
{

Good Regulatory
Practices – experience
and challenges

Erika Mattos da Veiga
Gerência-Geral de Regulamentação e Boas Práticas 
Regulatórias
Diretoria de Regulação – ANVISA
IMDRF – Santa Catarina, Brazil
September 14th, 2016



 ANVISA was created in 1999 (Law 
9.782/99) and, as a Regulatory Agency, 
has administrative independence, 
financial and regulatory autonomy. 

 Besides, ANVISA:

• is linked to the Ministry of Health 
by an ‘administrative contract’ 
evaluated through previously 
agreed targets and indicators;

• coordinates the National Health 
Surveillance System (with 3 layers: 
municipalities, states and national 
level);

• takes evidence-based decisions; and

• has a predictable and transparent 
regulatory process (that is under 
continuous  improvement).

ANVISA
GGREG:

 CPLAR – Coordenação de Planejamento 
Regulatório;

 GPROR – Gerência de Processos 
Regulatórios;

 GEAIR – Gerência de Análise do Impacto 
Regulatório.



General Objective:

Modernize and improve the
management of regulatory processes
within ANVISA, in order to:

 improve transparency and the social 
control of the process; 

 provide legitimacy and improve the 
quality of the norms elaborated by the 
Agency, always having evidence-
based decisions as a rationale; and

 improve the effectiveness of the 
norms.

GRP – Developments within ANVISA

From 2008 on: 
 Regulatory Agenda;

 Improvement of procedures related to 
Public Consultations and Public Meetings;

 Adoption of Regulatory Impact Analysis 
(RIA) procedures;

 More openness and transparency in the 
decision-making process;

 Adoption of  alternative regulatory tools;

 Education of the agency’s personnel; 

 Cooperation and collaboration with other 
institutions (nationally and 
internationally); and 

 Publication of the regulatory documents.

 2008 – publication 
of the GRP 
Guideline.



ANVISA’s Internal Structure



 In the last 3 years, 204 norms
were published by ANVISA, 
among them, 184 RDCs and 20 
INs.

Data per year:

 2014: 71 RDCs + 11 INs;

 2015: 51 RDCs + 6 INs; and

 Current data for 2016: 62 RDCs
+ 3 INs.

Regulatory Process in Numbers

 More than 1,500 norms are available in 
ANVISA’s webpage.

Since 2014, 97 public consultations took
place with 32.221 participations, among
individuals and legal persons.

Data per year:

 2014: 30 public consultations/ 5,873 
participations;

 2015: 44 public consultations/ 18,037 
participations; and

 Curent data for 2016: 23 public 
consultations/ 8,311 participations.



 Benefits of Regulatory Agendas:

 Transparency;

 Accountability;

 Predictability; and

 Better social control.

 Difficulty: ANVISA’s Regulatory
Agenda relates to 15 Macrothemes.

 Consequence: Regulatory Agenda 
(2015 – 2016) with 172 themes.

 Construction Process: more than
6,000 contributuions, that lead to
246 proposals of themes to be
regulated within the period.

ANVISA’s Regulatory Agenda



 New Proposal: that the Board of 
Directors decides (through a 
prioritization process) the regulatory 
issues to be publicly discussed within 
the next 4 years (instead of 2 years).

 New Proposal: that the RA 2017-2020 is 
updated annually; that the construction 
of the RA is based on regulatory 
problems and in the regulatory stock 
management.

 Expected outcomes: effective regulatory 
planning; higher level of fulfillment; 
modernization of ANVISA’s regulatory 
stock. 

ANVISA’s Regulatory Agenda



ANVISA’s regulatory process has two possible pathways: the 
‘Ordinary Regime’ or the ‘Special Regime’. 

ANVISA’s Regulatory Process

Ordinary Regime: applicable to the ordinary 
regulatory processes, as well as to the norms 
arising from the MERCOSUL. 

It can involve the following phases: 
 Official initiative (published in the Official 

Gazette and ANVISA’s webpage);
 Gathering of information and elaboration 

procedures;
 RIA level 1 (mandatory);
 Gathering of supplementary information (if 

necessary):
 RIA levels 2 and 3;
 Working Groups;
 Public consultation;
 Public Meeting;
 Request of further information;
 Technical visits, pilot project; and
 Final decision.

Special Regime: is the simplified 
procedure, applicable to specific 
cases, justified by the public 
interest and the convenience of 
procedural economy, depending on 
the nature of the issue under 
debate. 
It is applicable to emergencies, 
cases of minor complexity or issues 
with minor impact. 

It has the following phases:
 Official initiative and simplified 

gathering of information;
 Elaboration of the proposal; and
 Final decision.



Regulatory Impact Analysis

http://www.oecd.org/gov/regulatory-
policy/40984990.pdf

http://www.oecd.org/gov/regulatory-policy/40984990.pdf


Elements:

 Establishment of the problem to 
be addressed;

 Establishment of the objectives to 
be delivered by the regulatory 
measure;

 Identification of the regulatory 
options;

 Impact assessment;

 Public Consultation;

 Final decision; and

 Implementation, monitoring and 
revision (RIA ex post).

Regulatory Impact Analysis

RIA level 1:

Questionnaire addressed to ANVISA’s 
personnel on the potential impacts of a given 
regulatory strategy.

Also: Internal exercises aiming at identifying 
the regulatory problem, the regulatory 
alternatives, the rationale supporting the 
regulatory decision, the objectives and 
potential impacts of the proposed regulation.

Additionally: questions in the form of public 
consultation.



Regulatory Impact Analysis
RIA level 1: Multicriteria System involving 4 categories of indicators of potential 
impacts: Regulated Sector, National Surveillance System (decentralized system), 
citizens and ANVISA. 



RIA Level 1 – Graphic Tool



 RIA level 1: the technical areas provide information/ the analysis has 
qualitative nature/ the information is provided through a standardized 
form;

 RIA level 2: GGREG provides the supplementary information/ the 
analysis has qualitative or quantitative nature/ screening of potential 
impacts of the regulation/ gathering of complementary data and 
information;

 RIA level 3: external expert provides supplementary information/ the 
analysis has qualitative or quantitative nature/ gathering of 
complementary data and information/ elaboration of a complete 
impact analysis report.

Regulatory Impact Analysis



The public consultation is done through the 
internet, which allows:
 the engagement of a broad range of 

stakeholders;
 the immediate access to the contributions 

sent by the public; and 
 Openness and transparency through the 

publication of the results of the initiative. 

In the end of the consultation period, two 
reports are published in ANVISA’s website:
 Report with the analysis of the 

contributions; and
 Report with the profile of participants who 

took part into the consultation.

Depending on the nature of the regulatory 
issue, its relevance and potential impacts in the 
society, Public Hearings are convened, before 
the final decision by the Board of Directors, for 
the debate of the regulatory alternatives.

Public Consultations



Public Consultation



Public Consultations

RAPS – The Report on Social 
Participation is also published in 

ANVISA’s webpage, as follows:
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Decision-making and transparency
Public meetings of the Board of Directors:

Debates on Regulations take place in Public Meetings of the Board of Directors, 
aiming at providing transparency and openness to the decision-making process 
within the Agency;

These meetings are broadcasted through the internet. 



A tool that provides:

 Access to information;

 Accessability according to GRP;

 Legal certainty;

 Transparency; and

 Openness.

ANVISA´s website



PLS 52, de 2013
It is a Bill under debate in the Brazilian Parliament.

Its text establishes that RIA of regulations that impact regulated agents in 
general is mandatory.

Art. 6º, §§ 3º and 4º of PLS 52/13 establishes that the Board of Directors should 
decide on the results, diagnostic and recommendations arising form the RIA 
Report.

The RIA Report and the decision of the Board of Directors should then  be 
subjected to public consultation. 

Once approved, the new Law (PLS 52/13) will demand adjustments to 
ANVISA’s RIA procedures.

 The following cycle is the initial proposal aiming at addressing this 
forthcoming challenge:
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