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1. Introduction

As South America’s largest economy, with a do-
mestic market larger than that of Western Eu-
rope, Brazil plays an important role in regional and
global trade. However, the country’s trade perfor-
mance and participation in global value chains
remains below its potential: in 2019, Brazil ranked
as the 26th largest global exporter and 25th larg-
estimporter, despite being the world's 9th largest
economy.

The challenges of doing business in Brazil, often
referred to as the ‘Brazil cost, help explain this
scenario, as the country ranked 141st in ‘burden of
government regulation’ in 2019 (out of 141 econo-
mies), according to the World Economic Forum.
In this context, an internationally coherent quali-
ty infrastructure (QI) system can significantly im-
prove trade facilitation and integration in global
markets. As defined by leading international Ql
institutions,? the concept of quality infrastructure
refers to a ‘system of organisations (public and
private), together with the policies, relevant legal

Figure 1 — Brazil's country profile

and regulatory framework and practices needed
to support and enhance the quality, safety and
environmental soundness of goods, services and
processes’.

Beyond facilitating trade, Ql can underpin eco-
nomic development and support policy objec-
tives in areas ranging from consumer protection
and food safety to environmental protection
and climate change mitigation or adaptation.
In fact, QI systems are expected to play an im-
portant role in implementing and measuring
progress towards achieving the UN's Sustainable
Development Goals, including SDG 8 on Industry,
Innovation and Infrastructure.®

In Braizil, quality infrastructure is promoted by a net-
work of interconnected institutions, systems and
regulations, covering the areas of standardisation,
accreditation, conformity assessment, market
surveillance and metrology, as outlined through-
out this study. Historically, the development of
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Source: Global Quality Infrastructure Index Report 2020



Brazil's Ql system can be traced to the creation
of the National Institute of Technology (INT) in 192,
which gave birth to institutions such as the Brazil-
ian Association of Technical Standards (ABNT) in
1940 and the National Institute of Metrology, Qual-
ity and Technology (INMETRO) in 1973.

Today, after decades of consolidation, Brazil's
quality infrastructure system ranks 14th out of 184
economies worldwide, according to the Glob-
al Quality Infrastructure Index — representing
the most developed QI system in Latin Ameri-
ca. As seen in figure 1, Brazil's QI system ranks 9th
for metrology, 16th for standards and 26th for
accreditation.

Despite significant improvements in recent de-
cades, many challenges remain for Brazil's qual-
ity infrastructure system and overall regulatory
environment. To further facilitate trade, unbur-
den businesses and promote innovation, many
sectors require institutional reform and regulato-
ry simplification. This study provides an overview
of some of the main components of the intricate
web of systems and institutions responsible for
quality infrastructure in Brazil, which oversee the
safety, quality and environmental soundness of
goods, services and processes.
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The National
System

Quality infrastructure, in Brazil, can be
seen as a collection of interconnected
national sub-systems in which interlinked
institutions, systems and regulations
address areas such as standardisation,
accreditation, conformity assessment,
market surveillance and metrology.




Figure 2 — Overview of the national quality infrastructure systems
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Brazil's quality infrastructure (QI) system is
composed of a collection of interlinked nation-
al 'sub-systems’, which comprise sectoral min-
istries and their corresponding implementing
bodies.

National technical regulations are prepared ei-
ther by ministries or their implementing techni-
cal bodies (e.g. ANVISA, INMETRO, IBAMA). Although
formally a part of SINMETRO, ABNT is the national
standardisation body and produces standards
that fall under the scope of other national sec-
toral systems — in fields such as environmental
governance, food safety and health.

With regard to metrology, conformity assessment
and accreditation, INMETRO performs the over-
arching roles of both national metrology insti-
tute and official accreditation body, developing
product regulations and conformity assessment
schemes. Although first-party conformity as-
sessment is accepted by INMETRO under certain
circumstances through a supplier’s declaration,
third-party conformity assessment is most often
the required modality, to be carried out by inde-
pendent conformity assessment bodies (CABs).

This feature has strong implications for market sur-
veillance in Brazil's Ql system, which largely centres
on pre-market mechanisms — such as product
registration and import consents before a product
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is placed into the market. INMETRO and other reg-
ulatory bodies also implement post-market sur-
veillance activities to a limited degree.

Within both conformity assessment and mar-
ket surveillance, INMETRO shares attributions with
regulatory bodies such as ANVISA, responsible for
regulating and monitoring health goods, or IBAMA,
which provides certification for certain environ-
mental products.

In addition, there are technical regulations that
do not fall under the above-mentioned sectoral
‘'sub-systems’, but are part of Brazil's Ql system.
They include the so-called Regulating Norms (NRs
- Normas Regulamentadoras), which aim to reg-
ulate workplace safety, and therefore impact in-
dustrial activity (e.g. through machinery safety
regulation). NRs have traditionally been issued by
the Ministry of Labour.

Finally, there are additional agencies and min-
istries responsible for regulating products and
services in specific sectors, such as the National
Telecommunications Agency (ANATEL), or the Na-
tional Traffic Council and Department (CONTRAN/
DENATRAN) for transport and vehicles.

The following paragraphs describe the different
'sub-systems’ of the Brazilian QI system in more
detail.



The National System of
Metrology, Standardisation and
Industrial Quality (SINMETRO)

ABNT

The Brazilian Association of Technical Standards
(ABNT) is a non-governmental institution found-
ed in 1940 as SINMETRO's standardisation body.
Itis a founding member of ISO and a member
of [EC, COPANT and AMN. ABNT is recognised by
other international organisations and associa-
tions, such as I[EC, IAF and ILAC. ABNT is also ac-
credited by INMETRO, which configures ABNT as
a certification body internationally recognised,
since CGCRE, from INMETRO, is a member of IAF
and ILAC.

ABNT’s core competence is to produce Brazilian
standards (ABNT-NBR), drawn up by standard-
ising committees (ABNT/CB), sectoral standard-
isation bodies (ABNT/ONS) and special study
commissions (ABNT/EEC). During the process of
developing voluntary national standards, pro-
posals are submitted to national public consul-
tations before their final issuance. In addition to
national standards developed entirely by com-
mittees, ABNT also adopts supporting standards
based on international standards, mainly I1SOs
and [ECs.
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CONMETRO

The National Council of Metrology, Standardi-
sation and Industrial Quality (CONMETRO) is the
normative body of SINMETRO, responsible for
formulating, coordinating and supervising the
national policy for metrology, industrial standard-
isation and quality certification. It is an inter-min-
isterial council integrated by representatives of
different ministries, as well as of ABNT, the Nation-
al Industry Confederation (CNI) and the Institute
of Consumer Protection (IDEC), among others.

INMETRO

The National Institute of Metrology, Quality and
Technology (INMETRO) is the executive body of
SINMETRO, responsible for preparing, implementing
and monitoring compliance with technical regula-
tions pertaining to product quality and measure-
ment standards: It is a federal autarchy connected
to the Ministry of the Economy’s Special Secretariat
for Productivity, Employment and Competitiveness
(SEPEC/ME). INMETRO performs the role of national
accreditation body, developing conformity assess-
ment schemes to be implemented by independent
conformity assessment bodies (CABs).

INMETRO is also responsible for monitoring and su-
pervising the observance of technical regulations
and conformity assessment schemes across the
productive sector, resorting to both pre-market
and post-market surveillance mechanisms (see
page 26).

The scope of INMETRO's legal competence is de-
fined by Law No. 12545/201, which describes the
Institute’s responsibility for:

‘Exercising power of administrative police,
issuing technical regulations in the areas of
conformity assessment of products, inputs
and services, as long as they do not constitute
the object of competence of other agencies or
entities of the federal public administration,
covering the following aspects:

safety

protection of human, animal,

plant life and health,

protection of the environment,
prevention of deceptive trade practices.



As such, it is noteworthy that INMETRO'’s regula-
tory competence is residual — i.e. it is defined in
terms of products that are not already regulated
by other entities. In some cases, other regulatory
bodies may also delegate to INMETRO the de-
velopment of conformity assessment schemes
for products regulated under their competence,
usually through formal agreements.

Moreover, INMETRO's current regulatory model is
based on the development of individual tech-
nical regulations per each single product and
sub-product, rather than by product families
or risk categories. As a result, INMETRO features
limited regulatory coverage: it is estimated that
only 12% of products falling under INMETRO'’s le-
gal competence are effectively regulated and
monitored.

Aiming to enhance regulatory effectiveness and better
align its Regulatory Model with international best prac-
tices, INMETRO is currently undergoing a wide-rang-
ing modernisation process. In June 2020, the Working
Group on INMETRO’s Regulatory Model Modernisation
(GTMRI) was created to advise INMETRO's presidency
on the process. In dialogue with private sector stake-
holders, a modernisation proposal was developed and
submitted for public consultation on 23 March, 2021.

The regulatory model outlined in the proposal reflects
elements of the EU's New Approach and New Legisla-
tive Framework, e.g. its emphasis on general regulations
with essential requirements. This contrasts sharply with
INMETRO's current approach of regulating individu-
al products with highly prescriptive requirements. The
proposal also outlines the use of risk assessment to op-
timise conformity assessment and market surveillance.

The regulatory model is expected to be implemented
over a total period of five years. During the transition

period, pilot sectors will be selected to test the model's
guidelines

Box 1. Modernisation of INMETRO's Regulatory Model
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Aiming to facilitate business and reduce companies’
regulatory burden in Brazil, the Economic Freedom Act
(Law No.13874) was passed in 2019, followed by a series
of presidential decrees with requirements for federal
regulators, including:

Decree 10139/2019 on the revision and
consolidation of normative acts;

Decree 10178/2019 on the risk classification of
economic activities;

Decree 10411/2020 on the parameters

for regulatory impact analysis.

In order to implement the Economic Freedom Act's De-
crees, INMETRO has enacted a series of Ordinances with
direct impact on technical regulation processes, con-
formity assessment and market surveillance, namely:

INMETRO Ordinance No. 244/2020: Establishes param-
eters and deadlines for the revision and consolidation
of all INMETRO’s product regulations, aiming to reduce
duplications and ambiguities. Through this process,
INMETRO expects to reduce its regulatory stock from 778
normative acts to 306 by December 2021.

INMETRO Ordinance No. 282/2020: Determines the risk
classification of products regulated by INMETRO under
compulsory conformity assessment. Out of 98 products
analysed, 11 were classified as low risk — thus exempt from
product registration and import consent requirements
(see page 26). In addition, 25 products were classified
as medium risk — thus subject to simplified procedures
— and the remaining 62 products as high risk.

INMETRO Ordinance No. 265/2020: Determines the risk
classification of measuring equipment regulated by
INMETRO under legal metrology. Out of 38 products an-
alysed, 9 were classified as low risk — thus exempt from
model approval and import consent requirements.

Box 2: INMETRO and the Economic Freedom Act


https://gpqi.org/news_en-details/inmetro-gathers-inputs-for-its-new-regulatory-proposal.html

The National Health Surveillance
System (SNVS)

SNVS comprises a set of actions aimed at elim-
inating, reducing or preventing health-related
risks, by controlling and monitoring products and
services with sanitary implications. Coordinated
and supervised by the Ministry of Health, SNVS
deals with regulations pertaining to medical de-
vices and hospital equipment, establishing the
regulatory framework that underlies key aspects
of the healthcare industry.

ANVISA

The Brazilian Health Regulatory Agency (ANVI-
SA) is an autarchy linked to the Ministry of Health.
As the coordinating body of SNVS, it plays a key
role in regulating and monitoring the production,
marketing and use of health-related products
and services. Although other state and municipal
authorities have similar competences, regulation
from ANVISA prevails in most cases. ANVISA's San-
itary Surveillonce and its public agents are hold-
ers of so-called ‘police power’, allowing them to
carry out administrative and surveillance acts,
such as irregularity inspection, assessment and
prohibition of establishment, in order to guaran-
tee product safety and quality.
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The Unified Agricultural Health
Care System (SUASA)

SUASA comprises different actions focused on
protecting animal and plant health, monitoring
the use of agricultural inputs and ensuring prod-
uct quality and safety for agricultural goods.

MAPA

The Ministry of Agriculture, Livestock and Food
Supply (MAPA) is SUASA's central authority, re-
sponsible for coordinating state-level institutions
in plant and animal health surveillance. MAPA is
responsible for classifying and inspecting prod-
ucts of plant and animal origin, as well as moni-
toring the use of agricultural inputs: it plays a key
role in pest control and the dissemination of good
animal health practices, especially regarding the
use of vaccines and antibiotics. The major role
of MAPA in regulating sanitary and phytosani-
tary measures and techniques is evidenced by
the various notifications made by the body to the
WTO's TBT and SPS committees.



The National Environment
System (SISNAMA)

)

SISNAMA aims to promote environmental quality
and preservation, involving a range of institutions
with shared competences at federal, state and
municipal levels. While the Ministry of the Environ-
ment formulates, implements and monitors strat-
egies to promote the sustainable use of natural
resources, state and municipal authorities are en-
titled to specific regulations on local ecosystems.

IBAMA

At the federal level, the Brazilian Institute of En-
vironment and Renewable Natural Resources
(IBAMA) plays a key role in executing national en-
vironmental policies and monitoring sustainability
and environmental quality, including by certifying
products and processes. IBAMA carries out var-
jous activities for the preservation and conser-
vation of natural heritage, exercising control and
oversight over the use of natural resources (wa-
ter, flora, fauna, soil, etc.). It is also responsible for
granting environmental licenses to numerous un-
dertakings and construction activities.

n Overview of Brazil's Quality Infrastructure System



Standardisation

The draft and publishing of Brazilian
standards is an exclusive attribution
of ABNT - Brazilian Association of
Technical Standards, which is the
national standardisation body.




Standardisation in Brazil is largely govern-
ment-driven, led by the ABNT — Brazilian Association
of Technical Standards — which, as the national
standards body, is exclusively authorised to draft
Brazilian standards (ABNT NBR), prepared by its
Brazilion Committees (ABNT/CB), Sectoral Stan-
dardisation Bodies (ABNT/ONS) and Special Study
Commissions (ABNT/EEC). With regard to publicis-
ing technical standards, according to a resolution
by the Brazilian Superior Court, those who acquire
legal access to ABNT standards may also publicise
and commercialise them (see case Target).

ABNT has played a major role in the econom-
ic development of Brazil over the years by pro-
viding basic standards, product standards, test
methods and codes of practices that have sup-
ported industrial development. Some of the key
activities initially undertaken by ABNT in promoting
standardisation included assistance to industry
in developing company standards and running
campaigns in engineering institutes to promote
the educational use of standards.

ABNT was one of the founding members of the
International Organization for Standardization
(ISO), where it has presided over technical com-
mittees, served as a secretariat for eight technical

Figure 3 — Organisatoral chart
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and has presided over one [EC technical commit-
tee and participated in 120 technical committees.

ABNT participates actively in various technical
committees, such as ISO TC 176 (quality), ISO TC
207 (environmental) and ISO/CASCO, in addition
to the ISO/TMB (Technical Management Board).
ABNT signed the WTO/TBT Code of Good Practice
in 1995 and follows its Annex 3. Activities related
to the accreditation and conformity assessment
in SINMETRO are based on the ABNT/ISO/IEC stan-
dards and guidelines.

Established in 1940, ABNT has also been active in
conformity assessment since 1950 and has pro-
grammes for the certification of products, sys-
tems and environmental labelling. This activity
is based on internationally accepted technical
guides and principles and based on a multidis-
ciplinary technical and auditing structure, guar-
anteeing credibility, ethics and recognition of
services provided.
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Source: Adopted from ABNT


https://www.target.com.br/duvidas-faq/1004/

ABNT is governed by a governing council of 26
members, including representatives from the
Ministry of Economy, Ministry of Science, Technol-
ogy and Innovation and Ministry of Defence, as
well as other state governments and union terri-
tories, consumer organisations, industry associ-
ations, scientific and research organisations and
the national accreditation body.

It is important to clarify that the area of stan-
dardisation in SINMETRO is under the responsi-
pbility of ABNT, which has authority over sectoral
standardisation bodies (ONS) for the perfor-
mance of these tasks. Similarly, ABNT represents
Brazil in ISO/IEC and in regional standardisation
forums and is supported by government and
private entities.

ABNT'’s current organigram is composed of a
presidency, a vice-presidency and a general
directory, under which stand three offices: the
standardisation office, certification office and
administration and business office (see page 13):

Standards development
process of ABNT

The process of preparing an ABNT technical doc-
ument is initiated based on a request, which can
be presented by any person, company, entity or
regulatory body involved with the subject to be
standardised.

In the technical sense, the standard is a docu-
ment established by consensus and approved
by arecognised body:. It provides for the common
and repetitive use, rules, guidelines or necessary
characteristics of products or related processes
and production methods. Compliance with the
provisions of a standard is not mandatory.

There are different kinds of supporting standards
issued by ABNT, ranging from a fully original stan-
dard developed under its Standardising Com-
mittees (CBs) to those based on international
standards, mainly ISO and [EC. The key is to ob-
serve the number of the standard:
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1. ifitis a standard identical to an international

standard, it will appear, for example, as ABNT
NBR ISO No. XXX;

2. ifitis based on an international standard, a
reference to this international standard will
be in the preamble of the standard;

3. ifitis an original standard, it will appear as
ABNT NBR No. XXX.

Production of original standards follows a specific
process: (i) the company expresses interest; (i) a
study commission draws up a standard project
after analysis of the industry technical commit-
tee and inclusion in the Sectoral Standardisation
Plan (PNS) by consensual decision;® (iii) the proj-
ect is submitted to national consultation; (iv) the
standard is approved, assigned an ABNT NBR and
becomes available to the public.

Participation in the standardisation process is
open to any interested party and can be done in
several ways:

+ Requesting the preparation of an ABNT tech-
nical document: anyone can request the
preparation of an ABNT technical document,
for existing or potential problems that are
recurrent in several companies. For this, you
must send a request to the Planning and
Projects Management, filling out the request
form.

+ Participating in the preparation of a Brazilian
standard: representatives of parties interest-
ed in the subject in question can participate
in meetings of the study commissions (ECs)
responsible for the preparation or revision of
the standard. Simply request your partici-
pation in the Study Commission.

«  The work of the Study Commissions can be
monitored by ABNT Livelink

« Itis possible to get in direct contact with
the relevant technical committees by
using the e-mails and phone numbers on
the available list.


https://goo.gl/PbqaB6
https://goo.gl/PbqaB6
https://www.abntonline.com.br/normalizacao
https://www.abntonline.com.br/normalizacao
https://isolutions.iso.org
http://www.abnt.org.br/normalizacao/comites-tecnicos

Making recommendations to draft stan-
dards: when the EC approves the basic text,
it is conformed and edited as a draft stan-
dard and is available for national consulto-
tion. At this stage, anyone can recommend
the approval or rejection of the text or sug-
gest modifications. The national consultation
can be accessed through ABNT’s website.

Revisiting the content of Brazilian stan-
dards: every year, Brazilian standards that
have completed five years since publication
have their content analysed in a process
called ‘'systematic analysis'. At this point, a
specific national consultation to society is
made through the website www.abnt.org.
br/consultanacional, to assess the need for
such standards to be revised, maintained or
cancelled.

The pertinence of the request is analysed by ABNT
and, if feasible, the matter is taken to the corre-
sponding technical committee for inclusion in its
Sectoral Standardisation Programme (PNS). If there
is no technical committee related to the subject,
ABNT proposes the creation of a new technical
committee, which can be a Brazilian committee
(ABNT/CB), a sectoral standardisation body (ABNT/
ONS) or a special study commission (ABNT/EEC).

Figure 4 — Standards development process of ABNT
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The subject is widely discussed by the Study
Groups, with participation open to any inter-
ested party, regardless of their association with
ABNT, until reaching consensus, thus generating
a ‘standard proposal’.

Before the standard proposal is submitted for na-
tional consultation by ABNT, it is edited and re-
ceives the acronym ABNT NBR and its respective
number. After editing, the standard proposal is
submitted for national consultation, with broad
dissemination, thereby providing an opportuni-
ty for all interested parties to study it and offer
their considerations. The national consultation is
carried out via the internet and can be accessed
through ABNT's website. The list of standard proj-
ects under national consultation is also published
in the Federal Official Gazette.

During the national consultation, any person or
entity can submit comments and suggestions.
All comments are analysed and answered by
the Study Commission responsible, which holds a
meeting to analyse the considerations received.
Any interested party that expressed itself during
the national consultation process is invited to
participate in this meeting, to decide, by consen-
sus, whether this standard proposal should be
approved as an ABNT technical document.

BRAZILIAN
STANDARD

ABNT NBR
14724

Source: Adopted from ABNT


https://www.abntonline.com.br/consultanacional/

Finally, accepted suggestions are consolidated
in the standard proposal, which is approved and
published by ABNT as an ABNT technical document.

It is important to note that the standardisation
process is executed by bodies that rely on the
participation of diverse stakeholders (produc-
ers, consumers, universities, laboratories, re-
search centres and government), it must be
governed by transparency principles.

Standardisation bodies are responsible for the
preparation, adoption and dissemination of pub-
licly available standards. ABNT is the main Brazilian
standardisation body recognised to perform the
standardisation process at national level. As such,
itis a member of the corresponding regional and
international organisations for standardisation.

An overview of the standards catalogue adopted
by the different ABNT committees makes it possi-
ble to verify the degree of internationalisation of
Brazilian standards. However, ABNT does not pro-
vide a list of all international standards adopted
in full or modified by any of its committees. The
search tool available requires a keyword search
that goes from product to product at ABNT's web-
site: ABNTCatdalogo.

Division councils - Number of technical
macro committees
Electronics and 12
information technology

Chemicals 50
Civil engineering 40
Food and agriculture 24
Management systems 31
Mechanical engineering 17
and machinery

Household & commercial 32
products, entertainment

& sports

Health, safety and 51
environment

Services I
Transport engineering 6
Total 274
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Regarding voluntary compliance with the re-
quirements established by a technical standard,
it is worth noting that Brazil has a particularity in
relation to the other countries that are signatories
to international agreements. Law No. 8078, of Sep-
tember 1990, the Consumer Protection Code, in its
article 39, paragraph VIlI, states that in the ab-
sence of technical regulations, products must be
placed on the market in compliance with techni-
cal standards.

Acceptance of International
Standards in Brazil

On 5 February 2020, the Brazilion government
signed Decree No. 10229 and in so doing took an-
other step towards facilitating economic activity
in Brazil. The decree sets out new possibilities for
developing, implementing, operationalising and
commercialising a product or service which does
not comply with outdated national technical stan-
dards. Specifically, where Brazilian national stan-
dards are outdated, and applicable international
standards (ISO, IEC, CAC, ITU, OIML) exist, economic
activities in Brazil, including the marketing of prod-
ucts, will now be possible if they are aligned with
these applicable international standards.

Decree 10229 continues the transition towards the
implementation of market liberalisation initiat-
ed by Decree 10178 on risk-based procedures for
product licensing, which was approved in Decem-
ber 2019. Decree 10178 establishes the categorisa-
tion of economic activities in three risk classes.

Both decrees were created within the framework
of implementing the reforms ruled by the Eco-
nomic Freedom Act (Law No. 13874), approved by
Brazilian President Jair Bolsonaro on 20 Septem-
ber 2019. The Act aims to reduce bureaucracy in
economic activities and to facilitate the opening
and operation of companies in terms of invest-
ments and trade, thereby improving the overall
regulatory environment in Brazil for doing busi-
ness. The Government expects the law to facilitate
and give greater legal certainty to businesses,
with an increase of approximately 7% of national
GDP in ten years.


http://www.abntcatalogo.com.br/

Accreditation

As the national official body for
accreditation, INMETRO coordinates
the Brazilian Accreditation System
under the administrative control of
the Brazilian Ministry of Economy.

s



The Brazilian Accreditation System is coordinated
by INMETRO - the executive body of the Brazilian
National System for Metrology, Standardisation
and Industrial Quality (SINMETRO) under the ad-
ministrative control of the Special Secretariat for
Productivity, Employment and Competitiveness
(SEPEC) of the Ministry of Economy (ME). It is co-
ordinated by INMETRO's General Accreditation
Coordination (CGCRE) - the only national official
body for accreditation in Brazil.

In order to safeguard the impartiality and main-
tenance of the main principles and policies for
operating the accreditation system, CGCRE pro-
vides in its structure for the opportunity for ef-
fective participation of interested parties in the

Figure 5 — CGCRE: Overview
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DICLA operates under the framework of ISO/IEC
17025, the international standard for calibration
laboratories and testing, and ISO15189, the inter-
national standard for the quality and competen-
cies of medical laboratories. The other boards
operate under self-regulating norms.

CGCRE has developed its own visual identity: all
internal and external documents under its re-
sponsibility must display the accreditation mark;
all Conformity Assessment Bodies (CABs) accred-
ited by CGCRE must display the accreditation
mark to prove their regular status.

Share of Accredited Bodies
by Cgcre/Inmetro (April 2021)

TEST LABORATORIES

&3 CALIBRATION LABORATORIES
INSPECTION AND CERTIFICATION BODIES

/) REFERENCE MATERIAL PROVIDERS

PROFICIENCY TESTING PROVIDERS

Source: INMETRO — Prepared by GPQI Brazil
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CGCRE is a member of several international mul-
tilateral arrangements, including:

« International Accreditation Forum (IAF)

« International Laboratory Accreditation
Cooperation (ILAC)

« Interamerican Accreditation Cooperation
(IAAC)

«  American Aerospace Quality Group (AAQG)

«  Global Partnership for Good Agricultural
Practice (Globalgap)

- Environmental Protection Agency (EPA)

«  Programme for the Endorsement of
Forest Certification Schemes (PEFC).

Gestdo de
Qualidade
NBR ISO 9001

Accreditation mark from

CGCRE to be used by CABs.®



Parties involved in these mutual or multilat-
eral recognition arrangements (MRA) agree
to recognise the results of each other’s con-
formity assessments and accreditations. In
practice however, some technical regulations in
Brazil overrule these international arrangements
and lead to duplicate testing and certification of
products when imported to Brazil.

Accreditation Board for
Certification Bodies (DICOR)

DICOR is responsible for providing the national
accreditation system for conformity assessment
bodies, including for bodies engaged in me-
trology activities. Given the strong presence of
INMETRO in product certification, most of the ac-
creditation schemes operated by the CGCRE are
for inspection bodies and quality management
systems (see figure below).

Accreditation Board for
Testing and Calibration
Laboratories (DICLA)

Calibration accreditation services in Brazil com-
menced in 1980 under the umbrella of the Brazil-
ian Network for Calibration (RBC) initiative, which
brings together calibration bodies accredited by
INMETRO from industry, universities and technol-
ogy institutes. RBC operates in compliance with
ISO Guide 25, coordinating the Brazilian metrolo-
gy systems and providing general metrology ser-
vices which establishes safeguards for consumer
protection.

In the realm of laboratories which perform tests,
there is the Brazilian Network for Testing Labora-
tories (RBLE), which brings together bodies ac-
credited by INMETRO, national or international, to
perform testing in Brazil.

Number of bodies currently accredited by DICOR*

INSPECTION
BODY

PRODUCT

CERTIFICATION BODY Ly

QUALITY

MANAGEMENT SYSTEM 70

ENVIRONMENTAL

MANAGEMENT SYSTEM 28

MEDICAL DEVICES
MANAGEMENT SYSTEM

INFORMATION SECURITY
MANAGEMENT SYSTEM

OTHERS 30

0 100 200 300

829

400 500 600 700 800 900

*Currently suspended accreditation licences were excluded from the graphic numbers

Source: INMETRO — Prepared by GPQI Brazil
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DICLA grants accreditations for all laboratories
performing tests or calibration for their schemes.
DICOR has prescribed the use of DICLA accredited
laboratories for all accredited third-party inspec-
tion and product certification schemes.

There are currently 1,696 laboratories accred-
ited by DICLA, of which testing laboratories ac-
count for 71%, calibration laboratories for 26% and
medical laboratories, proficiency testing provid-
ers and reference material providers for 3%. The
laboratories belong to diverse sectors and inter-
ests such as those providing commercial servic-
es, owned by government and regulators, captive
laboratories of industries, as well as laboratories
doing research and academic work.
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Conformity
Assessment

Within SINMETRO, the Brazilian Conformity
Assessment System (SBAC), coordinated
by INMETRO, is responsible to define

the objectives and mechanisms of
conformity assessment in Brazil.
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The objectives and mechanisms of conformity
assessment in Brazil are defined by the Brazil-
ian Conformity Assessment System (SBAC), a
sub-system of SINMETRO. As SBAC’'s managing
body, INMETRO plays a central role in conformity
assessment in Brazil, combining the roles of (i)
technical regulator, and (i) provider of confor-
mity assessment schemes — including for other
regulators.’

The conformity assessment mechanisms
defined by SBAC are:

« supplier's declaration®
« certification

« inspection

+ testing

Selection of a particular mechanism for inclu-
sion in a conformity assessment scheme is
based on factors such as product/service char-
acteristics, consumer accident risks, production
volume and level of difficulty for surveillance.
These and other factors also determine if the

product/service will be subject to compulsory or
voluntary conformity assessment, as well as the
economic agent responsible for the evaluation -
whether first, second or third-party conformity.®

See below for an overview of SBAC’s conformity
assessment mechanisms and their application
characteristics.

As of February 2021, INMETRO had 152 compulsory
technical regulations and/or conformity assess-
ment schemes in force, along with 24 voluntary
conformity assessment schemes.

The development of technical regulations and
conformity assessment schemes is carried by
INMETRO’s Directorate of Conformity Assess-
ment (DCONF). At this stage, technical conform-
ity assessment requirements are defined for each
regulated object. It is noteworthy that INMETRO's
technical regulations often refer to existing tech-
nical standards, effectively turning originally vol-
untary criteria into mandatory requirements.

Figure 6 — Mechanisms of the Brazilian Conformity Assessment System (SBAC)

SCOPE ECONOMIC AGENT APPLICATION
MECHANISM rroducts/ Management/ Personnel Ist Party 2nd Party 3rd Party Voluntary Compulsary
Services Services

Supplier’s
declaration v N4 N4
Certification v v v v v v
Inspection v v v v
Testing v v v v v v

Source: INMETRO, 2015
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After a new technical regulation and/or con-
formity assessment scheme is finalised, DCONF is
also responsible for supporting its implementa-
tion process, by organising outreach activities to
promote behavioural change among companies
and CABs affected.

INMETRO's conformity marking

Within the Brazilian Conformity Assessment Sys-
tem (SBAC), the rules for applying INMETRO's con-
formity marking were established most recently
by Regulation No. 274 of 2014.

Meio Ambiente

Registro
XXX XXXIANO

OGP 6050 Compulsério

Saide

Desempenho

N° Registro
000 000/Ano

OCP
mmetro Compulsério n ~Jm Compulsério

DECLARACAD
DO FORNECEDOR

The regulation establishes that DCONF is the body
responsible for authorising accredited CABs to
apply INMETRO’s marking on products that were
subject to conformity assessment based on a
scheme developed by INMETRO. The different
types of markings inform consumers about the
scope of the assessment (e.g. health, safety, per-
formance, sustainability), distinguish between
voluntary and compulsory assessment, and
identify the type of economic agent responsible
(whether first or third party).

Conformidade

ocCP

OCP 0000

N

INMETRO

nerro  Voluntario

Sustentabilidade

S o

INMETRO memo VOluntério

From left to right, top to bottom: Safety, Environment, Conformity, Performance, Health, Sustainability. Source: INMETRO, 2015
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Market
surveillance

A key component of quality infrastructure,
market surveillance in Brazil is performed
by various regulators and institutions.
Unlike the EU, Brazil does not have a
centrally coordinated market surveillance
system.
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Acknowledged as a key component of quality in-
frastructure, market surveillance in Brazil is per-
formed by a series of regulators and institutions.
Unlike the EU, Brazil does not have a centrally co-
ordinated market surveillance system, or a dedi-
cated ministerial division. The applicable market
surveillance procedures and responsibilities de-
pend on the regulated products and correspond-
ing authorities.

INMETRO

As the official body responsible for ‘executing,
coordinating and supervising’ conformity as-
sessment, INMETRO plays a key role in performing
market surveillance for products under its legal
competence — but also for products that fall un-
der the competence of other regulators, who
have delegated to INMETRO the development of
a conformity assessment scheme.

As illustrated by Figure 2 (page 7), INMETRO's mar-
ket surveillance activities are mostly focused on
pre-market,° but also include post-market activ-
ities. In both cases, the aim is to induce producers
to comply with applicable regulations and con-
formity assessment schemes.

INMETRO enforces pre-market surveillance
primarily through two mechanisms, namely:

- Product registration: required for all products
subject to INMETRO’s compulsory conformity
assessment schemes, according to Law No.
12545/2011. It is the official act through which
CABs are authorised to apply INMETRO’s con-
formity marking (see page 24), given that the
applicable conformity assessment require-
ments are fulfilled.

«  Import consent: required for all imported
products subject to INMETRO’s compulsory
conformity assessment schemes. It is required
for the issuance of import licenses and subse-
quent customs clearance for imported goods.
When specified in the relevant technical regu-
lation, an import consent requires prior prod-
uct registration.
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In addition, INMETRO'’s post-market activities fall
under two main modalities:

*  ‘Formal’ surveillance: refers to visits carried
out by INMETRO's surveillance officers in com-
mercial establishments, aiming to verify the
presence of INMETRO’s conformity marking and
other mandatory markings on product labels.

*  Conformity verification: refers to the collection
and testing of product samples to verify their
compliance with applicable conformity as-
sessment schemes. If non-compliant products
are identified, suppliers are subject to punitive
measures, as defined in Law No. 9933/1999 and
INMETRO Resolution No. 333/2012. These activi-
ties are carried out within INMETRO’s Conformity
Verification Programme (PVC) and tested by
accredited laboratories of the Brazilian Network
of Testing Laboratories (RBLE).

INMETRO's post-market surveillance activities are
generally carried out by state-level and munic-
ipal-level authorities that make up the Brazilian
Legal Metrology and Quality Network (RBMLQ-1).

RBMLQ-I represents INMETRO’s executive arm
throughout the national territory, being respon-
sible for post-market surveillance of all products
under the institute’s legal competence, including
mMeasuring equipment. RBMLQ-1 is composed of
26 delegated bodies, of which 23 are part of state
governments, one is part of a municipal govern-
ment and two are regional superintendencies
within INMETRO.

Although INMETRO's market surveillance activities
focus on regulated products with compulsory
conformity assessment schemes, there are also
initiatives for monitoring regulated products un-
der voluntary conformity assessment schemes, or
those without a conformity assessment scheme.



Metrology

In Brazil, the activities of Legal Metrology
are an attribution of INMETRO. It collabo-
rates internationally and engages in inter-
national fora to promote the uniformity of
its application in the world - for example,
through an active participation in Mercosul
and the International Organization of

Legal Metrology (OIML).




Scientific and industrial
metrology

INMETRO's Scientific and Industrial Metrology unit
is one of the main units of the National Institute
for Metrology, Quality and Technology (INMETRO),
created by Law No. 5966 of 12/11/1973, which es-
tablished the National System of Metrology, Stan-
dardisation and Industrial Quality (SINMETRO) and
defined as the highest body the National Coun-
cil for Metrology, Standardisation and Industrial
Quality (CONMETRO). It is coordinated by the Di-
rectorate of Scientific Metrology and Technology
(DIMCI).

In order to maintain the credibility of INMETRO's
metrology laboratories, several actions were tak-
en, notably interlaboratory comparisons with na-
tional and international institutions, in areas such
as: temperature, humidity, high resistance and in-
ductance resistance, including key comparisons
made under the coordination of the International
Bureau of Weights and Measures (BIPM), in addi-
tion to comparisons made at national level.

INMETRO has continuously pursued the recogni-
tion of its accreditations in several international
forums. Currently, some very important recog-
nitions have already been obtained from the
International Accreditation Forum (IAF), the
International Laboratory Accreditation Coop-
eration (ILAC) and the International Bureau of
Weights and Measures (BIPM).

A particular highlight is the cooperation between
INMETRO and the National Metrology Institute of
Germany (PTB) and the German Federal Institute
for Materials Research and Testing (BAM). The co-
operation includes subjects such as the research
and development of programmes conducted in
these institutions with the participation of DIMCI
specialists; conversely, DIMCI receives visits from
specialists from these institutions, who come to
collaborate with INMETRO.
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Directorate of Scientific Metrology and
Technology (DIMCI)

Among the competences attributed to INMETRO,
the Directorate of Scientific Metrology and Tech-
nology (DIMCI) is responsible for:

+ maintaining and preserving the standards of
mMeasurement units, as well as implementing
and maintaining the chain of traceability of
the standards of measurement units in Brazil;

« implementing national metrology policies;

« strengthening the country’s participation in
international activities related to metrology,
in addition to promoting exchanges with for-
eign and international entities and bodies;

« providing technical support to the Nation-
al Metrology, Standardisation and Industrial
Quality Council = CONMETRO — as well as to
its advisory committees, acting as its Execu-
tive Secretariat.

« Additionally, DIMCI also provides training for
staff at the technical levels of metrology, as
well as Master’s degrees, for which profes-
sionals serve as teachers on the technical
course in Metrology at INMETRO and Master’s
degree course in Metrology and Quality.

+ INMETRO's scientific and industrial metrolo-
gy laboratories carry out a range of activi-
ties which correlate to their specific function:
Standardisation of Sl units.

+ Maintaining its credibility as a national me-
trological reference laboratory in Brazil, by
ensuring traceability of national standards to
BIPM standards.

« By coordinating key comparisons with the
national standards of other countries, either
by other National Metrology Institutes (INM)
or by BIPM itself, whilst supporting the Inter-
national System of Units (Sl).



« Through national standards, these laborato-
ries give traceability to the reference stan-
dards of laboratories accredited by INMETRO
and the laboratories of units, research cen-
tres and the industry in general.

« Cooperation agreements with similar
organisations.

« Research and development activities,
including partnerships with other institutions
in the country and abroad.

«  Provision of standard calibration services
and measuring instruments, as well as tests.

Brazilian Calibration Network (RBC)
and Brazilian Network of Testing
Laboratories (RBLE)

Made up of laboratories accredited by INMETRO,
the Brazilian Calibration Network (RBC) brings to-
gether technical skills and training linked to in-
dustries, universities and technological institutes
qualified to carry out calibration services. Accred-
itation implies proof of a laboratory’s technical
competence, credibility and operational capaci-
ty. The accreditation granted by INMETRO through
the Division of Calibration Laboratories Accredi-
tation (DICLA) and linked to the General Coordi-
nation for Accreditation (CGCRE) is carried out
in accordance with international ‘accreditation’
procedures.

Currently, standards for pressure laboratories
(accredited by RBC), depending on their accura-
cy, are directly or indirectly traceable to the Pres-
sure Laboratory (LAPRE). These laboratories carry
out numerous calibrations of pressure gauges,
for which the number of calibrations is difficult
to predict. Usually, the demand for services from
a laboratory increases from the moment it be-
comes accredited in the Brazilian Calibration Net-
work. LAPRE technicians regularly participate in
the technical evaluation of pressure laboratories
in the Brazilian Calibration Network. Additionally,
they provide technical advice on new services re-
quested by CGCRE.
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Legal metrology

Coordination and implementation of legal me-
trology activities in Brazil is incumbent upon IN-
METRO, through its Directorate of Legal Metrology
(DIMEL), in compliance with the competence at-
tributed to it by Law No. 5966/73, Law No. 9933/99,
Law No.10829/03 and Resolution No. 11/88 of CON-
METRO. INMETRO also plays an active role in co-
operating with MERCOSUR and the International
Organization of Legal Metrology (OIML).

In Brazil, measuring instruments, pre-measured
products and materialised measures used in
economic activities and concerning people’s
safety and health are subject to metrological
regulation and control. In this respect, new mea-
surement instruments must have their model
approved by INMETRO, which examines, tests and
verifies if they are fit for purpose. After manufac-
turing, each instrument must be submitted for ini-
tial verification to ensure its accuracy before use.
When a product is in use, its holder is responsible
for maintaining its accuracy and correct use, ver-
ified by periodic checks — in most cases, through
yearly inspections.

Accordingly, INMETRO’s metrological control
mechanisms comprise:

+ The control of measuring instruments
or materialised measures, carried out by
actions relating to:

technical approval of a model
verification
inspection.

+ Metrological supervision, which consists
of the procedures carried out during the
manufacture, use, maintenance and repair
of a measuring instrument or materialised
measure, to ensure that the regulatory re-
quirements are being met. It also comprises
checks on the accuracy of pre-measured
goods.

« Metrological examination, which consists of
a set of operations with the purpose of ex-
amining and certifying the condition in which



a measuring instrument or materialised
measure is found and determining its me-
trological qualities in line with specific regu-
latory requirements.

When non-compliant products are identified, IN-
METRO resorts to applying penalties such as fines,
the seizure or interdiction of instruments, or revo-
cation of model approval and/or suspension of a
model’s initial verification, should its use facilitate
fraud against consumers.

To exercise the metrological control under its
competence, INMETRO issues regulations pertain-
ing to authorised measurement units, technical
and metrological requirements and marking re-
quirements, with which manufacturers, import-
ers and holders of measuring instruments must
comply.

The preparation of regulations is usually based on
the recommendations of the International Orga-
nization of Legal Metrology (OIML), to which Brazil
is affiliated as a member country. They are also
a result of INMETRO’s collaboration with manu-
facturers, represented by their class entities, and
consumer representative entities, through their
participation in Metrological Regulation Working
Groups/Technical Commissions.

Moreover, the metrological supervision of mea-
suring instruments and materialised measures is
effectively carried out by the Brazilian Legal Me-
trology and Quality Network (RBMLQ-1). RBMLQ-I
represents INMETRO’s executive arm through-
out the national territory, being responsible for
post-market surveillance of all products under the
institute’s legal competence, including measuring
equipment. RBMLQ-1is composed of 26 delegated
bodies, of which 23 are part of state governments,
one is part of a municipal government and two
are regional superintendencies within INMETRO.
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Schwab, K. 2019. The Global Competitiveness Report
2019. World Economic Forum.

BIPM, OIML, ISO, IEC, ITU, IAF, ILAC, ITC, UNIDO, etc. See
Harmes-Liedtke, U; Di Matteo, J. 2021. Global Quality
Infrastructure Index Report 2020. GQIl Data & Analytics
Paper N°I.

UNIDO. 2020. Rebooting Quality Infrastructure for a
Sustainable Future. United Nations Industrial Develop-
ment Organization.

The Target case exemplifies the possibility for an agent
(other than ABNT) to publish and publicly share
technical standards acquired legally and directly from
ABNT.

It is important to note that the criteria of representative-
ness must be met, resulting in parity in voting. In other
words, the productive sector has only one vote,
regardless of the number of representatives from that
sector; the consumer representative also has only one
vote, and so on.

In 2017, 39% of INMETRO'’s technical regulations and/or
conformity assessment schemes in force fell within the
legal competence of other national regulators, such as
ANVISA, ANTT, ANP and Contran.

It is noteworthy that, as practised by INMETRO, conform-
ity assessment through a supplier's declaration is not
completely exempt from third-party control mecha-
nisms: although certification by accredited CABs is not
required, initial and periodic third-party laboratory
testing may be required, depending on the specific
scheme.

First-party conformity assessment refers to evaluations
carried out by producers/suppliers, while second-party
conformity assessment is carried out by final users (e.g.
consumers) and third-party assessment by independ-
ent bodies without a producer or user interest in the
product/service/system.

Controls that aim to ensure that products comply with
applicable regulations and conformity assessment
schemes before they are placed into the market.

Controls that aim to ensure that products comply with
applicable regulations and conformity assessment
schemes before they are placed into the market.
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