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Introduction

The 10th edition of the Pan American Network for Drug Regulatory Harmonization (PANDRH) Conference was
organized as avirtual summit, for the very first time, due to the ongoing COVID-19 pandemic. Participantsincluded
representatives from national regulatory authorities (NRAs) of the Americas, the World Health Organization
(WHO), the Pan American Health Organization (PAHO), the pharmaceutical industry, and nongovernmental
organizations, among others.

The Conference took place on the 6, 8, and 10 December 2021 under the theme The Regulatory Systems in the
Health Agenda Post COVID-19. An average of 248 attendees and 205 YouTube viewers came together during
these three days to reflect on and analyze the role of regulatory systems in the COVID-19 response and their
importance in the postpandemic health system agenda. The Conference had three plenary sessions:

Plenary 1: Strengthening, integration and pending agenda: the evolution of regulatory systems 2010-2020

Plenary 2: The contribution of the regulatory systems in the Region of the Americas to the response to
the COVID-19 pandemic

Plenary 3: The regulatory systems in the post COVID-19 agenda

The Conference materials, including the session recordings, are available online (7). The agenda is included in
Annex 1of this report.

Inthe following pages, a summary of the discussions and directions from the Conference is depicted. This report
should not be considered as a full transcript of the Conference.



Conference inauguration and report
from the Secretariat

The Conference was inaugurated by PAHO’s Director, Dr. Carissa Etienne, who welcomed participants to the
meeting and offered opening remarks. In her intervention, Dr. Etienne highlighted that never in the history of
public healthinthe Americas had the collective actions of NRAs and industry been so important. She recognized
the pivotal role of NRAs in any endeavor to increase access to lifesaving drugs, and called on Member States to
adopt a new strategy and renewed commitment to strengthen national regulatory systems.

After the opening remarks, Dr. Analia Porras, PAHO Unit Chief for Medicines and Other Health Technologies,
presented the PANDRH Secretariat’s Report. The Secretariat recognized the regulatory advances in the
Region, especially those related to the adoption of the concept notes on regulation of advanced therapies (2),
regulatory reliance principles (3), and regulatory system models for small States (4) have changed the regulatory
paradigm in search of regulatory efficiencies, with relevant impact at the regional and global levels.

The Secretariat also presented some of the key findings of the report Lessons Learned from National Regulatory
Authorities of Regional Reference published in 2021(5). Among the highlighted results, it was mentioned that the
most developed regulatory systems in the Region are characterized by NRAs with a prominent position within
the health system hierarchy, suggesting that authorities with more administrative and technical independence
are better equipped to fulfill regulatory functions. It was also underscored that, despite the fact that the
pharmaceutical market of the Americas has grown in volume and value, annual budgets for NRAs have remained
static. This highlights an important challenge for agencies to respond to an increased volume of work with
stagnant funding.

The cases of the Caribbean Regulatory System (CRS) and the Central American Mechanism were also mentioned
asaninnovative subregional approach to regulation that pools resources and markets together, with a single set
of standards. A call was made for increased support and information-sharing from other regulatory authorities
and from the pharmaceutical industry to subregional regulatory systems.

The overall Region’s regulatory preparedness for emergencies and response to the COVID-19 pandemic were also
highlighted in the Secretariat’s report. The publication of regulatory documents and creation of a pharmacovigilance
dashboard to track vaccine safety evaluation criteria were underscored, as was the establishment, in April 2020,
of a network of NRA focal points to detect and overcome regulatory obstacles related to the pandemic, and to
promote the timely exchange of information between the NRAs in the Region. The adoption of emergency
regulatory measures, and the use of decisions of other jurisdictions for the introduction of essential products,
allowed Member States to avert regulatory delays in the entry of essential supplies for the response against
COVID-19.

The WHO recommendations for the use of vaccines included in the emergency use listing, the facilitation of
access by Member States to the evaluation reports of these vaccines, and the implementation of accelerated
processes or exceptions for the authorization of the entry of products acquired through PAHO’s revolving funds
were noted as instrumental for the efficiency of regulatory authorizations in the countries. It was also mentioned
that an important group of regulators from national regulatory authorities of regional reference (NRAr) in the
Americas supported WHO in the assessment of vaccines recommended for emergency use, which fostered their
readiness to receive those products without barriers.

Despite many advances, it was recognized that there are opportunities forimprovement, increasing efficiencies
in limited-resources settings, using reliance and work-sharing approaches. NRAs are called to adjust their legal
framework and regulatory practices to enable risk-based decisions. Moreover, strengthening the postmarket
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surveillance system is central to monitor the products that are being authorized under emergency exceptions
or flexibilities, enabling timely regulatory decisionmaking.

Finally, the Secretariat presented the list of confirmed members of the PANDRH Steering Committee per
subregion with a mandate from 2022 to the next Conference (Table 1).

Table 1. PANDRH Steering Committee Members (2022- Next Conference)

Subregion Main Alternate
North America Mexico Canada
Central America + Cuba + Dominican

Republic Honduras Guatemala
Caribbean ** **

Andean Region Ecuador **

South Cone Uruguay Paraguay
CRS CARPHA N/A

NRAr ANMAT N/A

ALIFAR* Ruben Abete Miguel Maito
FIFARMA* Rafael Diaz-Granados Maria Fernanda Hurtado

* Founding members.
** Member not yet confirmed.

Plenary 1: Strengthening, integration,
and pending agenda: the evolution of
regulatory systems 2010-2020

The first plenary of the 10th PANDRH Conference offered a space to reflect on the evolution of regulatory systems
in the Americas since the adoption of Resolution CD50.R9 Strengthening National Regulatory Authorities for
Medicines and Biologicals in 2010 (6), and opportunities for their strengthening.

The session was chaired by Elvia Lau, Panama’s Director of Pharmacy and Drugs, and it was moderated by James
Fitzgerald, PAHO Director of Health Systems and Services. Members of the panel included:

« Heriberto Garcia Escorza, Public Health Institute, Chile
 Joy St. John, Caribbean Regulatory System / Caribbean Public Health Agency
+ Olga Casanueva, Center for State Control of Drugs, Equipment and Medical Devices, Cuba
» Amanda Jane Diniz, Health Canada
¢ Miguel Maito, Latin American Association of Pharmaceutical Industries
+ Rafael Diaz-Granados, Latin American Federation of the Pharmaceutical Industry
Panelists highlighted that Resolution CD50.R9 had been a turning point that triggered regulatory system

strengtheningin the Region, allowed the adoption of regional approaches to regulation, and increased convergence
with international guidelines and international cooperation schemes. It was also mentioned that in the past 10



years an increased regional dialogue and collaboration had been observed between regulators and with the
regulated sector with the goal of benefiting patients and societies.

The use of a standard evaluation system and benchmarking tools was also one of the advances highlighted as
one of the achievements of the past decade. More than 75% of the regulatory authorities of the Region were
assessed, which helped identify strengths and opportunities for improvement, and it led to the designation of
eight regulatory authorities of regional reference. This designation attested to the functionality and regulatory
oversight and capacity of these eight NRAs that cover over 82% of the population of the Region.

The creation of subregional regulatory mechanisms was also mentioned. These systems, as well as anincreased
use of reliance, and the establishment of accelerated approval pathways and mutual recognition mechanisms are
some of the key determinants companies take into consideration when establishing their commercial strategies
and to bring innovation to markets.

The panelists also analyzed the challenges and opportunities that the COVID-19 pandemic has brought. It was
mentioned that the pandemic had launched a new era of reliance, and that it had also allowed an increased
collaboration and regulatory harmonization. For example, the Public Health Institute of Chile’s (ISP) and the
Brazilian Health Regulatory Agency (ANVISA) exchanged inspection reports of Sinovac manufacturing sites in
China with other NRAs in the Region to enable their decisionmaking process on accepting this vaccine in their
territories, avoiding the burden and costs of additional on-site inspections.

Despite the advances and gains of the last 10 years, challenges remain that should be addressed to bring the next
decade of regulatory system strengthening in the Americas. Panelists mentioned that despite the increased use
of reliance, building trust among regulators and theirindustry partners remains key to ensure that medicines and
other health technologies products are timely accessible for the population. Establishing mutual agreements
between NRAs of the Region to officially enable the exchange of nonpublic information, report-sharing,
and mutual recognition was mentioned as part of the pending agenda.

The use of reliance beyond marketing authorization also remains a challenge. The creation of regional mechanisms
forinspections, including report-sharing, and building manufacturing plants in all subregions of the Americas,
including the Caribbean Community (CARICOM), are elements that would indubitably facilitate access to quality
health technologies.

The pandemic also showcased the unprecedented shortage of medicines and personal protective equipment
throughout the Americas, and the problem that health systems faced as a result. According to panelists,
building manufacturing plants and favoring the purchase of essential medicines and other health technologies
that are locally produced should be a priority.

The need to further advance regulation of medical devices was highlighted by several panelists, while the need for
more collaborative approaches, transparency, reliance pathways, and work-sharing were particularly emphasized.
A call for a broader engagement with other stakeholders in the health system was made so that innovations and
access to health technologies can be brought from regulation to broader clinical practice.

Based on the interventions of the panelists, the session was wrapped up by Catherine Parker, representative of
the Committee of the Report on Regulatory System Strengthening in the Americas. Lessons Learned from the
National Regulatory Authorities of Regional Reference (5).
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Plenary 2: The contribution of the
regulatory systems in the Region of
the Americas to the response to the
COVID-19 pandemic

Acknowledging the importance and challenge of the COVID-19 pandemic, the objective of the second day of the
Conference was to discuss how regulatory efficiencies were implemented during the pandemic, what strategies
were used by NRAs to facilitate timely access to needed health products, and the lessons learned. The session was
chaired by Maria Antonieta Gamarra, head of Paraguay’s National Direction of Sanitary Surveillance, who welcomed
participants and introduced the keynote speaker for the plenary, Elizabeth Hillebrenner, from the United States
Food and Drug Administration (FDA).

In her intervention, Hillebrenner offered an overview of the emergency use authorization (EUA) pathway for
medical devices used by the FDA and some of the innovations implemented to respond to the 38% increase in
submissions during 2020. The creation of an umbrella EUA for multiple devices with similar characteristics and
that meet certain criteria, as well as the development of EUA templates and a frequently asked questions section
in the FDA’s website, were some of the strategies adopted to create efficiencies. Hillebrenner’s presentation
concluded by highlighting two key lessons learned: (1) the value of regulatory flexibility so the NRA can adapt
to changing circumstances and have a timely response that facilitates availability of critical devices; and (2) the
power of engagement and working together with technology developers to bring over 1900 new devices for
COVID-19 to the United States market to date.

After the keynote intervention, the chair introduced the panel moderator, Murray Lumpkin, from the Bill &
Melinda Gates Foundation, and the seven panelists:

+ Daniel Rodriguez, PAHO/WHO

 Maria Margarita Jaramillo, National Institute for Drug and Food Surveillance, Colombia
* Alejandro Svarch, Federal Commission for Protection against Sanitary Risks, Mexico

+ Hiiti Sillo, WHO

+ Hervé Le Louet and Pinelopi Lundquist, Uppsala Monitoring Center

« Ron Piervincenzi, United States Pharmacopeia

Lumpkin started the panel session by reminding attendees that having quality healthcare products is an
indispensable component for having a quality healthcare system, and that regulatory systems play a key role
in assuring this. During the pandemic, this critical role did not change, but it had to be performed in a world of
extraordinary unknowns where timeliness became of the essence, and where political pressures to expedite
access to new technologies were a common challenge faced by all regulators.

Panelists representing regulatory authorities recognized the increased political pressures during the pandemic
and mentioned that having quality assurance systems and science-based decisionmaking processes was
critical to guarantee that products approved were of high quality, safe, and effective. However, cognizant of the
importance of establishing expedited processes, increasing efficiencies, introducing flexibilities, and responding
tothe changing context, regulators shared some of the strategies implemented. For example, the National Food
and Drug Surveillance Institute of Colombia (INVIMA) established an EUA process, and it also created a list of
essential health technologies to facilitate importation of products that did not have marketing authorization
but did comply with predefined criteria. The Federal Commission for Protection against Health Risks of Mexico



(COFEPRIS) also mentioned as key to facing the pandemic the digitalization of regulatory procedures and the
need to establish mechanisms for the exchange of regulatory information for decisionmaking.

The growing recognition of reliance as best regulatory practice of the twenty-first century and its increased use
during the pandemic was also discussed. WHO shared that 15 days after the prequalification team had issued
the first emergency use listing (EUL) of COVID-19 vaccines, 101 countries used a reliance base process to provide
EUA. Furthermore, it is expected that reliance practices will be strengthened thanks to the use of the Global
Benchmarking Tool to generate evidence of NRA’s performance and to designate WHO-Llisted authorities.

Despite the benefits of using reliance and other expedited procedures for authorization and importation,
NRAs were still responsible for balancing the risk of allowing the entry of needed medical products for which
there was limited information and/or were sourced from unknown manufacturers and markets with less-mature
regulatory oversight. Pharmacovigilance and surveillance systems became crucial in this context to monitor the
safety and efficacy of these products, and to take regulatory actions if necessary.

To support these surveillance activities, the Uppsala Monitoring Centre (UMC) prepared and adapted its tools for
reporting COVID-19 vaccine events, facilitated training, and published reports on the observed global patterns from
the 2.7 million vaccine reports received to complement the work of regulatory systems. Regulatory authorities,
like INVIMA, highlighted the importance of communication and working closely with service providers, such as
immunization programs, and with everyone involved in the supply chain so that reports of events are received
and that appropriate follow-up and regulatory action takes place.

The issue of substandard and falsified medical products during the pandemic was also addressed in the panel.
The United States Pharmacopeia (USP) mentioned that the high demand for products and the constricted supply
chain observed during the COVID-19 pandemic created an optimal environment for substandard and falsified
medical products. Panelists highlighted the need to develop strategies for rapid detection and response, as well
as promoting means for the end-user to have the tools that allow them to recognize and report any potential
falsified products.

Another challenge discussed in the panel was the disruption of pharmaceutical supply chains. Scarcity of medical
products, protectionist policies, and disruption of air traffic were some of the challenges faced by procurement
agencies. The Region of the Americas was particularly vulnerable to these shocks. During the peak of the pandemic,
only 4% of supplies were produced in the Region, showing great dependence on international markets. Building of
local manufacturing capacities is imperative for better preparedness for the next emergency.

Michael Rosu-Myles, from Health Canada, did the panel wrap-up. In his intervention, Rosu-Myles highlighted
the fact that COVID-19 posed a novel pressure on the regulatory systems, manufacturers, procurement agencies,
and international organizations like PAHO/WHO. However, it also allowed for the adoption of regulatory efficiencies,
enhancement of existing regulatory systems, and strengthening of global collaboration.

Report of the 10th Conference of the Pan American Network for Drug Regulatory Harmonization (PANDRH)

é The Regulatory Systems in the Health Agenda Post COVID-19



Plenary 3: The regulatory systems in the
post COVID-19 agenda

Theimportance of the regulatory systems in the post-COVID19 health system agenda, as well as the good practices
that should be extrapolated in the postpandemic stage were discussed in the last panel of the 10th PANDRH
Conference. The keynote speaker of the session was PAHQO’s Assistant Director, Dr. Jarbas Barbosa da Silva Jr.

In his intervention, Dr. Barbosa noted that the COVID-19 pandemic offered the unique opportunity to critically
analyze the value of the regulatory systems in the health and sustainability agenda post COVID-19. Regulatoryissues
will remain key as countries grapple with recovery and rebuilding efforts, including expanding manufacturing
capacity. Dr. Barbosa finalized his presentation by highlighting that the future requires strategies for the
strengthening of regulatory systems that contemplate convergence and harmonization under international
standards, the advantages of collaborative approaches, and the use of reliance principles considering benefit-
risk criteria, as well as the promotion of local supply chains that benefit access to quality products.

The plenary session followed the keynote presentation. This plenary was chaired by Marlan Cole from Guyana’s
Food and Drug Department, and moderated by Andreas Seiter, from the World Bank. Members of the panel
included:

¢ Manuel Limeres, National Administration of Drugs, Foods and Medical Devices, Argentina
 Leonardo Sanchez, Sanitary Regulation Agency, Honduras

+ Meiruze Freitas, National Health Surveillance Agency, Brazil

« Danielle Craig, Coalition for Innovations on Epidemic Preparedness

+ Martin Harvey, European Medicines Agency

Panelists reflected on the lessons learned that should be applied to improve future emergency response.
Increased and better communication was singled out by all panelists as something critical that can be enhanced
in the next pandemic response. Developing capacities to communicate complex information on products’
safety, efficacy, and quality to the general population is critical to increasing trust in regulators and the overall
health system.

Stakeholder engagement was also heralded as a critical lesson of the current pandemic that should be
strengthened in the future. Dialogues between regulators and developers should continue to be promoted
to increase innovation and access to medical products. The inclusion of smaller developers in the discussions
should be encouraged. Increased engagement and dialogue with other actors of the health sector, such as
immunization programs, should also be strengthened to promote cohesive messages and integrated actions.

Though regulatory harmonization initiatives have been promoted in over the years, there is still a need to have
a common understanding on how to interpret and implement standards. Global cooperation mechanisms,
forums, and dialogues among regulatory agencies were identified as positive developments that can support
the advancement of this common understanding and interpretation of international standards. This initiative
was characterized as critical by the panelists because trust between regulators, which comes about through
constant interaction over the years, is fundamental for regulatory efficiencies, such as reliance.

Looking five years into the future, panelists mentioned that they hoped to see in place appropriate mechanisms
that would allow a faster regulatory response to emergencies to reduce economic impacts and save lives.
They expect to see a common understanding that duplications should be avoided, and that not all regulatory
authorities need to be a reference authority to fulfill their obligations to their citizens. Strengthening regulatory
capacity does not always mean devising new rules but doing things right and making sure that end-users trust
their regulators.



The plenary was wrapped up by Mary Lou Valdez, PAHO Deputy Director. Ms. Valdez thanked the panelists for
their participation and reiterated the key role played by regulators during the pandemic for the delivery and
access to key technologies, such as vaccines. She also stressed the importance of continued collaboration with
all stakeholders to advance the regulatory agenda, increase transparency, promote regulatory coherence and
reliance, and enhance information-sharing and communication.
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Information session: New resolution
“Policy to strengthen national regulatory
systems for medicines and other health
technologies” and consultation process

Onthe last day of the 10th PANDRH Conference, aninformation session took place on the draft resolution “Policy
to strengthen national regulatory systems for medicines and other health technologies.” The session was chaired
by Ms. Laila Sofia Mouawad, ANVISA, and the presentation conducted by Dr. Maria Luz Pombo, PAHO/WHO.

Dr. Pombo started the session by reminding attendees that since the adoption of Resolution CD50.R9 in 2010
much progress had been achieved in terms of regulatory strengthening, harmonization, and convergencein the
Americas. Yet, countries face new challenges in building efficient regulatory systems that are integrated into
health systems and that can respond in an agile way to changing contexts and future emergencies. Furthermore,
there is a growing interest in innovation and local manufacturing capacity-building in the Region.

Renewed regional mandates are necessary to respond to this new regional context, and to the establishment
of a single global assessment tool, the Global Benchmarking Tool (GBT), in 2019. With the adoption of a new
policy and resolution to strengthen regulatory systems, the NRAs of the Americas will have the opportunity to
set a new direction for regulatory development in the Region, subject to public health interest, safeguarding the
quality, safety, and efficacy of the products that enter their territories and contributing to sustainable production
systems, and regional economic development.

The policy considers four main lines of work:
- Adopt sustainable State policies that strengthen the governance and stewardship of regulatory systems.

« Promote the strengthening of regulatory systems for consistent, transparent processes based on
regulatory science.
- Strengthen regulatory harmonization and convergence.

+ Adopt new evaluation systems based on the GBT and related mechanisms.

Dr. Pombo concluded herintervention inviting NRAs of the Region of the Americas to participate in the consultation
process on this policy that would take place from February to March of 2022. Non-State Actors in official relations
with PAHO were also invited to participate and send their comments when the document is officially published
on the PAHO/WHO Governing Bodies’ website.



Conclusions

Dr. Analia Porras, PAHO Unit Chief for Medicines and Other Health Technologies, offered concluding remarks of
the 10th PANDRH Conference. Dr. Porras celebrated that the Conference had chairs from all the subregions of
the Americas, and that other key partners were able to participate as panelists or moderators. Despite this new
virtual format, the Conference achieved its goal of highlighting all the advances witnessed in the Region in the
past 10 years and discussing the way forward.

Despite the successes, COVID-19 showed that there are still areas of opportunity for regulatory systems
strengthening. For example, the need to strategically evaluate and increase regional manufacturing capacity
of critical supplies, with appropriate regulatory oversight, is one of the pending challenges. A call was made
for a renewed commitment with the assessment of regulatory capacities as a tool for continual improvement.
Additionally, increased use and collaboration of subregional mechanisms, such as the CRS, should be promoted.

What the Region has achieved over the past decade in the regulatory arena has been due to cooperation, joint work,
commitment to transparency principles, and great collaboration between agencies. Since its inception in 1998,
the PANDRH network has fostered trust among the regulators of the Americas. The PANDRH Secretariat invited
representatives of the industry to join efforts aimed at increasing collaboration and information-sharing.
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Annexes

Annex 1. Program of the 10th PANDRH Conference

10th Conference of the Pan American Network for Drug Regulatory Harmonization (PANDRH)
Extraordinary virtual session

6, 8, and 10 December 2021

The Regulatory Systems in the Health Agenda Post COVID-19

Day 1
Monday, 6 December

9:00 -9:30 Preliminary sound and image tests on Zoom

Opening remarks
- Carissa F. Etienne, PAHO/WHO

9:30 -9:40

Report of the PANDRH Secretariat (and Q&A):
9:40 -10:20 - Regional progress since the 9th PANDRH Conference

- Objectives of the 10th PANDRH Conference (Analia Porras, PAHO/WHO)

PLENARY1

Strengthening, integration and pending agenda: the evolution of regulatory systems 2010-2020
Chair: Elvia Lau, Direccién Nacional de Farmacia y Drogas, Panama

Moderator and introduction: James Fitzgerald, PAHO/WHO

Panel

- Heriberto Garcia Escorza, Public Health Institute, Chile

- Joy St. John, Caribbean Regulatory System/ Caribbean Public Health Agency

+ Olga Casanueva, Center for State Control of Drugs, Equipment and Medical Devices, Cuba
10:20 -12:00 « Amanda Jane Diniz, Health Canada

+ Miguel Maito, Latin American Association of the Pharmaceutical Industry

- Rebecca Lumsden, Latin American Federation of the Pharmaceutical Industry

Q&A and comments

Panel wrap-up: Catherine Parker, representative of the Committee of the Report on Regulatory
System Strengthening in the Americas. Lessons Learned from the National Regulatory

Authorities of Regional Reference
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Day 2
Wednesday, 8 December

8:30 - 9:00 Preliminary sound and image tests on Zoom

PLENARY 2
The contribution of the regulatory systems in the Region of the Americas to the response to the
COVID-19 pandemic

Chair: Maria Antonieta Gamarra, Direccién Nacional de Vigilancia Sanitaria, Paraguay
Keynote speaker: Elizabeth Hillebrenner, United States Food and Drug Administration
Moderator and introduction: Mac Lumpkin, Bill & Melinda Gates Foundation

Panel
9:00 - 11:00 + Daniel Rodriguez, PAHO/WHO

+ Maria Margarita Jaramillo, National Institute for Drug and Food Surveillance, Colombia
* Alejandro Svarch, Federal Commission for Protection against Health Risks, Mexico

« Hiiti Sillo, WHO

+ Hervé Le Louet and Pinelopi Lundquist, Uppsala Monitoring Center

 Ron Piervincenzi, United States Pharmacopeia

Q&A and comments

Panel wrap-up: Michael Rosu-Myles, Health Canada

Day 3
Friday, 10 December

8:30 - 9:00 Preliminary sound and image tests on Zoom

PLENARY 3
The Regulatory systems in the post COVID-19 agenda

Chair: Marlan Cole, Food and Drug Department, Guyana
Keynote speaker: Jarbas Barbosa da Silva Jr, PAHO/WHO
Moderator and introduction: Andreas Seiter, World Bank

Panel
9:00 - 11:00 + Manuel Limeres, National Administration of Drugs, Food and Medical Devices, Argentina

- Leonardo Sanchez, Health Regulatory Agency, Honduras
- Patricia Tagliari, National Health Surveillance Agency, Brazil
- Danielle Craig, Coalition for Innovations on Epidemic Preparedness

- Martin Harvey, European Medicines Agency

Q&A and comments

Closing remarks: Mary Lou Valdez, PAHO/WHO

Information session: new resolution “Policy to strengthen national regulatory systems for
medicines and other health technologies” and consultation process

11:00 - 11:30 . ) ) )
Chair: Leonardo Dutra, National Health Surveillance Agency, Brazil
Presentation: Maria Luz Pombo, PAHO/WHO
Moderation: Analia Porras, PAHO/WHO

130 Closing remarks: Analia Porras, PAHO/WHO

Photo




Annex 2. List of participants

A.Acronym glossary

Acronym

Organization

Country

Agencia Estatal de Medicamentos y Tecnologias en Salud

Bolivia (Plurinational

AGEMED . .
State Agency for Medicines and Health Technologies State of)
Asociacion Nacional de Laboratorios Farmacéuticos
ALAFARPE ) o ] ) Peru
National Association of Pharmaceutical Laboratories
Asociacion Latinoamericana de Industrias Farmacéuticas )
ALIFAR ] ) o ) ) Argentina (HQ)
Latin American Association of Pharmaceutical Industries
Asociacion Mexicana de Industrias Innovadoras de Dispositivos Médicos .
AMID i o , , , ) Mexico
Mexican Association of Innovative Industries of Medical Devices
Asociacion de Laboratorios Nacionales
ANL L . . Uruguay
Association of National Laboratories
Administracién Nacional. de Medicamentos, Alimentos y Tecnologia Médica )
ANMAT . o . . ) Argentina
National Administration of Drugs, Foods and Medical Devices
Autoridad Nacional de Regulacion Sanitaria .
ANRS . . . Nicaragua
National Health Regulation Authority
Agéncia Nacional de Vigilancia Sanitaria )
ANVISA ) . Brazil
National Health Surveillance Agency
Agencia Nacional de Regulacién, Controly Vigilancia Sanitaria
ARCSA . - . . Ecuador
National Agency for Sanitary Regulation, Control and Surveillance
Agencia de Regulacion Sanitaria
ARSA ) ) Honduras
Sanitary Regulation Agency
As. Ecuatoriana de Distribuidores e Importadores de Productos Médicos
ASEDIM . o o ] Ecuador
Ecuadorian Association of Distributors and Importers of Medical Products
Barbados Drug Service
BDS . . Barbados
Servicio de Medicamentos de Barbados
Bill & Melinda Gates Foundation )
BMGF L . United States
Fundacién Bill y Melinda Gates
Camara Argentina de Especialidades Medicinales )
CAEME . . Lo Argentina
Argentine Chamber of Medicinal Specialties
Camara Nacional de la Industria Farmacéutica .
CANIFARMA ) , Mexico
National Chamber of the Pharmaceutical Industry
Caribbean Public Health Agency Trinidad and Tobago
CARPHA . Lo .
Agencia de Salud Pdblica del Caribe (HQ)
Centro para el Control Estatal de Medicamentos, Equipos y Dispositivos Médicos
CECMED ) ) Cuba
Center for State Control of Drugs and Medical Devices
Centro Nacional de Abastecimiento de Recursos Estratégicos en Salud
CENARES ) , Peru
National Center for the Supply of Strategic Health Resources
Coalition for Epidemic Preparedness Innovations
CEPI L ) p ) . Norway (HQ)
Coalicion para las Innovaciones en Preparacion para Epidemias
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Acronym  Organization Country
CIFABOL Camara de la Industria Farmacéutica Boliviana Bolivia (Plurinational
Chamber of the Bolivian Pharmaceutical Industry State of)
Camara de la Industria Quimica Farmacéutica del Paraguay
CIFARMA ) . Paraguay
Chamber of the Pharmaceutical Chemical Industry of Paraguay
Camara Industrial de Laboratorios Farmacéuticos Argentinos )
CILFA . . . . Argentina
Industrial Chamber of Argentine Pharmaceutical Laboratories
Comision Federal para la Proteccion contra Riesgos Sanitarios )
COFEPRIS o ) . ) ] Mexico
Federal Commission for the Protection against Sanitary Risk
Direccién General de Medicamentos Insumos y Drogas
DIGEMID ) - , Peru
General Directorate of Medicines, Supplies and Drugs
Direccion Nacional de Vigilancia Sanitaria
DINAVISA . . . . Paraguay
National Directorate of Sanitary Surveillance
Direccién Nacional de Farmacia y Drogas, Ministerio de Salud
DNFD . ) o Panama
National Directorate of Pharmacy and Drugs, Ministry of Health
Direccion Nacional de Medicamentos
DNM . ) . El Salvador
Nacional Directorate of Medicines
OPM Directorate of Pharmacy and Medicines, Ministry of Health Hait
aiti
Direccién de Farmacia y Medicamentos, Ministerio de Salud
Departamento de Regulacién y Control de Productos Farmacéuticos y Afines
DRCPFA . ) Guatemala
Depart. of Regulation and Control of Pharmaceuticals and Related Products
European Medicines Agency
EMA ) . Netherlands (HQ)
Agencia Europea de Medicamentos
U.S. Food and Drug Administration )
FDA o . . ) ) United States
Administracion de Alimentos y Medicamentos de los Estados Unidos
Food and Drug Department
FDD . . Guyana
Departamento de Alimentos y Medicamentos
Federacion Latinoamericana de la Industria Farmacéutica )
FIFARMA . . ) . Mexico (HQ)
Latin American Federation of the Pharmaceutical Industry
Fundacdo Oswaldo Cruz, Escola Nacional de Satde Pdblica )
FIOCRUZ/ENSP i ] , Brazil
Oswaldo Cruz Foundation, National School of Public Health
Instituto Especializado de Analisis
IEA o ) ] Panama
Specialized Institute of Analysis
ILAR Asociacion Latinoamericana de Autocuidado Responsable
Latin American Association for Responsible Self-Care
Instituto Nacional de Ciencias Médicas y Nutricién Salvador Zubiran )
INCMNSZ . . . . . . Mexico
National Institute of Medical Sciences and Nutrition Salvador Zubiran
INHRR Instituto Nacional de Higiene Rafael Rangel Venezuela (Bolivarian
National Institute of Hygiene ‘Rafael Rangel’ Republic of)
Asociacion de Industriales Quimico-Farmacéuticos
INQUIFAR o ) . o El Salvador
Association of Chemical-Pharmaceutical Industrialists
Instituto Nacional de Vigilancia de Medicamentos y Alimentos .
INVIMA Colombia

National Institute of Drug and Food Surveillance




Acronym  Organization Country
Instituto de Salud Publica de Chile .
ISP ) . . Chile
Public Health Institute of Chile
Ministry of Health and Wellness )
MOHW T ) Jamaica
Ministerio de Salud y Bienestar
Ministry of Health and Wellness ,
MoHW o ) Belize
Ministerio de Salud y Bienestar
MPPS Ministerio del Poder Popular para la Salud Venezuela (Bolivarian
Ministry of Popular Power for Health Republic of)
CARPHA Medicines Quality Control and Surveillance Department .
MQCSD o ] . . Jamaica
Departamento de Vigilancia y Control de Calidad de Medicamentos, CARPHA
Médecins Sans Frontiéres )
MSF L ) . Switzerland (HQ)
Médicos Sin Fronteras/Doctors Without Borders
Ministerio de Salud PUblica y Asistencia Social
MSPAS o ] ) ] Guatemala
Ministry of Public Health and Social Assistance
Ministerio de Salud PUblicay Bienestar Social
MSPBS o . . Paraguay
Ministry of Public Health and Social Welfare
PAHO/WHO Pan American Health Organization/World Health Organization .
. . L . United States (HQ)
OPS/OMS Organizacién Panamericana de la Salud/Organizacion Mundial de la Salud
Secretaria de la Defensa Nacional )
SEDENA . Mexico
Secretary of National Defense
Sindicato da IndGstria de Produtos Farmacéuticos )
SINDUSFARMA Brazil

Industry Syndicate of Pharmaceutical Products in the State of Sao Paulo

Universidad Auténoma de Santo Domingo

UASD o . Dominican Republic
Autonomous University of Santo Domingo
Universidad de Guadalajara .

uDG . . . Mexico
University of Guadalajara
Uppsala Monitoring Centre

uMcC ] Sweden
Centro de Monitoreo de Uppsala
Universidad Nacional de Asuncién-Facultad de Ciencias Quimicas

UNA ) o > o Paraguay
National University of Asuncién-School of Chemical Sciences
Universidad Nacional Auténoma de México .

UNAM . . . ) Mexico
National Autonomous University of Mexico
Universidad Nacional Mayor de San Marcos

UNMSM ) o Peru
National University of San Marcos
Universidad de San Carlos de Guatemala

USAC . . Guatemala
University of San Carlos of Guatemala
United States Pharmacopeia )

UspP ) United States
Farmacopea de los Estados Unidos

WHO World Health Organization )

— ) Switzerland (HQ)
OoMS Organizacion Mundial de la Salud
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B. Participants

Ordered alphabetically by last name

(List of PAHO/WHO Secretariat participants can be found below.)

Name Organization Country
Jacqueline Achi ARCSA Ecuador
Carmen Acosta Instituto Mechnikov, S.A. Nicaragua
Patricio Acurio ARCSA Ecuador
Ana Agaton INHRR Venezuela (Bolivarian Republic of)
Gina Aguero Laboratorios Biopas Peru
Nahla Ahmed Ministry of Health / Ministerio de Salud Sudan
Tatiana Ajata Ministerio de Salud / Ministry of Health Bolivia (Plurinational State of)
Rima AlBalushi Ministry of Health / Ministerio de Salud Oman
Jorge Alcedo DNFD Panama
Ruben Alcibar Castillo UNAM Mexico
Crisley Alfaro AGEMED Bolivia (Plurinational State of)
Sara Lizbeth Alfaro Galindo ubc Mexico
Ruddy Alvarez CENARES Peru
Yesica Anastasio ANMAT Argentina
Janette Andrade ARCSA Ecuador
Roman Afino DNFD Panama
Patricia Aprea ANMAT Argentina
Milagros Arangoitia DIGEMID Peru
Gladys Arce Carestream Health Peru Peru
Urimara Argotti Roche Mexico
Martha Arroyo CSL Behring Mexico
Coralia Arteaga INHRR Venezuela (Bolivarian Republic of)
Rosario Verdnica Astorga Delgado DIGEMID Peru
Esther Avalos Ocasa Peru
Gabriela Avila 10x Informatica Guatemala
Jaime Avila INVIMA Colombia
Luis Ayala DNM El Salvador
Cyntia Ayala Dutriec SA Paraguay
Lucia Ayala INVIMA Colombia
Secretaria de Marina, Armada de
Tania Gabriela Ayala México Secretary of the Navy, Navy of Mexico
Mexico
Mabel Barbosa INVIMA Colombia
Isidora Barragan Jiménez COFEPRIS Mexico
Eysa Barrios Ministerio de Salud / Ministry of Health Panama




YET Organization Country
Kleber Barros Ministerio da Saude / Ministry of Health Brazil
Berenice Barroso Probiomed SA de CV Mexico
Tandeka Barton FDD Guyana
Andrea Basualdo Universidad Mayor Chile
Beatriz Batrez DRCPFA Guatemala
Luis Bayas ARCSA Ecuador
Rossemary Belevan DIGEMID Peru
Agustina Bisio ANMAT Argentina
Jennifer Borgo Sistemas Analiticos SRL Peru
Adrian Brenes Ministerio de Salud / Ministry of Health Costa Rica
Dassaéve Brice Consultant Haiti
Adriana lvama Brummell London School of Economics/ANVISA  United Kingdom
Lindsay Bynoe BDS Barbados
Eliana Caballero CIFABOL Bolivia (Plurinational State of)
Karina Caballeros DRCPFA Guatemala
Julio Antonio Caceres Catorety AGEMED Bolivia (Plurinational State of)
Carmen Fabiola Camacho Morales Laboratorios Somar Mexico
Manuela Cambel Prospectiva Consulting Argentina
Maria Canales ANRS Nicaragua
Fanny Carrillo DNM El Salvador
Cristian Carranza Sistemas Analiticos SRL Peru
Katherine Carrera C&E Siromax S.A.C. Peru
Gioconda Castillero DNFD Panama
Eduardo Castillo DNFD Panama
Dalia Castillo Sanchez UASD Dominican Republic
Stefy Castro Farmacias tu Economia Ecuador
Gaby Cedillo INCMNSZ Mexico
Nubia Chacén MSF Mexico
Avidan Chavez Novartis United States
Katherine Chavez ARCSA Ecuador
Marlene Choque ICU Medical Peru
Luis Fernando Choque Borjes AGEMED Bolivia (Plurinational State of)
Dalita Chozajian Novartis Venezuela (Bolivarian Republic of)
Izabel Coelho Sun Pharma Brazil
Marlan Cole FDD Guyana
Diana Compagny Novartis Mexico
Jhon Conde Sistemas Analiticos SRL Peru
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Name Organization Country
Margarita Contreras COFEPRIS Mexico
Jessica Contreras Yeren Anden Bio Naturals SAC Peru
Mirna Cérdova DNM El Salvador
Francisco Cortez DNM El Salvador
Yolanda Yrene Cortez Chaupin DIGEMID Peru
Danielle Craig CEPI United Kingdom
Martha Cravioto GSK Mexico
Marianet Cruz Zuma Documentacién Integral Mexico
Michael Cunha Bayer United States
Sara Cutzal Donovan Guatemala
Secretaria de Marina, Armada de
Celeste D’Abril Ruiz Leyja México Secretary of the Navy, Navy of Mexico
Mexico
Donna Daniel Department of Health / Depart. Saint Lucia
de Salud
Jeannette Daza INVIMA Colombia
Maria de Guzman FIFARMA Colombia
Lucrecia de Haase USAC Guatemala
Felipe Angel De la Sancha COFEPRIS Mexico
Andrés de la Torre ARCSA Ecuador
Maria de Melin Novartis Venezuela (Bolivarian Republic of)
Milagro De Romero INQUIFAR EL Salvador

Ministry of Health and the Environment

Tricia de Shong Ministerio de Salud y Medio Ambiente Saint Vincent and the Grenadines
Adame Deisy Hospital San Agustin Mexico
Marilyn Olinda Idalia Deleon Castro DNM El Salvador
Karla Vanessa Delgado ANRS Nicaragua
Sonia Delgado Ministerio de Salud / Ministry of Health Peru

Karla Delgado Rosales Granera ANRS Nicaragua
José Di Fabio CEPI United States
Juanita Diarte Alcaraz Casa Boller Paraguay
Esmeralda Diaz Laboratorios Lafar El Salvador
Janepsy Diaz ISP Chile
Gabriela Diez ISP Chile
Amanda Jane Diniz Health Canada Canada
Stephanie Donis DRCPFA Guatemala
Rubens Donoso Ministerio de Salud / Ministry of Health Panama
Adriana Dos Santos Costa Prati Donaduzzi & Cia Ltda Brazil




YET Organization Country

Lucas Duarte ANMAT Argentina
Sebastian Duarte ANMAT Argentina

Fayon Duncan FDD Guyana

Leonardo Dutra Rosa ANVISA Brazil

Verna Edwards MOHW Jamaica

Josip Lino Eguino CIFABOL Bolivia (Plurinational State of)
Maria Elias DIGEMID Peru

Efrén Elias usp Mexico

Nicole Ennis MQCSD Jamaica

Alejandra Espinosa ILAR United States

Maria Eugenia INHRR Venezuela (Bolivarian Republic of)
Rian Extavour CARPHA Trinidad and Tobago
Eugenia Fagundez Roche Uruguay

Milena Fallas Roche Costa Rica

Ana Maria Fallas Quesada Gutis Ltda. Costa Rica

Felipe Farias Unichem Brazil

Edita Fernandez Ancalmo Internacional El Salvador

Elaine Ferraz Thermo Fisher Brazil

Karina Flores DNM El Salvador

José Rivelino Flores Miranda CANIFARMA Mexico

Inter-American Coalition for Regulatory

Leticia Fonseca Convergence Brazil
Sonia Fretes UNA Paraguay
Amanda Fusco Brainfarma Brazil
Emma Fustamante Maver Per( S.A.C. Peru

Elena Galarza ARCSA Ecuador
Juan Gallo CIFABOL Bolivia (Plurinational State of)
Maria Antonieta Gamarra MSPBS Paraguay
Noe Garcia DNM El Salvador
Evelyn Garcia Falmar S.A. de C.V. El Salvador
Heriberto Garcia ISP Chile
Bernardo Gazzinelli Biolab Sanus Farmacéutica Brazil
Silvia Gelvez ALIFAR/Vitalis SACI Colombia
Roberta Gomes Organon Brazil
Cammilla Gomes Roche Brazil

Raquel Gomez

Profesional de registro, sector industrial ELl Salvador

Samantha Gomez

Nipro Medical de México, S.A. de C.V.

Mexico
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Name

Natalia Gonzalez

Organization

ARSA

Country

Honduras

Sandra Ligia Gonzalez

Inter-American Coalition for Regulatory

United States

Convergence
Carlos Gonzalez Instituto Nacional de Pediatria Mexico
Carmen Julia Gonzalez INVIMA Colombia
Claudia Estrella Gonzalez Probiomed SA de CV Mexico
Cristina Gonzalez de JesUs SEDENA Mexico
Sharon Goodridge BDS Barbados
Lily Gordillo MSPAS Guatemala
Marisol Guerra COFEPRIS Mexico
Johana Gutiérrez Laboratorios Ecar Colombia
Cecilia Guzman Ministerio de Salud / Ministry of Health Peru
Martin Harvey EMA Netherlands
Gabriela Heldt Motta EMS Brazil
Grace Henriquez DNM El Salvador
Katherine Judith Henriquez Magaia DNM El Salvador
Patricia Hernandez CENARES Peru
Alexandra Hernandez INHRR Venezuela (Bolivarian Republic of)
David Hernandez Laboratorios Vijosa El Salvador
Doris Jeaneth Hernandez ARSA Honduras
Alida Hernandez CECMED Cuba
Ménica Hernandez Vazquez Analista ir‘1dependiente de asuntos Mexico
regulatorios
Mirtha Herrera Rivas DIGEMID Peru
Elizabeth Hillebrenner FDA United States
Maryam Hinds BDS Barbados
Jieying Huang Roche CostaRica
Maria Fernanda Hurtado FIFARMA Colombia
Mahir Idris LMM General Trading United Arab Emirates
Jorge Iliou DINAVISA Paraguay
Javier Enrique Intriago Gilces ARCSA Ecuador
Camille Isaac Ministry of Health / Ministerio de Salud Grenada
Elinalse ANMAT Argentina
Jaime Jacob Flores Ministerio de Salud Pblica
Ministry of Public Health Ecuador
Olga Lidia Jacobo Casanueva CECMED Cuba
Maria Jacobs Pfizer United States
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YET Organization Country

Kelling Janampa Farma.céutic.o, ) Venezuela (Bolivarian Republic of)
profesional independiente

Maria Margarita Jaramillo Pineda INVIMA Colombia
Julie-Ann Jemmott MOHW Jamaica
Karla Judrez Procaps Guatemala
Maryam Karga-Hinds BDS Barbados
Lizis Kimura Lopes Janssen Brazil
Diego Kise Azbil Telstar Brazil
Tania Michelle Laime Arias Drogueria INTI S.A. Bolivia (Plurinational State of)
Lachmie Lall Ministry of Health / Ministerio de Salud Guyana
Libia Lanchi Hospital San Vicente de Padl Ecuador
Elvia Lau Ministerio de Salud / Ministry of Health Panama
Hervé Le Louet uMcC Sweden
Ciro Leal Mission of Brazil to PAHO/WHO Brazil
Jisette Letelier DPM Haiti
Zaida Lezcano Ministerio de Salud / Ministry of Health Panama
Lawrence Liberti Temple University School of Pharmacy United States
Liliana Ariza INVIMA Colombia
Manuel Limeres ANMAT Argentina
Nadia Liu Ministry of Health / Ministerio de Salud Guyana
Miriam Loera COFEPRIS Mexico
Robin Lépez DIGEMID Peru
Sara Lépez DINAVISA Paraguay
Katia Lopez DNM EL Salvador
Pamela Lopez Establecimientos Ancalmo S.A. de C.V. El Salvador
Andrea Lopez Novartis Guatemala
Anahi Lépez UNAM Mexico
Ana Maria Lépez | Analista regulatoria, sector industrial ~ Chile
Rosamund Lovell BDS Barbados
Cynthia Lozano DIGEMID Peru
Mac Lumpkin BMGF United States
Rebecca Lumsden Pfizer United Kingdom
Pinelopi Lundquist UM Sweden
Miguel Maito ALIFAR/CILFA Argentina
Erika Yessenia Maldonado Lépez DNM El Salvador
Daniela Manzoli Bravo Bayer Brazil
Shaleene Mark Ministry of Health / Ministerio de Salud Grenada
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Name Organization Country
Eduardo Piero Marmanillo Meléndez ~ DIGEMID Peru

Nilda Martinez Comfar S.A.E.CA. Paraguay
Amanda Martinez Gremio de Salud Comsalud-CCL Peru
Rosana Mastellaro Sindusfarma Brazil

Vanessa Matthew JNF Hospital Pharmacy Saint Kitts and Nevis
Gabriela Matute ARSA Honduras
Diana Medina DINAVISA Paraguay
Bayron Ronaldo Medrano Lopez ANRS Nicaragua
Sulay Mejia DNM El Salvador
Alicia Mena COFEPRIS Mexico
Karina Mena UASD Dominican Republic
Adriana Mendoza-Ruiz FIOCRUZ/ENSP Brazil
Lipsi Omayra Merchan Aguas ARCSA Ecuador
Adriana Minaya Consultora independiente Mexico
Carmen Miranda Pro'fesional de f'asegure')miento dela Peru
calidad, sector industrial
Mirsha Miranda Nipro Medical de México, S.A.de CV.  Mexico
Madeleine Miranda Jara DIGEMID Peru
Enrique Molina MSPAS Guatemala
Nayeli Montesinos Nipro Medical de México, S.A.de CV.  Mexico
Rosa Morales DNM El Salvador
Shirley Marcela Morales Sanchez INVIMA Colombia
Marcos Moreira MSD Brazil
Lauro Moretto Academia de Ciéncias Farmacéuticas Brazil

do Brasil

Maria Cristina Mota Pina

AbbVie Inc/FIFARMA

United States

Laila Mouawad ANVISA Brazil
Ingrid Muller Boehringer Ingelheim Argentina
Cristina Murgueitio ASEDIM Ecuador

Norma Murillo

Consultora en Salud Scienza

Bolivia (Plurinational State of)

Goy Navas IEA Panama
Sairah Ocampo ALAFARPE Peru
Fatima Ochoa Garrido MSF Mexico
Ester Massae Okamoto Dalla Costa Universidade Estadual de Londrina

State University of Londrina Brazil

Catia Verdnica Oliveira FIOCRUZ/ENSP Brazil
Patricia Oliveira Pereira Tagliari ANVISA Brazil
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YET Organization Country
Abozer Omer Patient Support Organization Sudan
Lourdes Orellana DRCPFA Guatemala
Alejandra Ortega Molina Farmacias del Ahorro Mexico
Ricardo Ortiz ALN Uruguay
Princess Osbourne MOHW Jamaica
Elizabeth Osorio Tecnoquimicas S.A. Colombia
Sabrina Carla Ozurovic ANMAT Argentina
Liliana Pachon Abbott Laboratories United States
Mabel Carina Padrén Medina INHRR Venezuela (Bolivarian Republic of)
Michelle Palacios Velasco Janssen Mexico
Luis Palma DNFD Panama
Vilma Ignacion Palomino Ministerio de Salud / Ministry of Health Peru
Verdnica Palomo Ministerio de Salud / Ministry of Health EL Salvador
Marisa Papen DIGEMID Peru
Ana Cristina Paz Ministerio de Salud / Ministry of Health Panama
Vera Pepe FIOCRUZ/ENSP Brazil
Uriel Pérez DNFD Panama
Carmen Pérez INQUIFAR El Salvador
Lisette Pérez Ojeda CECMED Cuba
José Ivan Pérez Villatoro Universidad Auténoma de Chiapas
Autonomous University of Chiapas Mexico
Ron Piervincenzi Usp United States
Patricia Pineda FDA United States
Fatima Ponce de Ledn Sanchez Pharmaceutical Distoloza Peru
Carlos Portes ARCSA Ecuador
Victor Pribluda uspP United States
Lorena Quintanar 3M United States
Xavier Quintero ARCSA Ecuador
Marianela Quisbert AGEMED Bolivia (Plurinational State of)
Mariana Ramirez Roche United States
Galilea Raudales ARSA Honduras
Gopa Raychaudhuri FDA United States
Gandi Rayon Ramirez COFEPRIS Mexico
Tarsila Rey Pfizer Mexico
Julia Abi Mery Abbud Ribeiro Consultora independiente Brazil
Barrios Rina Laboratorios y Drogueria Pharmadel Guatemala
Thais Rocha ANVISA Brazil
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Name Organization Country
Nadia Rodas MSPAS Guatemala
Zoila Rodriguez DIGEMID Peru
Heraclio Rodriguez Sanofi Panama
Carmen Larissa Rodriguez ARSA Honduras
Nelson Rodriguez Ministerio de Salud / Ministry of Health Panama
Duglas Rodriguez Calderén Roche Diagnostics Panama

Rosa Rodriguez-Monguio

University of California San Francisco

United States

Mirtha Rojas ANRS Nicaragua
Sebastian Rojas INVIMA Colombia
Victor Rojas UNMSM Peru

Juan Roldan ISP Chile
Maria Antonieta Roman Novartis Mexico
Sandra Romero COFEPRIS Mexico
Diosnela Romero DINAVISA Paraguay
Mariuxi Rosales ARCSA Ecuador
Martha Rosales Ministerio de Salud / Ministry of Health Nicaragua
Sara Rosas Pint Pharma Peru
Francisco Rossi Fundacién IFARMA Colombia
Michael Rosu-Myles Health Canada Canada
Ileana Roverssi Picado Ministerio de Salud / Ministry of Health Costa Rica
Hernan Ruiz Novartis Chile
Karem Sagastume DRCPFA Guatemala
Nahomie Ingrid Saintil Appolon DPM Haiti
Frania Salas ANRS Nicaragua
Frania Salasblanca ANRS Nicaragua
Ana Salazar Vargas Ministerio de Salud / Ministry of Health Costa Rica
Thalia Saldana DIGEMID Peru
Alejandro Salinas ISP Chile
Patricia Salmer6n Nipro Medical de México, S.A.de CV.  Mexico
Leonardo Sanchez ARSA Honduras
Oscar Sanchez DNM EL Salvador
Alejandra Sanchez VigiSafe Mexico
Kathya Sanchez ARSA Honduras
Coralia Sanchez DNFD Panama
Maria Sanchez Roche CostaRica
Xochitl Yadira Sdnchez Godinez Hospital Gral Dr. Manuel Gea Gonzalez Mexico
Eva Sandoval ARSA Honduras
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Name

Yadira Sandoval Eslava

Organization

J&J Vision/AMID

Country

Mexico

Mercedes Santana

Pharmaseint, Pharma Asesores

Venezuela (Bolivarian Republic of)

Internac.
Michael Schmitz uspP United States
Gilberto Schupp Heiseckey Cia. S.A.C.I. Paraguay
Juliana Schwarz Rocha NG Reis Consultoria Brazil
Yenny Segovia Tagumedica S.A. Peru
Andreas Seiter World Bank United States
Leonardo Semprun MSD Panama
Katherine Serrano FDA United States
Carolina Sian CAEME Argentina
Bruna Silva Abbvie Brazil
Sarah Silva Janssen Brazil
Diana Silveira de Araujo ANVISA Brazil
Isabel Slepak Ministerio de Salud Pablica
Ministry of Public Health Uruguay
Patricia Socualaya DIGEMID Peru
Mercedes Soriano GT Dominican Republic
Laura Sosa Laboratorios Casasco S.A.I.C. Argentina
Varley Sousa ANVISA Brazil
Carla Souza Abbott Laboratories United States
Karina Souza Sanofi Brazil
Joy St. John CARPHA Trinidad and Tobago
Susan Suarez ANSI, Standards Alliance Colombia
Alejandro Svarch COFEPRIS Mexico
Ruben Szyszkowsky Juiz Laboratorios P.L. Rivero y Cia. S.A. Argentina

Fedor Antonio Taipe Gutiérrez MPPS Venezuela (Bolivarian Republic of)
Luciana Takara UspP Brazil
Ana Cristina Tello Pérez Roche Mexico
Juan Thompson ILAR Brazil
Celina Ticona DIGEMID Peru
Cinthia Torres DIGEMID Peru
Vicente Torres Quimico-farmacéutico independiente  Colombia
Karina Troya Ministerio de Salud / Ministry of Health Panama
Naomi Tzul MoHW Belize
Maria Victoria Urrea Duque INVIMA Colombia
Analleli Valdés Alanis Probiomed SA de CV Mexico
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Name Organization Country
Maria Valdez ICU Medical Mexico
Acerina Valdez Laboratorios DEF S.A. de C.V. Mexico

Claudia Vargas AGEMED Bolivia (Plurinational State of)
Paula Vargas Pfizer Costa Rica

Susana Vasquez Lezcano Ministerio de Salud / Ministry of Health Peru

Alexandra Vaz EMA Netherlands

Xiomara Vega Cruz Ministerio de Salud / Ministry of Health Costa Rica

Jhoana Sidney Venegas Miranda AGEMED Bolivia (Plurinational State of)
Laura Ventura DNM El Salvador
Maritsa Vernaza CENARES Peru

Evelin Guadalupe Vidal Gonzalez COFEPRIS Mexico
Francisco Viegas MSF Brazil
Rocio Viladegut Roche Peru
Esmeralda Villagran MSPAS Guatemala
Milagros Villalobos DIGEMID Peru

Luci Villanueva Ministerio de Salud / Ministry of Health Peru
Carmen Villanueva Timed S.A. Peru
Raquel Villanueva Claudio Corporacién Kaelsa S.A.C. Peru

Vesa Vuniqi FDA United States
Jennifer Wall umc United Kingdom
Marina Watson BDS Barbados
Gracia Wheatley-Smith Government of the British Virgin Islands

Gobierno de las Islas Virgenes o

Britanicas British Virgin Islands

Rémulo Frank Yauri Caraguay ARCSA Ecuador

Pedro Yoshikawa Galderma Brazil

Desirée Zambrano Zurita

Pharmaseint, Pharma Asesores

Venezuela (Bolivarian Republic of)

Internac.
Omar Zare Jara CENARES Peru
Julia Zelaya CIFARMA Paraguay
Maria Teresa Zelaya DNM El Salvador
Nellys del Carmen Z{niga Gémez Tecnoquimicas S.A. Colombia
PAHO/WHO Secretariat
Samvel Azatyan WHO Switzerland
Elisabeth Pluut WHO Switzerland
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YET Organization Country
Hiiti Sillo WHO Switzerland
Pablo Alcocer Vera PAHO/WHO United States
Maria José Alfonso PAHO/WHO Paraguay
Leticia Arciniega PAHO/WHO United States
Jarbas Barbosa PAHO/WHO United States
Mauricio Beltran PAHO/WHO United States
Monica Brana PAHO/WHO United States
Lesly Bustamante PAHO/WHO Colombia
José Bustos PAHO/WHO United States
Francisco Caccavo PAHO/WHO United States
Dietmar Canales PAHO/WHO Nicaragua
José Luis Castro PAHO/WHO United States
Marcos Chapparro PAHO/WHO United States
José Coto PAHO/WHO El Salvador
Danielle Domersant PAHO/WHO Haiti

Nicolas Dvoskin PAHO/WHO Argentina
Nilda Enriquez PAHO/WHO United States
Melissa Escorihuela PAHO/WHO United States
Carissa Etienne PAHO/WHO United States
James Fitzgerald PAHO/WHO United States
Ileana Fleitas PAHO/WHO Mexico
Alexandre Florencio PAHO/WHO Nicaragua
Murilo Freitas PAHO/WHO United States
Yasmin Garcia PAHO/WHO Mexico
Ignacio Ibarra PAHO/WHO United States
Maria Teresa Ibarz PAHO/WHO United States
Alexandre Lemgruber PAHO/WHO United States
Fernanda Lessa PAHO/WHO United States
Cintia Lombardi PAHO/WHO United States
Danini Marin PAHO/WHO Belize
Alexandra Mata PAHO/WHO United States
Pamela Milla PAHO/WHO Mexico
Oscar Orantes PAHO/WHO Guatemala
Stephanie Ouimet PAHO/WHO Canada
Cathy Parker PAHO/WHO Canada
Tomas Pippo PAHO/WHO United States
Maria Luz Pombo PAHO/WHO United States
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Name Organization Country
Analia Porras PAHO/WHO United States
Marcia Quirés PAHO/WHO CostaRica
Ana Ramirez PAHO/WHO Honduras
Ugo Ramos PAHO/WHO United States
Frank Raposa PAHO/WHO United States
Daniel Rodriguez PAHO/WHO United States
Robin Rojas PAHO/WHO United States
Andrea Rojas Bolafos PAHO/WHO Costa Rica
Didia Sagastume PAHO/WHO Panama
Begofia Sagastuy PAHO/WHO Mexico
Roberto Sanchez PAHO/WHO Bolivia (Plurinational State of)
Ameérica Valdés PAHO/WHO United States
Lou Valdez PAHO/WHO United States
Abraham Valles PAHO/WHO United States
Natalia Veloso PAHO/WHO Brazil

Angela Zambrano PAHO/WHO Colombia
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