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Regulatory System Strengthening in the Americas: critical milestones

PANDRH, was created in
1998, as an initiative of the
RNA of the Region and
PAHO to support regulatory
harmonization processes in
the Americas, framed by the
national and subregional
health contexts and policies
national and taking into
consideration the existing
asymmetries

In 2010, PAHO’s
Directing Council
approve CD50. R9
“Strengthening of
the RNA of drugs
and products
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In 2006, the national
regulatory
authorities of a
number of MS
proposed the
development of a
qualification system,
to be coordinated by
the Pan American
Health Organization
(Oaxaca, Mexico).

By 2018, 28 national regulatory
systems have been assessed.
The national regulatory profiles
are available in PRAIS. Seven (8)
of them are considered to be
NRA of regional reference
(NRAr) and provide support and
technical cooperation for
regulatory system
strengthening.

“The objective of this
system is to facilitate the
establishment of
mechanisms for
cooperation among
regulatory authorities in
the Region and progress
toward possible inter-
institutional recognition,
with the consequent
optimization of human
and financial resources ”

Oaxaca, 2006
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PANDRH - 23 Technical Documents (1999 — 2013)
Level of adoption

FIGURE 1. Rate of use of PANDRH TDs,* Americas Region, 1999-2013

GMP GCP
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Source: compiled by the authors based on the study results.

BT * Pan Amercan Network fior Drug Regulsiony Harmonization Technical Documenis.
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http://www.paho.org/hq/index.php?option=com_content&view=article&id=11827:publicaciones-y-otros-documentos&catid=8594:acerca-de&Itemid=41777&lang=en
http://iris.paho.org/xmlui/bitstream/handle/123456789/28532/v39n5a3_217-225.pdf?sequence=1&isAllowed=y

RSS: Technical Cooperation Approach

1. Facilitating the development of context-specific national
regulatory systems

2. Promoting regulatory convergence and harmonization
and, when appropriate, reliance

3.  Supporting the efficient use of resources by leveraging
the work of others

grganiza_cién g@@} Organizacion

anamericana T i i

dalaesiud RSh o7 Mund'la!I de la Salud
OFICINA REGIONAL PARA us Américas

) LA L
.\. >
1 %
® )
T




Towards functional national regulatory systems

IDP - Institutional
development plan

*priority setting

*clear goals based on
gap analysis and context

*attention to principles,
cross-cutting elements
and functions

Technical support
*bilateral/multilateral
*NRAr

*networks

*direct technical
cooperation

NRA Evaluation
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Cross-cutting

Elements

Essential regulatory functions

* Legal bases

* Standards,
guides,
specifications
and
procedures

* Financing and
Another
resources

* Quality
Assurance
System

* Competent
human
Resources

* Information
system

National Regulatory
Systems

Registration and
Marketing
Authorization

Licensing
Establishments

Central and decentralized levels.
Organizational framework and human resources management.
Institutions and infrastructure. Governance and transparency.

Legal framework, review and evaluation processes and
concession/denegation/cancelation of marketing authorizations
based on criteria of efficacy, safety and quality.

Licensing of manufacturers, warehouses and distributors on the
basis of compliance with good manufacturing practices, storage
and distribution (establishments) wholesalers f retailers).

Market Surveillance
and Control

Post-marketing surveillance activities, including, among others,
import and export control, changes to marketing authorizations
and the fight against substandard and falsified medicines.

Vigilance

NAVAVAYS

Collection and evaluation of related information with the safety
of medicines and their adverse events and the ability to make
regulatory decisions from the information obtained.

Clinical Trials Oversight

\/

Authorization and control of clinical trials of unregistered
medicines or medicines registered with the intention to receive
approval for new uses and indications.

Regulatory Inspection

Inspection activities of establishments in order to verify
compliance with regulations, standards and good manufacturing
practices.

Laboratory Testing

Activities that guarantee the quality of medicines before and
during its commercialization. Includes the official quality control
laboratories of medicines.

MNRA Lot release

VNN

Activities to wverify the quality of vaccines and other biological
products through the manufacturing product cycle and the
consistency of production.




Achievements and impact of an initiative in which all countries of the Region,

regardless of their level of development participate and benefit (2015)

What are the implications?
1.Adoption of IDP,
2.Regulatory profiles are made public,

3.Identification of strengths and
weaknesses, prioritization,
identification and establishment of
partnerships/joint work plans
supported by NRAr,

4 Prioritization of harmonization and
regulatory convergence activities.

Why does it work?

1.Member State driven, formal mandate,
coordinated response,

2.Promotes transparency and limits bias,

3.Engaging countries (peer to peer) in
regional technical cooperation initiative




Country Regulatory Capacity in the Americas (N=35) [2018]

® 82% of population of Americas o | _
|| A -States with National Regulatory Authority of Regional of

covered by NRAr Reference according to CD50.R9 (NRAT)

® "’40%, or 14/35 countries have some | | B -States that have legal bases and organizational structures for a

- - comprehensive regulatory system
or no Iegal bases and Orgamzatlonal || C- States that have some legal bases and organizational structures

structures for regulatory systems for a regulatory system
= . . " | D - States that do not currently have legal bases and/or
® Even more Cha”engmg if consider organizational structures for a regulatory system
territories
° 0 : 20%
But, 2% of population have some or o
legal b d izational 20% 2
no legal bases and organizationa D (8)
7
structures (C) A
- 37%
* ~18 million people e
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Population (PAHO, 2016). Log scale

Regulatory System Capacity Based on Population and GDP in the Americas (N = 35)
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GDP (current US$) (The World Bank, 2016). Log scale
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4 . . .
e Technical, administrative,
financial autonomy?

Organizational

cross-cuttin

C Health sector budget?? .

e Can the NRA use revenues from
fees?

e |s a mixed system?

¢ Who defines fees and how
often?

elements

Financing

Evaluation of current organizational structure and financing systems in LAC

eUse most relevant fees to compare
structure across different NRA

Tracer Fees

Structure

System

Organizaciéon
Panamericana
£ de la Salud
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Hierarchy within HS

N#
Countries

Not

1st/2nd |3rd/4th| NRA

A - States with National
Regulatory Authority of
Regional of Reference
according with CD50.R9
(NRATr)

8 (23%)

8 (100%)| O 0

B - States that have legal
basis and organizational
structures for a
comprehensive regulatory
system

13 (37%)

10
3 (23%) (69%) 0

C - States that have some
legal bases and
organizational structures for
a regulatory system

7 (20%)

0 6 (86%) |1 (14%)

D - States that do
not currently have legal
bases and/or organizational
structures for a regulatory
system

7 (20%)

0 |1(14%)|6 (86%)

A - States with National Regulatory
Authority of Regional of Reference
according with CD50.R9 (NRAr)

B - States that have legal basis and
organizational structures for a
comprehensive regulatory system

C - States that have some legal bases
and organizational structures for a
regulatory system

D - States that do not currently have
legal bases and/or organizational
structures for a regulatory system
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Regulatory Systems Financing

Most NRAs in LAC are financed through the Ministry of Health's budget.

In most cases, the revenue from services/fees goes to the national treasury.

Countries define tariffs/fees in a diverse manner in many cases without a clear rationale.
In some cases, local industry and registration of generic products are prioritized

Fees in most Central American and the Caribbean countries are very low.

PAHO is conducting a thorough assessment of fees and structures (normalized /market and
population) to help MS evaluate their current approach to pricing.
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0%

Regulatory Systems Capacities Central America

(Estimated based on 163 regulatory functionality indicators)
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Case Study: El Salvador’s DNM Institutional Transformation

* DNM was created as part of the overhaul of the country’s Health System:
Coherent with HS needs and objectives.

®* The administrative and institutional structure conferred the DNM with technical, financial
and administrative autonomy.

® Regulatory oversight and enforcement power
* Risk-based approach for strategic planning

®* Some data:
® GMP 32 complying manufacturers : from 2 to 36 in 6 years
® 70 USD invested by pharma to comply with Q standards (with a 20% increase in exports)
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Cross-cutting CSSP (before 2002) DNM (after 2002)
Elements

Administrative Executive Decree that Medicines law enacted by the legislature
* Legal bases assigns the regulatory responsibility to the RUEIRAEIEIE:[Vi{e]alela Tl RIsI di{Vidlo]d!
Superior Council of Public Health, formed under Presidential Authority, but with
= Standards, by representatives of the professionals and RELRINNIEHNER T RIlEIET [ RiTiETAIF]
guides, pharmaceutical industry autonomy
specifications
and Human resources limited in number HR plan and hiring strategy based on
procedures and competences, no provisions to competences, (diversification of

professional profiles) . Exclusive contract

avoid conflict of interest. No HR

* Financing and
development plan

for the NMD, no conflict of interest for the

v
(VW]
= Another past 5 years. Each individual has a
S resources personalized development plan based on
= performance / assessment
¢ Quality
Assurance
System
 Competent Budget comes from the treasury, Monies from service fees regulatory
human managed through the Ministry of charged by DNM and is managed
Resources Health. Regulatory fees enter the directly by the Institution. Planning,
general fund and are distributed budgeting and administration is
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* |nformation

throughout the system carried out by the DNM
system
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Cross-cutting
Elements

* Legal bases

* Standards,
guides,
specifications
and
procedures

* Financing and
Another
resources

¢ Quality
Assurance
System

* Competent
human
Resources

* |nformation
system

CSSP (before 2002) DNM (after 2002)

No quality management system

All the work is carried out in 3
operating units, registration,
inspections and laboratory of quality
control, with a staff of 50 employees

The information is managed trough a
single program that includes
registration, establishments and
inspections.

QMS aiming at predictable, reproducible
results and geared towards continuous
improvement

Processes are carried out through 23
technical and administrative units
staffed with 240 employees

There is a Information Management
System composed of 16 technical
systems, 2 administrative systems and
10 sets online, all the software
development are made by DNM
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PAHO/HSS/MT

www.paho.org/mt

Contributors

José Daniel Pefa penaj@chi.ops-oms.org

Maria Luz Pombo pombomar@paho.org

Murilo Freitas Dias freitasm@paho.org

José Vicente Coto Ugarte cotougjos@paho.org

Charles Preston prestoncha@paho.org

Thank you
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