

Panamericana
de la Salud

¥IEWS THIS PAGE Th ERGLTISH

n Mundial de la Salud

Lista de ! Productos de
Temas Formnaci
& - Resoluciones OMS v OPS/OMS sobre medicamentos - Red Panamericana para la Armonizacion de s Reglamentacion
Farmacéutica (Red PARF) - Educacidn Farmacéutica - Fondo Estratégico - Foro Farmacéutico de las Americas - Acceso a Medicamentos - Laboratorios

Medicamentos Esenciales, Yacunas ¥ Tecnologias de Salud

RED PANAMERICAMNA PARA LA ARMOMNIZACION DE LA REGLAMENTACION FARMACEUTICA (RED
PARF)

DIRECTORIO DE AUTORIDADES NACIONALES Lirectorio de Autoridades

HNacionales Requladoras de
REGULADORAS DE LAS AMERICAS R Armereas

- Inglés -

Eeunicon SubRegional-Agosto
2005

Autoridades Reguladoras de
Centroamerica Cuba v Rep.
Cominicana
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