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ABSTRACT

Introduction: In 2017, the Program for Productive Inclusion and Sanitary Security
(PRAISSAN) was institutionalized by the National Health Surveillance Agency (Anvisa)
with the purpose of socially and productively including individual micro-enterprises,
solidarity economic enterprises, and family farmers through sanitary regularization of
their activities. Objective: This study aimed to understand the articulation between
the norms and guidelines that structure the design of PRAISSAN and the dynamics of
implementation in different local contexts. Method: This is an evaluative research
developed based on the theoretical framework of the so-called theory-driven
evaluation. The set of theoretical premises that shape the design of the intervention
and the results of a multiple case study developed in three Brazilian municipalities,
starting in 2017, with emphasis on the process of sanitary regularization of food
produced by family farmers are discussed. Results: PRAISSAN provided a change in the
approach of health surveillance agents and family farmers. A focus on the practice
of health surveillance professionals was identified. The guiding approach non-punitive
on the practice of health surveillance professionals promoted a greater adequacy to
the sanitary requirements by family farmers and facilitated the management of local
actions. However, disagreements and challenges regarding productive inclusion, income
generation and food marketing remain. Conclusions: The theory of the program must be
improved, in the direction of explaining how habits can be preserved without increasing
the health risk in the production process. In addition, systematic investigations and
evaluative research should be encouraged in order to advance understanding of program
limits and strengths.

KEYWORDS: Evaluative Research; Theory-driven Evaluation; Individual Microenterprises;
Solidarity Economic Enterprises

RESUMO

Introdugdo: Em 2017 foi institucionalizado o Programa para Inclusdao Produtiva e
Seguranca Sanitaria (PRAISSAN), pela Agéncia Nacional de Vigilancia Sanitaria (Anvisa),
com o propésito de fortalecer a inclusdo social e produtiva de microempreendimentos
individuais, empreendimentos econdmicos solidarios e agricultores familiares por meio
da regularizacdo sanitaria de suas atividades. Objetivo: Foi realizado estudo visando
compreender a articulacao entre as normas e diretrizes que estruturam o desenho do
PRAISSAN e a dinamica da implementacéo em diferentes locais. Método: Trata-se de uma
pesquisa avaliativa desenvolvida com base no referencial tedrico da chamada avaliacdo
orientada pela teoria (theory-driven evaluation). Foi discutido o conjunto de premissas
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teoricas que conformaram o desenho da intervencao e realizado um estudo de caso multiplo em trés municipios brasileiros, a partir de
2017, com énfase no processo de regularizagao sanitaria de alimentos produzidos por agricultores familiares. Resultados: O PRAISSAN
proporcionou uma mudanca na abordagem dos agentes de vigilancia sanitaria e agricultores. Identificou-se um enfoque principal no que
se refere a pratica dos profissionais da vigilancia sanitaria. O enfoque orientador propicia uma maior adequacao as exigéncias sanitarias
pelos agricultores familiares e facilita a gestdo das agdes locais. No entanto, permanecem dissensos e desafios no que se refere a
inclusao produtiva, a geracao de renda e a comercializacao dos alimentos. Conclusées: A teoria do programa deve ser aprimorada, na
direcao de explicitar como habitos e costumes podem ser preservados sem ocorrer o aumento do risco sanitario no processo produtivo.
Além disso, investigacOes sistematicas e pesquisas avaliativas devem ser estimuladas a fim de avancar na compreensao dos limites e
avancos do PRAISSAN.

PALAVRAS-CHAVE: Pesquisa Avaliativa; Avaliacao Orientada pela Teoria; Microempreendimentos Individuais; Empreendimentos

Econémicos Solidarios

INTRODUCTION

On March 29, 2017, the Brazilian National Health Surveillance
Agency (Anvisa) instituted the Program for Productive Inclusion
and Health Security (PRAISSAN)'. The aim of the program is to
expand access to products and services offered by individual
micro-entrepreneurs (MEI), rural family farmers, and solidarity
economic enterprises, based on the sanitary regularization of
their activities. The resolution covers activities carried out by
enterprises classified as low health risk and under the supervi-
sion of Anvisa, i.e., processed foods of plant origin. The Com-
mittee for the Management of the National Network for the
Simplification of Registration and Legalization of Companies
and Businesses (CGSIM), of the Ministry of Economy, is respon-
sible for publishing the list of activities with information on the
respective risks. Foods classified as high health risk continue to
be inspected under ordinary regulations, while animal products,
juices and pulps, and beverages are under the supervision and
health inspection of the Ministry of Agriculture, Livestock and
Food Supply (MAPA).

The intervention represents a milestone in Anvisa’s trajectory,
as it was aligned with the Brazil without Misery Plan (PBSM),
a federal program set up in 2011, which sought to contribute
to health promotion and income generation for the socially
vulnerable population.

To a large extent, PRAISSAN was intended to respond to the
demands of representatives of civil society organizations seek-
ing sustainable alternatives for rural development, such as
the Institute for Society, Population and Nature (ISPN) and the
National Confederation of Agricultural Workers (CONTAG)?3. By
drawing attention to the barriers encountered in the process of
sanitary regularization of food produced by family farmers and,
consequently, their limited participation in public tenders,
these entities highlight the challenge of productive inclusion.
Anvisa, with the support of these entities and relevant social
actors, launched a regulation aimed at the health regulariza-
tion of these enterprises: Collegiate Board Resolution (RDC)
No. 49 of October 31, 2013, which established the principles
and guidelines for the PRAISSAN implementation process*®.
The Resolution recognizes the importance of these actions for
health promotion, since they encourage formalization, income
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generation, social inclusion and access to social benefits for
micro-entrepreneurs. At the same time, the regulations seek
to increase the consumption of diverse, fresh, regional and
health-safe food.

Since the publication of RDC 49/2013, there has been disagree-
ment among health surveillance agents about some of the
guidelines of the regulation, such as the “reasonableness of
the requirements applied” and the “protection of artisanal pro-
duction, in order to preserve customs, habits, and traditional
knowledge from the perspective of the multiculturalism of peo-
ples, traditional communities, and family farmers”. Although
these guidelines continue to underpin the development of
PRAISSAN’s main activities, local implementation reveals
the emergence of new interpretations, controversies, and
lessons learned*®.

Using the conceptual-methodological framework of theo-
ry-driven evaluation’, it was possible to understand the theoret-
ical consistency of the program in relation to the nature of the
problem in local dynamics, as well as the challenges and limits
of the actions.

Theoretical-methodological approach

According to Pawson and Tilley?, theory-driven evaluation was
introduced by Chen and Rossi in 1981. The authors were pio-
neers in the debate about the limitations of the experimental
approach marked by the search for statistically significant reg-
ularities and the positivist understanding of the nature of social
causation in the field of social program evaluation.

According to Weiss®, social programs are complex interven-
tions, that is, “they are an amalgam of dreams and person-
alities, rooms and theories, paper clips and organisational,
structure, clients and activities, budgets and photocopies and
grand intentions”. Programs therefore incorporate a variety
of components, agents, organizations, structures and activi-
ties. However, their objectives are not always clear. This com-
plexity requires an effort, both for the social groups involved
and for the evaluators themselves, to understand what the
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program intends to achieve and how it intends to achieve
effective change®.

Based on this approach, every program incorporates a theory of
change that must be reproduced in the local context. Accord-
ing to Pawson'', “programs are embodied theories and evalua-
tion seeks to discover whether programs work, so evaluation is
the evaluation is theory-testing”. In this way, program theory
reveals causal associations linking inputs to outputs, shedding
light on the mechanisms triggered in implementation contexts
which explain the intended and unforeseen effects of each inter-
vention. According to Pawson and Tilley?, the mechanisms are
not confused with the program’s activities and resources but
involve a relationship between the agents’ choices regarding the
strategies triggered by the program and the collective capacity
to develop the activities in the local context. It is therefore a
relationship between agency (stakeholder choices) and structure
(capacities and resourcers).

In this sense, when evaluative research explores both the the-
ory of the program’s official design and the underlying theories
that emerge during the implementation process at the local
level, it deals with what Weiss®'® has defined as theories of
change. An analysis of the program theory seeks to specify what
the program is and how it intends to achieve the results, avoid-
ing treating the intervention as a black box and the evaluation
only as a final step. Implementation theory, on the other hand,
focuses on the dynamics of program implementation. In other
words, it seeks to understand effects and changes by examining
the process of local development of the actions. This approach
analyzes gaps, limits, and achievements during the implemen-
tation process. This information is fundamental for the imple-
menting agents as it helps them to reformulate and redesign
the program in the light of the provisions, opportunities, and
challenges of the local context'®'"2,

From this perspective, the aim of this paper is to discuss the
results of an evaluation study into the process of implement-
ing PRAISSAN in 2017, with an emphasis on the health reg-
ularization of food produced by family farmers in three
Brazilian municipalities.

METHOD

Based on this theoretical-methodological framework, the evalu-
ation research was carried out in two stages. In order to identify
the main objectives and components of the program’s theory
at the federal level, ordinances, resolutions, booklets, legal
provisions and publicly accessible documents made available by
Anvisa were analyzed. In order to analyze how the program was
implemented in different local contexts (implementation the-
ory), a multiple case study was carried out on the process of
sanitary regularization of food produced by family farmers in the
municipalities of: Realeza (Parana), Terenos, and Caracol (Mato
Grosso do Sul).

As for the criteria for selecting municipalities, after a documen-
tary analysis of management reports for 2017 available on the
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Management Report Construction Support System (SARGSUS)
and news published online between 2014 and 2017 on the devel-
opment of initiatives on the subject in local contexts®, rele-
vant experiences were selected for the development of a case
study. The criteria for this choice were: municipalities that were
already carrying out health regularization activities for family
farmers (not just planned actions), small and large cities and/or
cities close to capital cities, in order to assess the contextual
interferences of predominantly rural or urban environments,
and the presence of key informants from the academic field who
could help during the research.

At the local level, data collection involved systematizing the
main narratives present in the municipal operationalization
of PRAISSAN by conducting semi-structured online interviews
between 2020 and 2021 with relevant actors in the process of
implementing the actions. Four health surveillance agents, a
professor from the Federal University of Fronteira Sul (UFFS)
and 11 family farmers were interviewed, eight from Realeza
and three from Terenos. The family farmers interviewed are
fruit, vegetables and bakery producers. The interviews, con-
ducted via Google Meet or WhatsApp platforms, were sched-
uled according to the availability of the participants. It should
be noted that, with the worsening of the COVID-19 pandemic
since March 2020 and the adoption of stricter measures such
as lockdown, many activities have been adapted to the online
work modality. The pandemic has impacted the development
of academic research, especially field research. Methodologi-
cal strategies had to be reformulated in order to continue the
research, such as the decision to conduct the interviews online.
Even with the new strategy adopted, it was difficult to get in
touch to schedule interviews, especially among family farm-
ers who lived in places far from the urban center, with a poor
internet signal or their own mobile phone. Although the data
has limitations, given that it was not possible to follow the rou-
tine of the professionals, nor the health regularization activi-
ties carried out in person in the rural settlements, the results
made it possible to uncover the main advances and limits of the
PRAISSAN implementation process.

An evaluation matrix was adapted to support data analysis, an
instrument proposed by Magalhaes'™ which helped to draw up
the interview scripts, systematize the program information and
advance the analysis of the validity of the theory, the implemen-
tation process and the effects and scope of the actions in the
local context (Chart 1).

It is important to note that, during the development of the
research, all ethical precepts were followed according to
the criteria established by the Resolutions of the National
Health Council, No. 466, of December 12, 2012, and No.
510, of April 7, 2016''. The research was approved by the
Research Ethics Committee of the National School of Public
Health of the Oswaldo Cruz Foundation, under CAAE number:
26678019.2.0000.5240, on November 12, 2020. In addition, the
information regarding local actors and services was analyzed in
aggregate form, seeking to guarantee confidentiality and pro-
tect the identity of individuals.
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Chart 1. Evaluation matrix for the Productive Inclusion and Health Security Program. Brazil, 2022.

Effects and scope: articulation and

of the program?
Is the program theory consistent with
the nature of the problem and the
local context?

local context?
Are there any barriers that affect
implementation?
What and how were the alternatives adopted?

rEn\;atlrui;a(tlon Validity of program theory Implementation process interdependence between theory
and the implementation process
What are the components, activities, What; are Fhe'challenges to guaranteemg How are the planned actions
e . ) sustainability in the process of productive .
actors, and institutions involved in . X . . developed in the local context?
. inclusion with health security? : .
regulatory design? ) What are the main scope and limits of
. . What are the challenges of intersectoral X L
What are the main tensions and L the intervention in the local context?
Context controversies surrounding the design coordination at local level? What changes in the behavior
background g g What skills and capacities are fostered in the S

of the actors? What are the effects
of this change?
What are the obstacles to adapting the
program in the local context?

Data sources:

documentary Data sources: ordinances, normative
analysis, documents, working group reports.
interviews

Data sources: interviews, management reports,
information available on different platforms such
as IBGE, SARGSUS, E-Gestor Atencdo Basica, and
DAP consultation available on the MDA website.

Data sources: interviews and
management reports.

Source: Adaptation of the evaluation matrix drawn up by Magalhaes'.

IBGE: Brazilian Institute of Geography and Statistics; SARGSUS: Management Report Construction Support System; Pronaf: Program to Strengthen Family
Farming; DAP: Declaration of Aptitude to Pronaf; MDA: Ministry of Agrarian Development and Family Agriculture.

RESULTS AND DISCUSSION
PRAISSAN: theory and intended changes

In order to understand the theory behind PRAISSAN and the
potential for change in the planned mechanisms, it is nec-
essary to delve more deeply into the context that led to the
creation of the program. In 2011, Anvisa’s management was in
favor of developing studies and research in the social area,and
implementing intersectoral actions focused on promoting
health and equity. At the same time, rural social movements,
led by ISPN, the Slow Food Movement, the Marist Solidarity
Institute (IMS) and the National Association of Cooperatives
of Family Agriculture and Solidarity Economy (Unicafes) were
critical regarding health and food rules. For these actors,
these requirements (which included structural changes to pro-
duction sites) hindered the regularization process of artisanal
food producers®.

In 2012, social movements led by these civil society organiza-
tions held a workshop in Brasilia (Federal District) on “fair and
inclusive health standards”, including the participation of pub-
lic authorities such as professionals from Anvisa and MAPA® The
workshop helped bring Anvisa’s health surveillance agents and
representatives of civil society organizations closer together,
enabling the formation of a working group that was later respon-
sible for the collective construction of a normative instrument
aimed at the health regularization of these micro-enterprises,
the current RDC/Anvisa No. 49/2013.

The analysis of the text justifying the transformation of the proj-
ect into a program (PRAISSAN) made it possible to understand
the theory of the program, the theory of implementation, and
its main mechanisms. It can be said that the main social change
sought by the programme is to promote productive inclusion by
regularizing the health of family farmers, MEls, and solidarity
economy activities. As a result, PRAISSAN aims to help reduce
the rural exodus, unemployment, and poverty. Another intended
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change is to reorient the focus of technical visits, reinforcing a
guiding perspective. Criticism of the punitive nature of techni-
cal visits was seen by Anvisa as “the great differential of RDC
No. 49/2013: the paradigm shift contained in the healthy edu-
cational, guiding and facilitating spirit that should guide health
inspections”'’. The focus has become changing the behaviour of
health surveillance agents during the process of regularizing the
health of products.

Another important mechanism for generating change intended
by the program is related to compliance with the “reasonable-
ness of the requirements applied”. However, RDC No. 49/2013
does not clearly specify the meaning of this programmatic guide-
line. The guidance booklet for municipal managers only states
that “reasonableness is a legal concept aimed at defining the
ways in which public administration acts”"’.

Given the importance of the dimension of reasonableness, fur-
ther reflection is necessary. In artisanal or traditional food pro-
duction, structures, equipment, and utensils are used based on
cultural practices that have their own characteristics in each
region. It is not possible for the legislator to completely stan-
dardize the structural conditions of the production process.
Therefore, it is understood that, in the absence of uniform cri-
teria in health legislation, the surveillance agent must make
use of the legal principle of discretion, in other words, having
the autonomy to assess which conducts are most appropriate,
within the legal framework, by means of a judgment of conve-
nience, justice, and social equity. Taking the public interest into
account, the surveillance agent must visit production sites and
assess whether or not the practices adopted and the existing
structural conditions pose a health risk to the consumer.

This discretionary power is justified by the main mechanism
for social change envisaged in PRAISSAN: promoting social and
productive inclusion. Therefore, using social, economic, and
cultural values, the surveillance agent must apply the health
requirements in a “reasonable” way, in order to contribute to
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social inclusion and income generation. However, the legal prin-
ciple of reasonableness can limit discretionary power'. This
means that the surveillance agent must consider the health risk
when making decisions. According to Anvisa’s statement, “the
rule is supportive and facilitating but it is not permissive”"’.

Both principles are linked to another PRAISSAN guideline, the
“protection of artisanal production in order to preserve customs,
habits and traditional knowledge from the perspective of the
multiculturalism of peoples, traditional communities and family
farmers.”® It is through the principle of reasonableness that we
hope to combine the main objectives of PRAISSAN, the preser-
vation of “know-how”, i.e., artisanal and traditional techniques,
as well as good sanitary practices during the food production
process. The program aims to promote the inclusion of family
farmers in the formal market and, at the same time, access to
diverse and better quality food, from a sanitary point of view.

Figure 1 summarizes the main axes of the program theory and
the mechanisms of change envisaged.

Program Theory

Health inspection with a

Hunger R et al.  Productive Inclusion and Health Security

According to Pawson'!, “programs are active interactive
sequences of theories: if we implement A, this should achieve
our intervention objective B, and once B is in place, we will be
in a position to try C, which will activate the next output D, and
so on”. Evaluation consists of investigating each stage of this
process to allow reflection on the theory that informs the design
and implementation of the program.

In the case of PRAISSAN, it is important to reflect on the limits
to achieving productive inclusion for the three categories of
enterprises envisaged. In the planning reports for the produc-
tive inclusion project proposed by Anvisa and in the booklets
on RDC 49/2013, these categories are identified as “small busi-
nesses”, “small producers”, or “enterprises”. Family farmers
are defined as those linked to a “rural family enterprise”. How-
ever, there are different conceptions and purposes of produc-
tive insertion for each group. While public policies aimed at
MEls support a discourse of “entrepreneurship” and the possi-
bility of entering the market based on individual motivation,

Implementation Theory

Surveillance agents conduct the

guiding approach, considering e health risk assessment with an
health risk emphasis on the educational,
facilitating, and guiding nature
/ of the inspection, not punitive
Recognizing and preserving the The health requirements
habits, customs, and culture of 3 adopted by surveillance
traditional communities agents must not override
traditional knowledge
of the food production
process (combining technical
knowledge and "know-how")
Reasonableness of the health Health surveillance agents
requirements applied —_—> apply the requirements with
common sense and
moderation considering the
purpose to be achieved by the
program (productive inclusion)
Regularization of production
activities and service goods Greater participation
carried out by the enterprises —_—> of entrepreneurs in the
formal market and marketing
of food in public procurement
/ (PAA/PNAE)
Income and work generation Reducing the rural exodus,
for entrepreneurs _— informality, unemployment,

and poverty

Productive inclusion with health

security for individual
micro-entrepreneurs, solidarity
economic entrepreneurs,
and rural family farmers

Source: Prepared by the authors, adapted from Weiss®
PAA: Food Acquisition Program; PNAE: National School Feeding Program.

Figure 1. Theories on the changes sought by PRAISSAN: program theory and implementation theory.
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solidarity economic entrepreneurs demand a form of associa-
tive and solidarity work. Family farmers, meanwhile, are fight-
ing for access to land and the permanence of the cultural char-
acteristics of their production.

Since the publication of the public consultation on RDC No.
49/2013, it has been possible to identify disagreements between
health surveillance agents regarding the purpose of the regu-
lations4-¢. These disagreements involve the applicability of the
concept of reasonableness of health requirements. For some
health surveillance agents, the measure makes health require-
ments more flexible and makes it possible to increase the health
risk of products. For other surveillance agents, the regula-
tion harmonizes procedures and contributes to the productive
inclusion of family farmers, who face difficulties in formalizing
their activities. There are a number of relevant social factors
in the local dynamics that interfere with achieving the changes
intended by the program. These factors can compromise the
local decision-making process. The next section presents an
analysis of the PRAISSAN theory based on the implementation
process in the three selected municipalities.

Analysis of the PRAISSAN implementation process in the
selected municipalities

The municipality of Realeza is located in the Southwest Mesore-
gion of the state of Parana, in a territorial unit area of 353.416
km?. According to the Brazilian Institute of Geography and Sta-
tistics (IBGE), it has an estimated population (2021) of 16,976
inhabitants, ranking 108th in the state. The municipality of
Terenos, on the other hand, is located in the Midwest region
of the state of Mato Grosso do Sul, close to the capital Campo
Grande, in a territorial area corresponding to 2,845.723 km?2.
According to the IBGE, it has an estimated population (2021)
of 22,721, ranking 34%" in the state. Finally, the municipality of
Caracol, also located in the state of Mato Grosso do Sul, is situ-
ated in a territorial area of 2,943.206 km? and has an estimated
population (2021) of 6,247 people, ranking 69t in the state™.
The distance between the two municipalities is around 400 km.

Based on the research carried out in 2018 by the IBGE%, Area
of Influence of Cities (Regic), which identified and analyzed
the Brazilian urban network, establishing a hierarchy of urban
centers and their relationships between the regions of influ-
ence of the cities, it was concluded that the small number of
inhabitants of up to 25,000 people in the three municipalities
and the low supply of goods and services contribute to the
low occupancy rate of the population. In addition, the Gini
index showed income inequality in the three municipalities
(between 0.4334 and 0.5206), and two municipalities had a
medium municipal human development index (MHDI) (between
0.658 and 0.722). Another relevant fact is the high rate of
revenue from external sources (between 79.9% and 92.9%).
Furthermore, the three municipalities had significant percent-
ages of households located in rural areas (between 40.0% and
72.0%). Data from the Survey of Basic Municipal Information
(MUNIC) carried out by the IBGE*'in 2017 also showed that the
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water distribution network and the sewage collection network
did not cover most of the rural area.

The data collected in the Productive Inclusion Supplement, car-
ried out by MUNIC in 2014, indicated the development of actions
aimed at generating work and income for family farming in the
three municipalities. However, according to the survey, there
was no provision of rural credit lines, support for transportation
and marketing of products, technical assistance, or loan/financ-
ing lines to improve infrastructure conditions?'.

The 2017 Agricultural Census carried out by the IBGE?? showed
significant numbers of agricultural establishments (between
472 and 2,603) and a similar profile among farmers in the three
municipalities. In general terms, in the three municipalities
there is a predominance of producers who carry out their activ-
ities in partnership with other people or individually, males
aged between 45 and 65 and with low levels of schooling. It
is worth noting, however, that in the municipality of Terenos,
403 producers were identified with a higher level of education
(graduation). However, although there are differences in some
socio-economic characteristics, the three municipalities have
similar social indicators.

Chart 2 systematizes the main theoretical elements of PRAIS-
SAN and its operationalization strategies at the local level. By
studying the three dimensions of the evaluation matrix together,
it was possible to understand what worked, for whom and under
what circumstances.

Based on this systematization, it can be said that the three
experiences were similar in terms of the process of imple-
menting the actions. In all three cases, the health surveillance
agents were interested in working with family farming in a
guiding approach. But there are also singularities. In Realeza,
the partnership established since 2012 between researchers
from the Federal University of Fronteira Sul (UFFS) and the
Municipal Health Department has provided greater visibility
and strengthened the production of food produced by family
farming. In addition, the State Health Department has encour-
aged the health regularization of activities carried out by rural
family businesses, with the publication of a state resolution
(SESA No. 004/2017)%.

In the state of Mato Grosso do Sul, the State Health Department
held a competition in 2015 to select projects aimed at imple-
menting RDC No. 49/2013 and drawn up by municipal health sur-
veillance teams. The selected projects were awarded a vehicle
for the exclusive use of municipal health surveillance teams.
As well as spreading the word about the regulations, the com-
petition helped to reduce the initial resistance of some agents
to working with family farming in rural areas. Considering the
tensions and conflicts present among health surveillance agents,
it is recognized that networks of partnerships, incentives, and
financial stimuli contribute to a more effective rapprochement
between surveillance agents and family farmers in the process of
implementing PRAISSAN.
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Chart 2. Evaluation matrix of the PRAISSAN implementation process applied to the municipalities selected in this study. Brazil, 2022.
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Background

2003: Fome Zero Program: reference to the term “productive inclusion” and greater visibility for the promotion of FNS on the government agenda.
2004: Bolsa Familia Program: development of professional qualification and formalization actions for beneficiaries of the program.

2011: Brazil without Extreme Poverty Plan: a proposal to overcome the situation of poverty and extreme poverty of the population by offering
opportunities for occupation and income through the promotion of urban and rural productive inclusion.

2011: Project for Productive Inclusion with Health Security set up at Anvisa in partnership with the Brazil without Poverty Plan.

2012: Social mobilizations led by various civil society organizations to draw up “inclusive” health standards - Workshop on Health Standards for
Artisanal, Family and Community Foods (September 2012), with the participation and presence of civil society organizations, artisanal producers and
authorities from the executive and legislative branches.

2013: Resolution of Anvisa’s Collegiate Board of Directors No. 49, of October 31, 2013, which provides for the regularization of individual
micro-entrepreneurs, rural family enterprises and solidarity-based economic enterprises, and makes other provisions. The construction of the rule
involved intense social participation, from health surveillance agents to representatives of civil society.

2017: Institutionalization of PRAISSAN through Ordinance No. 523, of March 29, 2017, with the premise of strengthening the actions of the National
Health Surveillance System aimed at the health regularization of these enterprises.

Validity of the theory

Activity: The rule allows for the sanitary regularization of activities carried out by individual micro-entrepreneurs, solidarity economic enterprises,
and rural family enterprises that process and market food considered to be of low sanitary risk.

Key players: Municipal health surveillance agents, individual micro-entrepreneurs, solidarity economic entrepreneurs and family farmers.
Institutions and sectors of interest: Federal, state, and municipal health agencies, Sistema S de Ensino, technical assistance agencies (EMATER/
AGRAER), universities, non-governmental organizations, associations, and cooperatives of family farmers.

Theoretical premises that support the program’s resources, activities and goals: a) entry of micro-entrepreneurs into the formal market
through the sanitary regularization of their activities, therefore greater participation in public purchases, consequently greater autonomy and
income generation; b) adoption of good sanitary practices by micro-entrepreneurs, resulting in the marketing of products with less sanitary risk to
the health of consumers; c) the effectiveness of the program requires an educational approach during the orientation of good sanitary practices
and the application of reasonable sanitary requirements, in order to preserve the habits, customs and culture of traditional communities and d)
the articulation of intersectoral policies aimed at promoting productive inclusion and guaranteeing sanitary security, for example: improving basic
sanitation conditions, enabling marketing channels and strengthening public food purchases through institutional markets, reducing bureaucracy
in access to credit lines and consolidating rural technical assistance; e) the ability of municipal bodies to establish partnerships with other
institutions and sectors of interest.

Main tensions and controversies surrounding the design of the program: Enforcement of the reasonableness of sanitary requirements without
overlapping traditional knowledge and cultural production habits; dissent among surveillance agents over the principles of the program.

Municipalities Realeza Terenos Caracol

Implementation process

« Lack of a checklist aimed at family-based

Challenges ‘ Ladf of a checklist a".ned at. production units (difficulty in applying

to guarantee fa[m.ly-bas.ed prodgctlon units reasonable requirements without overlapping
sustainability (d]fﬁFUIty n applymg reasonable with traditional/cultural knowledge);

in th requirements without « Continue with actions after the Conti ith acti fter the COVID-19

In the process overlapping with traditional/ COVID-19 pandemic. « Continue with actions after the -

of productive pandemic;
inclusion with

health security

cultural knowledge);

« Mapping family farmers who work in the
informal sector (those who do not have health
regularization and market their products).

« Map family farmers working in
the informal sector.

Challenges of Limited but existing

P —— - S e a—— - o Limited but existing partnerships: « Without established partnerships and with the
N Ehe universit. ar?c? bl support from the Municipal Rural support only of professionals from the Municipal
local level cooperativesy Development Council and AGRAER. Health Department.
« The surveillance agent’s interest in
working with family farming;
« Knowledge of RDC 49/2013 and
o The surveillance agent’s interest PRAISSAN;
in working with family farming; e , . . . . .
Capacities « Organization of farmers’ work in « The surveillance agent’s interest in working
boosted in the | ° Knowledge of RDC 49/2013; cooperatives or family-based/rural with family farming;
local context « Organization of farmers’ work settlements (technical assistance « Knowledge of RDC 49/2013 and PRAISSAN:
in cooperatives (technical support);
assistance support). « Technical safety of the surveillance

agent to apply reasonable sanitary
requirements without the use of a
specific inspection script;

« Reduced health surveillance « Reduced health surveillance team;
team; « Lack of specific financial resources for the
Barriers/ « Lack of specific financial « Reduced health surveillance team; development of activities;
arriers
S resources for the development « Lack of specific financial resources « No evidence in the municipality of farmers’
of activities; for the development of activities. associations or cooperatives and/or rural
« University partnership project settlements;
suspended. « Incipient technical assistance.

Continue
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actions in the

local context health permit.

o Partnership established with the | « Partnership established with
university; AGRAER; « Marketing channels - fixed fair (temporary);
Alternatives « Technical visits in a guiding « Technical visits in a guiding . s - X
. . « Technical visits in a guiding approach;
adopted approach; approach; . )
» Decrease in structural health » Decrease in structural health + Decrease in structural health requirements.
requirements. requirements.
Articulation between program theory and the implementation process
Developing

Guiding technical visits; training on good practices; an affordable deadline for meeting the health requirements and obtaining the

Scope/limits of
the intervention

Achievements: Sanitary regularization of activities classified as low health risk carried out by assisted family farmers.

Limits: Availability of time and staff for frequent technical visits to production sites; approaching and monitoring all farmers in
the municipality; mobilization of food marketing channels (increasing the volume of public purchases/fairs); farmers’ lack of
financial resources for investment in the agro-industry (difficulty in accessing federal government credit line programs); farmers
whose homes are not even able to be adapted for the minimum guarantee of health safety.

Changes/effects
in actors’

behavior (reasonableness of health requirements).

Closer ties between health surveillance agents and family farmers; a guiding approach to technical visits; a focus on identifying
health risks and advising on hygiene practices during the production flow; and a reduction in structural health requirements

Source: Prepared by the authors, adapted from the evaluation matrix prepared by Magalhaes'.
PRAISSAN: Program for Productive Inclusion and Health Security; EMATER: Institute of Technical Assistance and Rural Extension; AGRAER: Agrarian

Development and Rural Extension Agendy; RDC: Collegiate Board Resolution.

Adopting a guiding approach during the health inspection also
had an important effect in terms of strengthening ties between
the agent and the family farmer:

If you’re going to use a word, you have to have a feeling, to
be able to make the person not feel embarrassed, it’s the
way you speak [...] you have to act differently, you have to
take off your inspector’s clothes and talk to the producer
because he’s afraid of the inspection [...] sometimes even
the language we use is too complicated for him, so | can
say that it’s taking off your inspector’s clothes, if you’re
going to do 49’s job dressed as an inspector you won’t do it
(Health surveillance agent).

There are significant obstacles in this process of local imple-
mentation. Although the principle of reasonableness has con-
tributed to a reduction in sanitary requirements, especially
those of a structural nature and linked to the new approach
to hygiene in the production process, there is still technical
uncertainty among surveillance agents. This insecurity is asso-
ciated with the lack of a checklist that standardizes structural
conditions and sanitary conduct, since these criteria make
decision-making easier: “we don’t have a specific checklist for
them [...] RDC 49, if you read it, is totally open, it says do it
how you think it should be done, it’s become complex to inter-
pret” (Health surveillance agent).

Autonomy in decision-making is not always exercised. On a daily
basis, health surveillance agents use checklists for health risk
assessment, based on criteria determined by RDC No. 275, of
October 21, 2002, a standard aimed at industrial food producing
establishments?*. There is therefore a roadmap to follow and the
structural conditions are detailed. For example, the “existence
of bulging angles between the walls and the floor and between
the walls and the ceiling” is assessed. Decision-making is subject
to the structural parameters in the regulations. However, failure

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

to comply with this structural requirement minimally affects
the health safety of the final product (processed food), and it
is more appropriate to adapt sanitization operations during food
processing to reduce any possible existing risk. In addition, the
items on the checklist do not take into account the characteris-
tics of family farming food production units.

According to Eduardo and Miranda?, health inspection requires
epidemiological and regulatory knowledge, as well as an under-
standing of the scope of each activity. In a rural setting, the
surveillance agent can only assess whether or not such equip-
ment poses a health risk when evaluating the production pro-
cess. Insofar as artisanal and traditional techniques are used in
the production process, a standardized checklist is unlikely to be
enough to support the assessment of the practices and structural
conditions found in the different local contexts.

In the research, one of the surveillance agents revealed the
need to study the processing of rapadura before visiting a family
farmer’s production unit. After her visit, she built a flowchart
of the activity that allowed her to identify the critical points in
the production process and assess the health risk at each stage.
Decision-making was therefore based on the agent’s technical
knowledge of the procedures and practices applied in the pro-
duction flow of artisanal rapadura, and not just on predefined
criteria in a checklist. This approach, however, requires time:

It’s very easy for an inspector to take the 275, which
has a checklist, put it under his arm, and go to the agro-
industry and apply, “yes, yes, no, no”, you have to comply
with everything here otherwise you won’t be able to [...]
now you go as an inspector, you look at the structure,
you monitor, that’s what | deduce as reasonableness, you
monitor the production of that farmer and see if in that
production flow there is a risk or not, regardless of the
structure he has (Health surveillance agent).
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In the three cases analyzed, the alternatives adopted to pro-
mote the process of regularizing the health of activities were
similar, such as establishing partnerships for the development
of actions, carrying out technical visits in a guiding approach to
family-based units and reducing structural health requirements.
However, the reconfiguration of structural health requirements
was justified, in most cases, by the recognition of the economic
and social limitations faced by family farmers in adapting their
production units to the criteria laid down in current health legis-
lation. The need to preserve cultural habits did not play a major
role and the requirements to change from wooden materials to
stainless steel utensils or other materials considered easy to san-
itize during the production process remained.

Some important measures to promote productive inclusion have
been implemented, such as the development of marketing chan-
nels for family farmers. In the municipality of Caracol, public
agents set up a permanent market to sell fruit and vegetables.
However, there have been difficulties in continuing this experi-
ence in the region. Initially, the street market was planned to sell
fruit and vegetables made available by rural producers but there
was more interest from MEls in offering sweets, snacks, and other
processed products. The locations of the fairs were far from the
rural settlements and family production units, so there wasn’t a
favorable or attractive cost-benefit ratio for farmers to partici-
pate, since there was a good flow of sales of their products from
“door to door”. As a result, the municipal administration adapted
a food court for the marketing of products processed by MEls,
which was held periodically during festivities in the municipality.

In Caracol, public officials pointed out the lack of participatory
spaces such as farmers’ associations or cooperatives, as well as
the low volume of production by farmers, which made it diffi-
cult for them to participate in public purchases. On the other
hand, in Terenos and Realeza, the volume of production was con-
siderable and allowed associated producers, cooperatives and
individual farmers to participate in public purchases. However,
farmers reported low demand from public bodies linked to the
National School Feeding Program (PNAE) and the Food Acquisi-
tion Program (PAA):

The producer produces, right. The problem is marketing,
which is weak, and the municipalities themselves, who
don’t just buy directly from the producer, there are
intermediaries in the middle (Farmer 1).

| don’t think it’s the cooperative’s problem. | think it’s the
municipality’s nutritionist. She gives more preference to
products from the market than from farmers (Farmer 2).

Based on the analysis of the evaluation matrix, it can be said
that there are several weak points in the process of implement-
ing PRAISSAN in the municipalities surveyed. The small number
of professionals in the health surveillance teams and the lack
of time available for technical visits to the production units to
provide guidance hindered the progress and effectiveness of the
actions. The guidance provided by the health surveillance agents
made it possible for the family farmers assisted by the program
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to become sanitary regularized. Figure 2 shows the main gen-
erative mechanisms of the program responsible for the results
achieved in the three municipalities.

According to Figure 2, one of the key components of PRAISSAN
occurs during the visit of health surveillance agents to fami-
ly-based production units. As the surveillance agent talks to
the farmer, a number of simultaneous processes take place.
Before imposing any measures, the health surveillance agent
approaches the farmer, gets to know their production methods
and all the stages of the production process. At the same time,
they try to understand the economic and social difficulties they
face. In addition, while learning about production methods, they
recognize the importance of cultural values, which guide the
artisanal or traditional techniques used. The agents interviewed
described this process as the need to have a “sensitivity and a
different look” during the health regularization process during
technical visits to family-based production units.

In the three experiences analyzed, the reasonableness of the
health requirements was accepted by the agents as a process of
assessing the health risk at each stage of the production process,
based on a guiding approach and the reduction of health require-
ments related to local physical and structural conditions. Once
the health risk assessment had been carried out, the surveillance
agents had greater autonomy in making decisions, since there
was no standardized inspection script or checklist.

The family farmers understood that the health inspection did not
have a merely “punitive or police-like” character, so their fear
and insecurity during the regularization process diminished. As a
result, it was possible to establish a partnership with the health
surveillance agent. All the mechanisms were triggered simultane-
ously and the main result of this process was a change in the health
surveillance agent’s attitude during the health inspection and the
farmer’s commitment to complying with health requirements.

Health regularization did not provide better income conditions
for all the family farmers in the three cases analyzed. Due to the
difficulty of participating in marketing channels directly to the
consumer and via public purchases through the PNAE or PAA, the
objective of generating income was weakened in the local scenario.

Figure 2 illustrates the moment when PRAISSAN’s theory is out
of step with the practices that can be adopted by health surveil-
lance agents in local dynamics. From the program’s perspective,
health surveillance agents should apply health requirements
reasonably in order to contribute to social inclusion and income
generation for micro-enterprises, while preserving traditional
customs, habits and knowledge. However, as the researched
experiences illustrated, there are difficulties in maintaining
a commitment to both objectives. According to Astbury and
Leeuw?, programs involve an assumption or a set of assumptions
about how the activities and resources will bring about change,
but often these assumptions are not made explicit or tested
robustly. In this sense, when the program has an inconsistent
theory it will not achieve the desired changes, regardless of how
well the action is implemented.
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Source: Prepared by the authors, 2022.
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Figure 2. Analysis of the PRAISSAN implementation process in the three case studies.

In the case of PRAISSAN, based on the analysis of the cases,
although the agents recognized the cultural values of artisanal
practices, reasonable measures were adopted “as long as the
farmer’s culture didn’t get in the way of good practices”, accord-
ing to the following excerpt: “They’re doing it in wood, using
their culture, as soon as their culture gets in the way of health,
if they’re contaminating the food, then it gets complicated, but
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they’re not contaminating, their culture doesn’t get in the way,
then there’s no problem” (Health surveillance agent).

Cruz? carried out an ethnographic study on handmade serrano
cheese made from raw milk in Campos de Cima da Serra, in the
northeast of Rio Grande do Sul. Although it is a product consid-
ered to be of high health risk, the study provided some good
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reflections on the difficulties faced by family farmers during the
process of regularizing the health of their activities. According
to the author, the norms and guidelines contained in the health
regulations imply notions of hygiene linked to structural charac-
teristics such as “high ceilings”, the presence of bathrooms, the
definition of the materials that cover the floor and walls, in favor
of an environment free of chemical, physical, and microbiolog-
ical contamination. However, in addition to the financial costs
involved in building a small agro-industry with these character-
istics, these procedures do not take into account the artisanal
practices of this mode of production.

Even in production units that had wooden tables or other equip-
ment, the farmers’ hygiene behavior remained “capricious” at
every stage of the production process. In fact, the farmers’ clean-
ing criteria were stricter in places where wooden equipment pre-
vailed, precisely because of the difficulty of sanitizing the surface
of these utensils. Therefore, according to the author? special
attention should be paid to the hygiene behavior of the handlers
rather than just the structural conditions present.

According to Niederle and Wesz Junior?, there is a rigorous appli-
cation of hygiene criteria during large-scale food production; on
the other hand, there is excessive use of food additives that are
potentially harmful to health. In the perception of some of the
farmers interviewed, the quality of their products is attributed
to production methods and the origin of the raw material, i.e.,
whether the product is homemade, fresh, organic and without
chemical additions, according to their reports:

No, because | don’t use any chemicals. It’s all natural
(Farmer 5).

Because | make everything fresh [...] we buy quality
everything, quality flour, quality sugar (Farmer 8).

I don’t think so, the way we do it, we don’t use any chemicals,
it’s all homemade, | don’t think there’s any risk (Farmer 6).

This does not mean that farmers in the municipalities analyzed
were unaware of the hygiene practices needed to keep their
products safe from a health point of view. Some farmers stressed
the importance of hygiene and temperature control when han-
dling food: “I do everything hygienically” (Farmer 8); “In my
opinion, | don’t think there’s any risk, because they’re well-
baked products” (Farmer 5). It should be noted that in all three
municipalities the farmers were assisted by the municipal health
surveillance team and were offered training in good health prac-
tices. Although this study did not observe the practices adopted
on site, the health surveillance agents confirmed in the inter-
views that all the production stages carried out by the farmers
were hygienically adequate.

Although there is recognition of the importance of preserving
these habits, there are still obstacles to achieving a better bal-
ance between the “technical knowledge” of the agent and the
“know-how” of the farmer. The challenge of conducting the health
risk assessment without the use of evaluation instruments (a stan-
dard associated with technical uncertainty in adopting reasonable
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measures) can result in a relaxation of fundamental requirements
for guaranteeing health safety and, consequently, an increase in
the health risk during the production process. It is also accepted
that the continued high level of requirements, in terms of local
structures, tends to hinder the health regularization process.

Each context presents different barriers and opportunities for
promoting the productive inclusion of family farmers and ensur-
ing the health safety of these products. As discussed above, there
are precarious basic sanitation conditions in the three municipal-
ities, especially in rural areas. Not all family farmers have access
to rural technical assistance and credit lines for investments in
agricultural equipment and machinery. In addition, there are too
few health surveillance professionals to carry out the ongoing
education and frequent technical visits to family-based produc-
tion units recommended by PRAISSAN.

Finally, since the publication of Ordinance No. 523 of March 29,
2017, there has been no progress on actions at the federal level.
The Committee for the Productive Inclusion and Health Security
Program (CISSAN), a collegiate body suggested by the ordinance,
has not been set up, and therefore no action plan has been
drawn up for monitoring actions at the local level. It is possible
that the change of public officials in Anvisa’s management since
2018 has weakened the visibility of the issue on the agenda of
actions at federal level.

CONCLUSIONS

Since 2011, Anvisa has been promoting initiatives to foster the
productive inclusion of micro-enterprises in urban and rural
areas. Although the purpose of PRAISSAN is to strengthen these
interventions through the articulation of various social actors
and intersectoral policies, there are challenges and limits to the
development of these actions at the local level.

Based on the evaluative research guided by the program the-
ory and the analysis of the implementation process in the three
municipalities, it can be concluded that the program theory needs
to be improved in order to explain how habits and customs can
be preserved without increasing health risk in the production pro-
cess. There is a fine line between preserving cultural habits and
ensuring health safety. This dynamic is still unclear and tensions
and conflicts arise between health surveillance agents. Further-
more, actions weakness cannot be justified solely by the absence
of a specific checklist for family production units and a shift in
surveillance approach; there are multiple political, social, and
economic factors at play. The reasonableness of sanitary require-
ments, in the way they have been applied to local dynamics, is
only achievable in production units that already have structural
characteristics similar to agro-industries or aimed at family farm-
ers who have sufficient financial resources to make the intended
changes to the structure of production environments.

In this sense, the question arises: how does the program intend
to reach socially vulnerable family farmers who have production
units with physical structural conditions considered insufficient
for food safety?
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It is recommended that the arenas for collective participation
be revived, prioritizing the resumption of actions based on the
formalization of committees with the presence of relevant social
actors. At the municipal level, it is important to ensure the con-
struction of Technical Chambers or Intersectoral Work Groups
(GTI) to develop the strategic planning of actions and a joint
alignment of the work process with representatives from differ-
ent bodies and sectors.

The importance of PRAISSAN for small producers’ access to the
market, adding value to their products and greater financial
investment in improvements at their production site is unde-
niable. However, promoting productive inclusion with health
security also involves facing the challenge of intersectoral-
ity. In this sense, the success of the programme depends on
the articulation of multiple policies (basic sanitation, tech-
nical assistance, social assistance, such as the expansion of
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