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ABSTRACT

Introduction: This article presents a comparative panorama between the current
strategic maps of three of the world’s major regulatory agencies, in order to allow the
analysis of the future objectives of these entities, as well as to understand the alignments
and particularities of each organization. Objective: To analyze and compare the strategic
maps of the National Health Regulatory Agency in Brazil (Anvisa); the US Food and Drug
Administration (FDA) in the United States; and the European Medicines Agency (EMA)
in the European Union. Method: This is a qualitative research which used the content
analysis method and the technique of meaning condensation to structure and interpret
findings. Results: It can be seen that all the analyzed entities have, in the organization
of their management, the definition of planning processes, with the design of strategic
objectives in synthetic maps and focused on problems, declaring their strategy with
clarity, conciseness and objectivity. In addition, the degree of homogeneity of issues,
as well as a text that is coherent with the state of the art of the regulatory field, favor
the alignment between such agencies, making possible a greater international regulatory
convergence. Conclusions: Explaining the strategy in the right way helps to provide
organizational management with systemic analysis, focus, direction and intentionality,
which certainly influences the achievement of the expected results.
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RESUMO

Introducdo: Esse artigo apresenta um panorama comparativo entre os mapas estratégicos
atualmente vigentes de trés das grandes agéncias reguladoras de peso mundial, de
modo a possibilitar a analise dos objetivos de futuro desses entes, assim como entender
alinhamentos e particularidades de cada organizacao. Objetivo: Analisar e comparar os
mapas estratégicos da Agéncia Nacional de Vigilancia Sanitaria (Anvisa), no Brasil; do US
Food and Drug Administration (FDA), nos Estados Unidos; e da European Medicines Agency
(EMA), da Uniao Europeia. Método: Trata-se de uma pesquisa qualitativa, que utilizou o
método de analise de conteldo e a técnica de condensacéo de significados para estruturar
e interpretar os achados. Resultados: Percebe-se que todas as entidades analisadas tém,
na organizacao de sua gestao, a definicao de processos de planejamento, com o desenho
de objetivos estratégicos em mapas sintéticos e focados em problemas, declarando a
estratégia com clareza, concisdao e objetividade. Além disso, o grau de homogeneidade
de temas, assim como a redacdo coerente com o estado da arte do campo regulatorio
favorecem o alinhamento entre tais agéncias, possibilitando maior convergéncia
regulatoria internacional. Conclusdes: Explicitar a estratégia da maneira correta ajuda
a dotar a gestao organizacional de analise sistémica, foco, direcéo e intencionalidade, o
que certamente influi no atingimento dos resultados esperados.

PALAVRAS-CHAVE: Planejamento Estratégico; Objetivos Estratégicos; Regulacédo
Sanitaria; Agéncias Reguladoras
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INTRODUCTION

Some authors define strategies as the specific choices that
enable success in the context of the work done by the organiza-
tion, emphasizing that choices imply prioritizing certain actions
over others'. Mintzberg? conceptualizes strategic planning as the
“organizational process aimed at defining the strategy or direc-
tion and the decisions about resource allocation in order to work
out the strategy.”

In this sense, the strategic planning of regulatory agencies in
the field of health surveillance (Visa) stands out as a powerful
management tool that is live, dynamic, fluid, and enables the
achievement of their core objectives of protection and promo-
tion of collective health.

Dealing with health risks is not a simple task: the problems
that health surveillance addresses are intricate, with multiple
objects and also multiple interventions to be considered?. This
context requires different approaches and interdependencies
among various fields of knowledge.

From this perspective, it should be noted that the current
shaping of the regulatory system is not restricted to economic
regulation. This regulatory system acts at both social and
administrative regulation, under different organizational for-
mats and perspectives.

Health Regulation

It can be said that models of regulation have always been
adopted over time, although this term is relatively new. There
are authors who claim that, for centuries, regulatory func-
tions have been performed by various countries as a particular
type of State intervention in society life. Others point out that
regulation is a contemporary form of State action and refers
to the set of legal-normative instruments (laws, decrees,
regulations and other rules) available to the government to
establish obligations that must be fulfilled by the private sec-
tor, by the citizens and by the government itself. Classically,
the term regulation has a conceptual meaning based on eco-
nomic and governmental restructuring processes, led by the
State reforms of the last decades. Based on this concept, the
role of the State in the process of production and consumption
of goods, products and services is limited to that of “regula-
tor” of the market*>°.

Overall, regulation aims to ensure the proper functioning of the
market, with a view to achieving optimal efficiency in the pur-
suit of social welfare, making use of architectures, mechanisms,
instruments and institutional designs capable of establishing and
inducing certain behavioral patterns, detecting variations and
correcting any deviations, according to the characteristics, par-
ticularities and needs of each sector. State intervention, there-
fore, replaces or limits private choices in sectors considered rel-
evant by the society, for the protection of public interest and the
benefit of the community”2.
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For Jordana and Levi-Faur®, the term regulation can have many
meanings. Among them, the authors highlight the definition
of Baldwin, Scott and Hood", in which three main approaches
stand out: i) as specific rules; ii) as all forms of economic and
social intervention, from the State point of view; and iii) as
all forms of interaction and influence of economic and social
behavior, acting as agents beyond the State. However, for Lodge
and Wegrich'', regulation is at the heart of State action, in com-
bination with redistributive and productive activities. These
authors point out that even if the boundaries of specific reg-
ulatory activities are questioned, certain aspects of the mar-
ket require regulation because of information asymmetries and
inherent monopolistic characteristics.

From this perspective, while on the one hand there is eco-
nomic pressure on governments for less regulation, on the
other, State intervention in new social issues is increasingly
required, which reflects the dilemma and constant tension
between liberalism and democracy. As a result, recent dis-
cussions have put regulation quality improvement at the
heart of this debate, expressed internationally by terms like
“smart regulation”, “better regulation” or “regulatory qual-
ity and performance”.

Far from the sufficiency of the minimal State and simple reg-
ulation by the market, today’s reality demands a new type of
State intervention that is more effective and efficient in the
face of risks and threats that are also quickly becoming global
issues. This reinforces the shift in the political and academic
debate from the notion of “less regulation” or mere “deregula-
tion” to the focus on what has been called “better regulation”
or “high-performance regulation”'2¢,

Because of this movement, international organizations, par-
ticularly the Organization for Economic Co-operation and
Development (OECD), are urging national governments to
evaluate and review their national regulatory regimes in the
light of their experience and inspired by peer-review exer-
cises and benchmarking'.

In this scenario, regulatory agencies have played a promi-
nent role in the political and academic debate over the
last decades, especially regarding the terms of institutional
design of the State administrative apparatus, seeking a bal-
ance between the interests of consumers, companies and
governments and to offer society better living and develop-
ment conditions® .

When moving the regulatory debate into the field of health
surveillance, we find a huge amount of products and ser-
vices that make life easier and extend human survival in
such a way that could not have been imagined a few decades
ago. However, these products and services also have a great
potential to cause harm, raising concerns about quality,
efficacy, health safety and rational use and consumption of
these products™.
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Therefore, State health regulation seeks to cover sectors charac-
terized by several market failures, that is, cases and situations
where market forces are not enough to ensure efficient resource
allocation and other desired outcomes, such as gaps in access to
essential goods, quality and safety shortcomings in production
and consumption, imperfect competition, information asymme-
try and various externalities'?”.

In this context, it can be stated that the increased use of
health services and technologies by the population and the
increase in people’s purchasing power in recent decades has
led health surveillance and its regulatory structure to acquire
a new status and understanding of its contribution to the
social right to health'.

Health surveillance is an area of public health that addresses
the health threats posed by the contemporary way of life, the
use and consumption of new materials, new products, new
technologies, new needs, i.e., by the habits and complex forms
of collective life. Therefore, it is a collective action in health
that characterizes the industrial society and can be seen as
a requirement of the contemporary civilizing process. In this
sense, health surveillance is closely related to the degree of
technological and economic development and the democratic
institutionality of a country and represents one of the most
relevant areas of State regulation in the social field. Addition-
ally, the author states that one of the main functions of the
modern democratic State is to protect and promote the health
and welfare of its citizens. It is, therefore, up to the State to
take care of collective interests, intervening in the activities of
individuals and disciplining these activities when they threaten
public health™.

Costa and Bonfim'® deepen this debate and argue that:

The current pattern of organization of production,
distribution, and consumption of technologies, goods, and
services in the globalized economy has challenged the
functions, State apparatus, and surveillance system hitherto
focused on domestic production. It has also presented new
challenges to the healthcare systems of many countries.
The reorganization of markets, the increasing exchange
between the various regions of the planet and the
speed of risk propagation clearly point to new demands
regarding the redefinition of concepts, the incorporation
of new points of attention and control concepts into health
surveillance actions, requiring technical, managerial and
operating competence.

Costa' further notes that:

Only recently there is a movement for reflection on the
area of health surveillance and its interconnections gained
momentum [...]. One of the most relevant aspects of this
movement is related to the disruption of the traditional
conception of health surveillance, with the emergence of
a new paradigm. In this new paradigm, health surveillance
begins to be perceived as actions to protect and promote
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health, with a clear intervening role in the processes of
building access to essential goods of health interest [...].
However, the concept of health surveillance, its functions,
knowledge, practices and instruments of action are not
yet well understood in the health field itself, and the
function of health surveillance is often confused with
the institutional model that has predominated over time
in Brazil, [...] almost always restricted to enforcement
actions that most health professionals and managers are
unaware of in their technical-scientific, legal-political and
sanitary grounds.

Based on this assumption, and expanding the understanding of
health surveillance as a practical field, an important manage-
ment milestone within the National Health Surveillance System
(SNVS) was the publication of the Health Surveillance Master
Plan - PDVISA. In 2007, this Master Plan outlined a very bold view
of the role played by the regulatory process in the mediation
between social, technological, health and economic demands.
The document states that:

Health Surveillance can be seen as a space of State
intervention whose goal is to adapt the productive system
of goods and services of health interest, as well as the
environments, to social demands and the needs of the
health system. Its main role is to act to prevent, eliminate
or minimize the health risks involved in its areas of activity,
promoting and protecting the health of the population.
Therefore, its actions have the purpose of implementing
ethical conceptions and attitudes regarding the quality
of relationships, production processes, environments and
services. Because of their regulatory role, these actions are
an important possibility of articulating governmental [...]
authorities and improving social relations®.

Thus, as communities expand their production capacity and cre-
ate market imbalances and new technological risks, there is the
need to interfere directly in the various areas of collective and
individual interests and in the health-disease-quality of life rela-
tionship. To strike a balance, planning is necessary as a strategy
for prioritizing actions. It is, therefore, essential for the proper
management of health risk in a given territory™.

In this sense, Freitas and Silva® advocate that health regula-
tion is legitimately enforced for the benefit of society through
the regulation, control and inspection of relationships of pro-
duction, consumption and access to goods, products and ser-
vices of health interest. In addition, Flexa et al.” argue that
health surveillance becomes more powerful when it incor-
porates the concepts of planning, development, control and
assessment, abandoning a merely fiscal and punitive perspec-
tive toward more integrated work, with more feasible results
for the society.

Strategic Planning and Balanced Scorecard in the Public Sector

In the 1970s, Strategic Planning was defined as a continuous
and systematic process of strategy formulation that enables
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rational decision-making through formal execution programs
so that there is comparability between projected results and
actual results?.

According to the literature?', there are several authors
who defend this classic approach to strategy — as a for-
mal plan?2, However, it is also argued that there are those
who understand strategy from a pragmatic perspective?*?,
where strategy is seen as a practice and ongoing process
of formulating and implementing action adjustments and
resource allocation.

Therefore, several authors are in favor of the idea that the for-
malization of a strategic plan is a fundamental tool for successful
management, since it enables the allocation of efforts to reach
common goals pursued by organizations. In the particular case
of public administration, the absence of competition in State
monopolies and the lack of other ways of measuring performance
have postponed the adoption of Strategic Planning in the public
sector, where it is focused on the pursuit of excellence in service
provision to the citizens?.

Thus, for a vision focused on providing services to the society,
both the design and implementation of a strategic plan in public
sector institutions have incorporated result-based management
tools, with the ultimate purpose of effectively and efficiently
increasing the citizens’ welfare?.

Another driver for public organizations to implement Strategic
Planning is to reduce the impact of administrative discontinuity
generated by changes in technical and political staff. However,
the difficulty in its effective implementation is due to attach-
ment to the past, slow decision-making processes and the immo-
bility that are typical of the bureaucratic distortions found in the
public sector?.

From this perspective, studies show that the introduction
of management tools in public organizations, in a context
of pursuit of better results and greater effectiveness in
actions promoted by the government, has been taking place
in Brazil since the 1990s, with the objective of meeting the
demands for quality services from increasingly aware and
demanding citizens?.

Among the planning and monitoring models used in the pub-
lic sector, the Balanced Scorecard (BSC) stands out. This is a
strategic management methodology developed by Kaplan and
Norton in the 1990s, which provides a balance between the
results of the organization and also aims to strengthen the
monitoring tasks of the performance of formulated strate-
gies. Classically, in this methodology, it is proposed that the
organization’s strategic objectives be grouped into four over-
arching perspectives: financial, clients, internal processes,
and learning/growth. The financial perspective comprises the
company’s financial growth objectives, productivity, costs
and other related questions. From a customer perspective,
there is concern about the value proposition that the organi-
zation will provide to stand out from the competition. From

http://www.visaemdebate.incgs.fiocruz.br/

Brito RL & Flexa RGC Strategic Objectives of Regulatory Agencies

the perspective of internal processes, the objectives related
to the company’s activities that need to be implemented or
improved are addressed. Finally, the learning and growth per-
spective includes aspects such as the skills and expertise that
are necessary to support the other perspectives?.

According to Richers®, strategic objectives refer to positions the
organization wants to achieve over many years that seek to fore-
cast changes in the environment and the company’s adaptation
to these changes. These are far-reaching objectives.

In a more contemporary view, the strategic objective is the
signal of the action points where success is fundamental for
the fulfillment of the mission and the achievement of the
future vision of an organization. With this conception in mind,
objectives are set by the organization’s strategic managers and
determine where to focus its efforts. Therefore, organizations
should choose a limited number of objectives, whose satisfac-
tory results will ensure proper performance and enable the
vision of the future to come about?'.

According to Zimmerman?3?, in the BSC, the strategic map is the
tool that visually translates the strategic objectives that will
be considered by senior management, as it materializes the
perspectives and strategy that the organization will adopt to
transform its future vision into reality, guided by its mission and
values. For the author, its greatest strength is to enable align-
ment between the various strategic objectives, translating the
adopted strategy in a visual and direct fashion. Furthermore,
he highlights the leading role of the strategic map in three
aspects: i) in defining and communicating, in a clear and trans-
parent manner, at all levels, the focus and strategy of action
chosen, and how the actions impact the desired results; ii) as a
subsidy for effort allocation; and iii) to avoid scattering actions
and resources.

The implementation of this planning methodology, with goal
setting and monitoring, triggers major changes in organiza-
tional culture, especially in the public sector, where the sta-
bility of employees and compensation plans often fail to drive
outstanding performance?.

In the specific case of the National Health Surveillance Agency
(Anvisa), the organization has already defined strategic planning
cycles ever since 2010. For the 2010-2020 period, the composi-
tion of the Agency’s strategic map was based on four perspec-
tives, distinct from those traditionally seen in BSC, namely:
i) Anvisa’s mission; ii) governance and operations; iii) learning
and growth; and iv) resources and budget. The perspectives gen-
erated Anvisa’s strategic map for the period, grouping 18 strate-
gic objectives around them™.

Since strategic alignment involves many players, in prac-
tice one can see plans being changed, unexpected events
and opportunistic adjustments made by some stakeholders,
according to the moment3. Authors also point out that the
strategic planning process has been reduced in its planning
timeframe in recent decades, gaining flexibility to formulate
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and implement the strategy, with emphasis on collaborative
innovation and effective involvement of the stakeholders to
execute and monitor it*.

Because of the dynamism that is required when it comes to
planning, the Agency’s 2010-2020 strategic plan already forecast
some revision and realignment, taking into account the emerging
health protection needs of the population within the framework
of health surveillance — rite led in 2015".

In 2015, therefore, the planning began to be reviewed, with exe-
cution in four stages: environmental analysis and strategic guid-
ance; strategy formulation; strategy deployment and strategic
management monitoring. The BSC methodology adapted to the
logic of a public organization was once again used, generating
the objectives listed in the synthetic strategic map — only two
perspectives — described in Chart 1%°.

This paper briefly presents a comparative overview between
the current strategic maps of three of the world’s largest
regulatory agencies — Anvisa in Brazil, the US Food and Drug
Administration (FDA) and the European Medicines Agency
(EMA) of the European Union. The intention was to analyze
their future objectives as well as to understand the align-
ments between the challenges ahead — since their strate-
gy-setting processes are based on the assessment of scenarios
that can be internal or external to organizations — and the
particularities of each organization.

METHOD

This is a qualitative research project characterized by the inter-
pretation of phenomena and assignment of meanings®. We used
the method of content analysis and the technique of condensa-
tion of meanings. In this case, the main forms of data collec-
tion and analysis derive from formal documents about the stra-
tegic management of the organizations studied and participant
observation, in the case of Anvisa. These characteristics of the
research are detailed below in the text.

Research data can be based on many sources of evidence,
such as documentation, archival records, interviews, direct
observation, participant observation, and physical arti-
facts.?. In this research, the main source of information were
public documents from the agencies involved, with the pre-
sentation of their priority institutional objectives, especially
the formal strategic planning documents — from the current
cycle to the time the study was conducted (second half of
2017) — available on the websites of the three institutions
— Anvisa, FDA and EMA: Anvisa, FDA 2016-2019 Strategic Map
Strategic Priorities 2014-2018 and EMA Multiannual Work Pro-
gramme to 2020.

One of the strengths of this data source is its stability, since
documents can be checked multiple times without chang-
ing content. Another strength is their accuracy, since these
documents are usually accurate as to names, references,
and details. On the other hand, the weaknesses of document
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analysis may be in its recovery capacity or deliberate denied
access, biased selectivity if the collection was not complete,
and in the report of biases, reflecting preconceived ideas
unknown to the researchers3.

In the specific case of Anvisa, as stated above, in addition to
the documents referring to the current strategic planning, the
form of collection also included participant observation, since
the researchers participated directly in the design of the Agen-
cy’s strategic map. No interviews were used to collect primary
data in this study.

A common method for qualitative data analysis is content anal-
ysis, understood as a set of research techniques whose aim is
to search the meaning or the senses of a document. It consists
of the detailed reading of all the collected material, the iden-
tification of words and word groups that are meaningful for the
research, as well as the classification into categories or top-
ics that have similarities in syntactic or semantic terms. This
method has three phases for its execution, namely: i) pre-explo-
ration of the material or reading of the contents; ii) selection of
units of analysis (or units of meaning); and iii) categorization and
subcategorization process®”-®.

To this end, condensation and interpretation of meanings were
adopted as the classification technique. In this technique, the
content of the descriptions of the strategic objectives of each
agency was organized in a matrix, by grouping excerpts of con-
tents as units of record with significance for the analytical objec-
tive in question®.

The condensation of meanings aimed to organize and summa-
rize the contents of the analyzed documents for the presen-
tation of synthesis ideas about the research problem: how are
the strategic maps of some of the world’s largest health regu-
latory agencies currently designed and what relationships can
be inferred from their strategic goals? The technique enabled
the abbreviation of the meanings found in the content of the
records in a condensed format without losing their essence,
which made it possible to turn long sections into shorter notes.
In turn, the interpretation of meanings sought the broadest
sense of the ideas and topics raised, due to their connection
with previously acquired knowledge. It also enabled the con-
struction of a relationship between the contents read and the
data surveyed®,

RESULTS AND DISCUSSION

To start presenting the results of this research, it is necessary to
explain the work done by the regulatory agencies under study
and their strategic objectives, so that we can proceed to the
comparative discussion between the strategic guidelines of each
one of them.

Anvisa — the Brazilian regulatory agency in the field of health
— was created in 1999 as an autarchy linked to the Ministry of
Health and its mission is: “To protect and promote the health
of the population by intervening in the risks arising from the
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production and use of products and services subject to health
surveillance, in a coordinated and integrated action within the
scope of the Unified Health System”. The agency works in pre
and post-market activities of products and services subject to
health regulation and, as such, has a broad scope of action,
which includes:

« medicines for human use and their supplies;
« food;

« cosmetics;

* sanitizers;

« medical and hospital equipment and supplies, including kits,
reagents and supplies for laboratory and imaging diagnosis;

« immunobiologicals, blood and blood products, human organs
and tissues;

o cigarettes and other smoking products, whether or not
derived from tobacco;

« pesticides; and

« any products involving the possibility of health hazards,
genetically engineered or subjected to radiation sources'#'.

Anvisa revised its Strategic Planning for the 2016-2019 cycle
based on the BSC methodology and its strategic map currently
has nine objectives. Objectives are divided into two perspec-
tives: outcome objectives and enabling objectives. Outcome
objectives are those linked to Anvisa’s direct deliveries to soci-
ety and target audiences: citizens, health professionals and the
regulated sector. Enabling objectives, on the other hand, are
those that generate the means for achieving the outcome objec-
tives. That is, there is a “hierarchy” between perspectives, in
which enabling objectives are necessary and fundamental in
order to achieve outcomes objectives. The objectives and their
descriptions are shown in Chart 1.

The US FDA, under the US Department of Health and Human
Services of the American government, originated as a consumer

Chart 1. Anvisa’s Strategic Objectives (Brazil) - Strategic Map 2016-2019.
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protection agency in 1906. Its mission is to protect public health
by ensuring the safety and efficacy of medicines for human and
veterinary use, biologicals, health products, food, cosmetics,
radiation-emitting products and tobacco products®.

FDA’s current strategic planning cycle covers the period
2014-2018 and the construction of objectives was guided by five
cross-cutting strategic priorities, namely: regulatory science,
globalization, safety and quality, smart regulation and organiza-
tion and management®. Based on these priorities, four strategic
objectives were defined. These objectives, in turn, are divided
into 13 sub-objectives. The summary of objectives and sub-ob-
jectives can be seen in Table 2.

The EMA was founded in 1995 and since then it has been a
coordinating agent among the health authorities of the coun-
tries that form the European Union in the pursuit of public
and animal health protection through the evaluation of medi-
cines according to strict scientific standards and independent
scientific information on these medicines. The EMA, together
with the national competent authorities, has designed a stra-
tegic plan for the period 2016-2020, with the aim of draw-
ing up the Agency’s Multiannual Work Programme — MAWP.
The MAWP is divided into four topics and each has four long-
term strategic objectives. Every strategic objective is further
divided into medium-term objectives, initiatives, execution
time, and performance indicators for monitoring*4. For the
purpose of this research, only the topics and strategic objec-
tives will be presented, to maintain consistency with the
analysis levels applied to the two agencies previously pre-
sented (Table 3).

After compiling the strategic objectives of the three agencies
and treating these data based on content analysis and meaning
condensation, as described in the aforesaid methodology, it was
possible to identify seven major groups of common topics:

1. premarket activities;
2. post-use activities;

3. regulation and standardization;

Type

Objective

Outcome objectives

Expand population access to safe products and services subject to health surveillance

Improve the regulatory framework on health surveillance

Enabling objectives

Optimize premarket actions based on health risk assessment
Improve post-use surveillance actions, focusing on control and monitoring of products and services
Strengthen the coordination actions of the National Health Surveillance System
Increase the efficiency of Port, Airport and Border operations
Improve international cooperation and regulatory convergence actions
Implement a governance model that favors integration, innovation and institutional development

Strengthen health surveillance education and communication actions and the institutional relationship model

Source: http://portal.anvisa.gov.br/mapa-estrategico.
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Chart 2. FDA Strategic Objectives (USA) - 2014-2018.
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Strategic objective

Sub-objective

Strengthen surveillance of
FDA regulated products

Increase the use of regulatory science to improve the development of analytical standards and decision making
Reduce risks in the production and distribution of regulated products
Strengthen problem monitoring on regulated products

Improve responsiveness to identified or emerging issues in regulated products

Improve and ensure access
to FDA regulated products
for health benefit

Increase the use of regulatory science for product assessment
Improve the effectiveness of the product development process

Improve the predictability, consistency, transparency and efficiency of evaluation processes

Promote improved decision
making regarding the use of
FDA-regulated products

Strengthen social and behavioral sciences to help patients, consumers and healthcare professionals make better
informed decisions about the use of regulated products

Improve access to information on benefits and risks related to regulated products

Improve public information on product and service safety

Strengthening organizational
excellence and
accountability

Recruit, develop, retain and strategically manage top technical staff

Improve FDA operation and organizational effectiveness

Invest in infrastructure for productivity improvement

FDA: Food and Drug Administration
Source: adapted from FDA*,

Chart 3. EMA Strategic Objectives (European Union) - 2016-2020.

Topic

Strategic objective

Contribution to
human health

Focus on key public health priorities, including drug availability and antimicrobial resistance
Ensure patients timely access to new medicines, with quality and safety
Support patient-focused innovations and contribute to the life sciences industry in Europe

Strengthen regulatory competence and transparency

Contribution to
animal health

and human health
related to veterinary
medicinal products

Increase availability of veterinary medicines and promote the development of innovative medicines and new technologies
Promote better regulation
Improve the functioning of the single market for veterinary medicines in the European Union

Focus on key animal and public health priorities, including antimicrobial resistance

Network operation
optimization

Strengthen the regulatory and scientific capacity and competence of the network
Pursue operational excellence
Ensure effective internal and external communication

Strengthen connections with other authorities and stakeholders

Contribution to the
global regulatory
environment

Ensure product, supply chain and data integrity
Seek convergence with global standards and contribute to international forums

Ensure the good use of resources by promoting mutual trust and work sharing

Support training, competence building and promote the European Union regulatory model

Source: adapted from EMA®.

4. network coordination;

5. regulatory convergence;

6. organization and management;
7. institutional communication.

Premarket activities can be understood as part of the pro-
cess of access and expansion of the offer of products and
services, through processes of regularization of products and
services subject to health regulation. After-market activi-
ties include inspection, monitoring of products and services,
market monitoring and the effectiveness of health risk man-
agement actions. The regulation and standardization group
addresses issues concerning the methods and criteria for
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producing health regulations. Network coordination refers to
the objectives related to the interaction between agents that
are within the scope of the agencies’ direct action. Regula-
tory convergence comprises the relationships of agencies with
other international agencies, seeking to harmonize practices
between them. The organization and management category
observes the strategic objectives related to people manage-
ment, infrastructure, information systems, internal communi-
cation and internal governance dynamics. Institutional com-
munication is about the relationships of agencies with their
various stakeholders.

In the category of pre-market activities, we can notice some
convergence among the three agencies regarding strategic
guidelines to increase the speed and efficiency of the release
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of regulated products in the market, ensuring safety, effi-
cacy and quality. However, both the FDA and EMA state more
explicitly the importance of supporting these agencies in the
innovation process, as enablers working together with the reg-
ulated sector to reduce new product development time, thus
playing an important role in the innovation process within
their regulatory environments.

In the category of post-use activities, there is an explicit stra-
tegic orientation of Anvisa and the FDA to strengthen control
and monitoring activities of products and services. While the
EMA also has this concern, expressed through the guarantee of
product integrity and throughout the supply chain, this agency
brings up a new issue, which has translated into the strength-
ening of the single market for veterinary medicines in the Euro-
pean Union. This is a particularity of the EMA, once it is an
agency that integrates and guides the regulatory practice of
several countries, unlike Anvisa and the FDA, which focus only
on their own countries, even though these are countries with
federative structures.

Regarding the group of objectives related to regulation and
standardization, it is clear that the three agencies have strong
convergence regarding the implementation of smart regula-
tion, better regulation or quality regulation. All have concerns
about establishing strong science-based standards and criteria,
grounded on substantial regulatory impact analyses.

In the network coordination category, both Anvisa and the
EMA outline strategic objectives that focus on the broader
view of the entities that make up the health regulatory sys-
tem, although these agencies are in different contexts. In the
case of Anvisa, the coordination of the SNVS is required. The
SNVS is composed of federal, state and municipal entities,
with their independence guaranteed by the federative pact.
In the case of the EMA, this coordination takes place between
independent countries, but with rules agreed within the Euro-
pean Union. Both cases require major efforts to agree and
coordinate actions, which comprise various activities, ranging
from network capacity building to improved communication
between the parties. The FDA is in a federative context that is
similar to that of Brazil, but it has no strategic objective that
guides the action toward strengthening the coordination of a
national network.

The analysis of the objectives identified in the regulatory con-
vergence group shows a behavior similar to that described in the
network coordination. Both Anvisa and the EMA include in their
strategic objectives the need for harmonization of practices
with other regulatory agencies. The EMA also includes initiatives
to share information and work processes in a global manner.
Although the FDA considers globalization and the importance of
regulation in transnational trading environments as one of its
cross-cutting priorities, there is no definition of a specific stra-
tegic objective that deals exclusively with this issue. This guide-
line, however, appears in the description of other US agency
strategic objectives.
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The management and organization category has great conver-
gence among the three agencies, and the pursuit of operational
excellence as a key theme in all cases stands out. Anvisa and
the FDA give strong emphasis to people management, with
highlights to the recruitment, development and retention of
excellent technical staff, as well as the importance of main-
taining infrastructure that ensures the productivity of the
agencies. Anvisa and the EMA have strategic objectives that
focus on internal communication and their role as enablers of
good organization management.

Institutional communication as a category that addresses the
relationship between agencies and society as a whole shows
that this concern stands out more in the case of the FDA.
Although all agencies set out strategic objectives for this topic,
the FDA deepens the discussion, reinforcing its role in shaping
the decision-making of patients and healthcare professionals
on the use of regulated products and services, underscoring the
importance of providing information on the risks and benefits
of these technologies.

Few strategic objectives could not be grouped into any of the
seven categories described above. The first one, from Anvisa,
deals with the increased efficiency of operations in ports, air-
ports and borders (PAF), an object that does not explicitly
appear in the FDA and EMA strategic plans — since it is not
part of their scope. The second objective that did not fit any
group was the focus on key public and animal health priorities,
including antimicrobial resistance, present in the EMA planning.
This objective was potentially cross-sectional to several of the
seven outlined groups and therefore did not fit exclusively into
any of them.

CONCLUSIONS

The design of a strategic plan is an opportunity to rethink mis-
sion and long-term strategic objectives, analyze the points of
attention of the external environment, observe the characteris-
tics of the internal environment, and adjust the strategy, that is,
think strategically®.

In public organizations, because of their size, complexity and
bureaucratic rigor, the formalization of the planning process
(schedules, manuals, definition of responsibilities) and plans is
very important and requires special attention so as to not hinder
the planning process itself. Communication needs to be clear,
objective and appropriate to the different levels and individuals
that make up the organization?.

In this study, we observed that three world-class regulatory
agencies, which have been acting both locally in their jurisdic-
tions — whether national or continental — and in the main con-
temporary international forums of regulatory convergence, have
a clear definition of planning, with the design of strategic objec-
tives on synthetic and problem-focused maps, with emphasis on
the use of clear, concise and objective language — thus ensuring
what is of paramount importance for any strategy: focus.
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If in the public context planning is necessary — albeit com-
plex — in the regulatory arena, this government role is even
more important, since it is a normative field that tries to
balance social demands and economic pressures, in addition
to drive innovation and promote development. Because we
are addressing health organizations, the precept of strate-
gic planning takes on finer contours — in which health risk
management requires well-coordinated, transparent and sci-
ence-based action.

From the analyses we made of the Anvisa, FDA and EMA strategic
objective maps, we can highlight the following considerations
as relevant:

« How subjects are addressed and the reasonable degree of
homogeneity of the topics, as well as the style of purpose
writing — consistent with the state of the art of the regula-
tory field — favors greater alignment between these agen-
cies, which, in turn, enables greater possibilities of interna-
tional regulatory convergence.

« Having well-written strategic maps aligned with current
good management practices is not enough. Consistent
strategy communication actions, both internally and exter-
nally, should be undertaken on an ongoing basis to provide
clarity of purpose to all stakeholders. After all, in general,
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