Executive Summary
Meeting of the Steering Committee of the Pan American Network for Drug Regulatory
Harmonization (PANDRH)
Location:

Pan American Health Organization Headquarters, Washington DC, Room C.

Date: 22-23 November, 2011
Opening [James Fitzgerald]
James Fitzgerald, Coordinator of the Essential Medicines and Health Technologies Project
in the Health Systems based on Primary Health Care Area of the Pan American Health
Organization (PAHO), opened the meeting. He welcomed the participants and the new
members of the PANDRH Steering Committee and allowed time for introductions.
The expectations for the meeting were explained, especially the goal of initiating a dialogue
for members to reflect on the future of PANDRH. The discussion should explore future
scenarios in the regional and international contexts, ensuring the participation of all the
national regulatory authorities, and explore the Network’s achievements and challenges in
relation to the mandates from PAHO’s 50th Directing Council on strengthening national
regulatory authorities. Attention was drawn to the need to link PANDRH’s work with the
50th Directing Council resolution, based on the needs and requests of the countries.
Successful projects carried out in 2011 focused mainly on strengthening the National
Regulatory Authorities (NRA) for medicines and biologicals. The Network Secretariat raised
the need to consolidate the results of this work in order to ensure access to medicines
characterized by quality, safety, and efficacy for the citizens of the countries.
The meeting agenda was presented, with the following aims:
1.
Review the recommendations from the VI PANDRH Conference held in July 2011, in
Brasilia, and focus the Network’s efforts on carrying them out.
2.
Coordinate the work in order to avoid a duplication of efforts.
The participants’ list (Annex 1) and meeting agenda (Annex 2) are attached to this
executive summary.
Representatives of the regulatory authorities and/or the secretariat participated in the
meeting using the Elluminate link.
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CARICOM representatives on the PANDRH Steering Committee also participated via
Elluminate.
Summary of the recommendations from the VI Pan American Conference on Drug
Regulatory Harmonization [José Peña]
The recommendations from the VI CPANDRH were presented, with an emphasis on their
importance as a political framework for strengthening the regulatory authorities (NRAs) in
the region. A copy of the presentation is included in Annex 3.
The VI CPANDRH included roundtable discussions and keynote speeches. As an added
feature, the Regulatory Authorities of the Americas were given the opportunity to present
successful experiences through either oral or poster presentations. The roundtables
addressed the following topics:
1. Strengthening the NRAs;
2. Implementation of PANDRH Guidelines in the Subregions;
3. International Cooperation;
4. Information and Communication Systems;
5. Transparency;
6. Future challenges for PANDRH;
7. Pharmaceutical Policy–Generic Products Strategy.
The new members of the Steering Committee were recognized and the invitation and
funding procedures for each category of membership were explained. The Secretariat
issues invitations and provides funding for regular members from the regulatory authorities,
but it cannot do the same for alternates or observers at this time. While the latter are invited
by the Secretariat and welcome to participate, they must provide their own funding.
Next the participants engaged in a general discussion of the recommendations from the VI
CPANDRH. The following is a summary of the comments and recommendations from the
discussion:
•
•

Create a strategic plan for the Network in a pre-established time frame;
Improve communications related to the Network and ensure support from SC members
for each subregion or economic bloc;
• Strengthen and support the implementation of Good Regulatory Practices by NRAs and
focus the Network’s efforts on their regulatory function;
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•

Directing Council members should discuss and review the work plans prepared by the
technical working groups in order to discuss the latter’s performance, their continuity or
deactivation, and ways to keep the momentum going in the groups;
• Develop an instrument to identify the needs of the NRAs in order to develop an
appropriate training plan;
• The CARICOM representative pointed out that new working groups and mandates to be
established within PANDRH should be based on the needs defined in the various PANDRH
blocs. To this end, CARICOM proposes the creation of a working group responsible for the
development and implementation of good regulatory practices. Guidelines for establishing
and maintaining an inspectors’ corps have yet to be developed. Importing countries perform
inspections for Good Storage Practices (GSP) and Good Distribution Practices (BPD) in
addition to GMP licenses, and they monitor and carry out inspections in pharmacies and
other retail and wholesale businesses. These inspections should be done in a transparent
manner, with an adequate sampling plan and published guidelines, among other things.
CARICOM takes the view that PANDRH could play a key role in developing these
practices.
In short, the section highlights the success of the VI Conference of PANDRH and the need
to prioritize the next steps, especially training in Good Manufacturing Practices (GMP),
bioequivalence, pharmacovigilance (PV), and so forth. Members of the Directing Council
also remarked on the regional demand to address the regulation of medical devices.
Definition of general objectives: PANDRH development plan and prioritization of
technical subjects
The PANDRH Secretariat raised the need to prepare a development plan for the Network
and this was followed by a discussion among the participants.
The following recommendations came out of this discussion:
• Establish an ad hoc group to prepare a draft development plan for PANDRH (Ad hoc
group to prepare the PANDRH Strategic Plan) premised on flexibility, scientific rigor, and
the representativity of its components. Several topics were suggested for consideration in
preparing the Development Plan, including the following: review the current structure to
accept more representatives, such as the NRAs of Reference for example; take into
account that the Working Groups (WGs) are meant to strengthen the NRAs and not only
must there be a regulatory effort, it is also important to build their capacity and avoid
duplication of efforts through improved communications and support of the WGs;
• The Ad hoc group to prepare the PANDRH Strategic Plan should evaluate regulatory
gaps by examining the overall panorama of medicines. It should draw from inputs such as
available information on the pharmaceutical profile of the countries; the current situation of
the WGs, their results and the implementation of their recommendations; and, the results of
the pre-evaluations of NRAs conducted by PAHO. The final document should contain the
basic elements for a discussion of the future of PANDRH;
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•

The Ad hoc group to prepare the PANDRH Strategic Plan should be small and
representative. It shall propose the work priorities. Training should be regarded as an
essential part of the working groups. Think through how communication will occur between
SC members and the Working Groups, taking into account the technological means and
methods available;
• The Ad hoc group to prepare the PANDRH Strategic Plan should complete its work by
30 March 2012, and the process will then be opened up for the participation of all the
NRAs;
• The document should include the mission, vision, strength, threats/weaknesses, and
opportunities and cover all of the topics deemed necessary, those previously identified by
the participants, and any others that the ad hoc group should consider relevant;
• In the view of the CARICOM representative, regulatory systems must support
strengthening the pharmaceutical sector in the region to meet the needs of the countries.
To this end, it must support, for example, other sector-specific strategies, such as
strengthening medicine production capabilities and the capacity of national government
manufacturers, where applicable, in order to supply health systems. The health priorities of
the countries should be taken into account in technology transfer mechanisms and in the
modernization of laboratories to produce drugs and immunobiologicals of strategic
importance for health systems;
• The candidates that will represent the NRAs on the Steering Committee from the
Andean Community and CARICOM in the Ad hoc group to prepare the PANDRH Strategic
Plan are pending. The candidates proposed for this group are: Irma Vaquerano (SICA),
Pasionaria Ramos (MERCOSUR), Mike Ward (NAFTA), and José Peña (PANDRH
Secretariat), and a representative of the Regulatory Authorities of Regional Reference;
• It is necessary to think about a structure for improving management of the Network
(Quality Management) as a basis for establishing the Network’s written procedures.
Participation of NRAs of Regional Reference on the SC, Wednesday, 23 November
[José Peña]
Following the presentation of a request by the Regulatory Authorities of Regional
Reference to participate in the PANDRH SC as an observer, a clarification was requested
concerning the number of participants this representation would entail, as there is an
expectation that the group, from level IV, could grow in the future. The coordinator clarified
that the proposal is to have just one representative for that group and that they should
coordinate among themselves in terms of how the representative will be selected. The
coordinator commented that there is no obstacle to the participation of observers. To the
contrary, it is an opportunity to share knowledge and to avoid the unnecessary and costly
duplication of efforts.
The SICA representative stressed the commitment that the Regulatory Authorities of
Reference have made to the Region in terms of helping NRAs to overcome their
weaknesses. Having a representative from that group would be helpful for coordinating
efforts to bring about the assistance they intend to provide.
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According to the MERCOSUR representative, the Authorities of Regional Reference could
provide technical assistance to other NRAs as a “short cut” to achieving certification, since
they have already surmounted hurdles and have the benefit of the experience acquired
during the evaluation process.
ALIFAR commented that having such a representative as an observer will enhance the
Network’s efficiency.
In the course of the discussion, NAFTA pointed out that the PANDRH statutes include the
promotion of improvements to the qualification process for NRAs. It also agreed that the
NRAs of Reference should have a representative on the SC and that its role and function
as an observer should be described. The function of the NRA of Reference should be
described in the Statute given the important role they play in the implementation of the
training process for NRAs.
The Secretariat clarified that Argentina, Brazil, Cuba, and Colombia are the Authorities of
Reference for medicines, and Brazil, Cuba, Canada, and the United States are the
Authorities of International Reference for vaccines for both PAHO and WHO. The group
comprising Argentina, Brazil, Canada, Cuba, Colombia, and United States are therefore the
Authorities of Reference for the Region.
The APEC representative requested APEC’s official participation as an observer, in the
person of Ana Patricia Pineda (COFEPRIS-Mexico). The coordinator asked that a written
request to include APEC on the SC of PANDRH be submitted for the consideration of the
members of the Committee, while noting that there was no obstacle to the request.
After discussing the matter, the participants decided by consensus that it was possible for a
representative of the Regulatory Authorities of Regional Reference to participate on the
PANDRH Steering Committee as an observe and also to establish the role of observers. It
was suggested that the Ad hoc group propose this in its initial draft of the Strategic Plan for
the development of PANDRH. The PANDRH statutes should also be revised to reflect the
new rules and to include the new observers approved.
The SC will also await the written request with the name of the APEC representative, for its
consideration.
Regional Platform for Access and Innovation for Health [Analía Porrás/Murilo
Freitas]
There were two presentations on the Regional Platform for Access and Innovation for
Health, which are included in Annexes 4 and 5 of this report.
1) Regional Platform for Access and Innovation for Health – Regulatory Indicators in the
Observatory (Murilo Freitas), and
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2) Regional Platform for Access and Innovation in Health Technologies (Analía Porrás).
A point of terminology was highlighted. The term that best reflects the process of analyzing
the operations of the NRAs in the Region is “evaluation” rather than “qualification.” The
most appropriate technical terminology for PANDRH are “evaluation,” “pre-evaluation,” and
“reevaluation.”
Following the presentations, the question and answer period focused on issues such as the
Platform’s languages (English, Spanish and Portuguese), and the community of practice
(CoP). The CoP is open to any institution, network, or regulatory authority wishing to
participate. A CoP could feature controlled or unrestricted access, depending on the
objective and issues. It was clarified that the Platform’s scope is not limited to the
regulatory sphere, but involves other areas such as management of access, innovation,
and the use of health technologies.
A final point was the need for holding discussions with the NRAs in the region to offer
specific examples of the platform’s potential, such as managing communication concerning
the risks associated with medications. There was also a comment about the possibility of
having any notification posted on an NRA website automatically transmitted to the Regional
Platform. This initiative requires the direct and active support and contribution of the NRAs.
The criteria for participating in the Platform cannot contradict the principles of the Pan
American Health Organization. The source for published information is verified prior to
publication.
Training strategy for PANDRH [José Peña/Mike Ward]
The PANDRH Secretariat noted at the beginning of this session that although the
guidelines produced by the Network’s working groups are regarded as a very important
input, a training strategy is required to the implementation of those guidelines feasible. This
training should be sustainable over time and more efficient than the mechanisms currently
being used.
When offering specific types of training to the Region’s regulatory authorities, it is important
to take into account aspects such as: 1) the high staff turnover of regulatory authorities, 2)
the need to ensure that training is linked to the institutional development plans of the
regulatory authorities; 3) the real needs as far as strengthening regulatory capabilities.
The Secretariat offered examples of trainings offered through different initiatives that are
related to PANDRH guidelines. The examples included aspects such as the type of training
(in-person or virtual) and funding. Other examples related to the trainings on technical
regulatory issues offered by the Argentine and Canadian regulatory authorities,
harmonization initiatives such as ICH and APEC, and the WHO’s Global Training Network
on vaccines. The APEC paper, “Regulatory Harmonization Steering Committee Vision
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2020: A Strategic Framework – Regulatory Convergence for Medical Products by 2020” is
included in Annex 6 of this summary.
The training plan should include the best strategy to use and ways in which to evaluate its
impact and to incorporate universities at the national level so that the training can be tied to
professional practice. It is also necessary to reflect on the need to offer basic training
programs to equip regulators with a uniform baseline of knowledge before initiating specific
trainings.
Another point raised was that there is an international effort to develop a profile for
professionals who will be working in the pharmaceutical industry and in the national
regulatory authorities.
In light of their technical capacity, experience with regional evaluations, and willingness to
provide training, the Regulatory Authorities of Regional Reference will be able to support
the improvement of the NRA qualification process.
The PANDRH Steering Committee needs to establish procedures so that training requests
recommend minimum prerequisites for receiving training, although the intention is not that
the PANDRH Steering Committee would take over the countries’ responsibility for training
the personnel working in those institutions.
The members of the SC agreed to form an ad hoc group to develop the training strategy.
This group will be responsible for conducting a survey of the trainings offered at the
Regional level, information, real training needs, and those who can offer them, in order to
draw up an appropriate plan for the Region.

Conclusions and agreements
1.
It was agreed that an Ad hoc group to prepare the PANDRH Strategic Plan will be
established, made up of: [Irma Vaquerano (SICA)], Pasionaria Ramos (MERCOSUR), Mike
Ward (NAFTA), and José Peña (PANDRH Secretariat). The designation of candidates that
represent the NRAs from the Andean community and CARICOM on the Steering
Committee and the NRAs of regional reference is pending;
2.
The Ad hoc group to prepare the PANDRH Strategic Plan will draft the strategic
plan, which will rely in principle on basic information drawn from pharmaceutical profiles,
pre-evaluation results, and the lessons learned by PANDRH since its establishment. The
document will be premised on flexibility and scientific rigor.
3.
The members of the Steering Committee supported the addition of a representative
of the Regulatory Authorities of Regional Reference as an observer. It is hoped that the
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participation of this observer will relate to the training requirements of the PANDRH and to
strengthening the national regulatory authorities of the Region of the Americas;
4.
The Steering Committee was urged to adapt the PANDRH statutes to include the
role and purpose of these observers on the Steering Committee;
5.
Canada requested that APEC be included on the PANDRH Steering Committee as
an observer. Ana Patricia Pineda (COFEPRIS-Mexico) was proposed as the
representative. Canada was urged to submit a written request to the PANDRH Steering
Committee for its consideration;
6.
The development of a PANDRH training strategy was proposed. This would be done
by an Ad hoc group for the development of a training strategy in the Region. The interested
parties should contact the Secretariat;
7.
Countries were urged to participate in the Regional Platform for Access and
Innovation for Health Technologies as one of the tools for strengthening national regulatory
authorities;
8.
An Elluminate session will be held in the near future, primarily to discuss the work
plans of the technical working groups, as well as the establishment or reactivation of these
groups. It was also noted that any requests to establish a new technical working group
should be channeled through the Secretariat and directed to the attention of the PANDRH
Steering Committee.
The Secretariat thanked all those present for their participation and proceeded to close the
session.
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Annex 1
Participants:
NAFTA:

Michelle Limolli (Regular member), Mike Ward (Alternate)
Justina Molzon, Joan Blair

SICA:

Irma Vaquerano (Regular member)

CARICOM:

Maryam Hinds (Regular member)

MERCOSUR:

Pasionaria Ramos (Regular member)

ANDEAN COMMUNITY:

Manuel Vargas Girón (Regular member)

FIFARMA:

José Manuel Cousiño (Regular member)

ALIFAR:

Miguel Maito (Alternate)

Secretariat: James Fitzgerald, José Peña, María L. Pombo, Adriana Ivama, Juanita
Rodríguez, Victoria de Urioste, José L. Castro, José Maria Parisi, Nelly Marín.
Other participants via Elluminate:
22 November
-

Adriana Ivama–PAHO/Barbados, CARICOM
Cammilla–ANVISA/Brazil
Hans Vasquez–DIGEMID/Peru
María Amparo Pascual–Center for Clinical Trials of Cuba (CENCEC)
Marina Rossi
Maryam Hinds–Barbados/CARICOM
Miriam Naarendorp–CARICOM/Suriname
Monica Bobbi–ANMAT/Argentina
Nelly Marín–PAHO/Washington, DC
Patricia Aprea–ANMAT/Argentina
Patricia Pereira
Raquel Mendez–PAHO/Argentina
Vicky Flores–DIGEMID/Peru
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23 November
-

Adriana Ivama–PAHO/CARICOM
Cammilla–ANVISA/Brazil
Graciela García–Mexico
Hans Vásquez–DIGIMED/Peru
Isabel Sánchez–Chile
María Amparo Pascual–Center for Clinical Trials of Cuba (CENCEC)
Marina Rossi
Monica Bobbi–ANMAT/Argentina
Miriam Naarendorp–CARICON/Suriname
Raquel Mendez–PAHO/Argentina
Silvia Álvarez–DIGEMID/Peru
Vicky Flores–DIGEMID/Peru

Support:
-

America Valdés–PAHO/WDC
Indira Villegoureix–PAHO/WDC
Katherine Ghimenti–PAHO/WDC
Murilo Freitas Dias–PAHO/WDC
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Annex 2
PRELIMINARY AGENDA
Tuesday 22 November
9:00–9:15

Welcome of the participants
Dr. James Fitzgerald

9:15–10:30

Summary of Recommendations from the VI CPANDRH
Dr. José Peña

10:30–11:00

Coffee

11:00–13:00

Discussion of the Recommendations
Current organizational and operational structure: updating of working groups, regular
members, alternates, and observers

13:00–14:00

Lunch

14:00–15:00

Definition of general objectives: PANDRH development plan and priority-setting for
technical issues

15:00–17:00

Implementation process of the PANDRH development plan

Wednesday 23 November
8:30–10:00

Regional Platform for Access and Innovation for Health
Analía Porrás/Murilo Freitas

10:00–10:30

Coffee

10:30–12:30

Training strategy

12:30–14:00

Lunch

14:00–15:00

Agreements and Conclusions
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Annex 3
The recommendations from the VI CPANDRH (Spanish)

CPANDR

Annex 4
The Regional Platform for Access and Innovation for Health: Regulatory indicators in the
Observatory tool (Spanish)

Annex 5
The Regional Platform for Access and Innovation for Health (Spanish)

Annex 6
The APEC paper, “Regulatory Harmonization Steering Committee Vision 2020: A Strategic
Framework – Regulatory Convergence for Medical Products by 2020” (Spanish)

