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DIRETORA PROSPECTIVA



ORGANIZATION OF THE HEALTH SYSTEM



• Creation with the Constitution of 1988.Largest public health 
system in the world.

• Health is everyone's right and a duty of the State, through 
public policies (art. 196).

• The operationalization of the system was regulated two years 
later, with the publication of the Organic Law of the SUS 
(8080/1990).

• Constitution allows the participation of private health.

SUS IS A SOCIAL PRODUCT WITH OVER THREE DECADES OF DEBATE
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• No additional health investments (“Spending Cap”)

• Pressure from demographic and epidemiological 

transitions

• Cost reduction/rationalization logic

• Municipalities pressured to compensate investments 

due to restrictions imposed by limited federal budget 

and state debts

• Reviewing of public policies seeking to reduce public 

spending and increase efficiency 

• Strengthening agendas of health promotion, 

prevention and basic healthcare 

• Less flexibility in negotiations with the industry

Source: Prospectiva, based on federal budget. Data from 2022 Budgetary Law.
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• In Brazil, in a report published by Nurem/Anvisa, only 3% (three percent) of technologies 

approved in the country from 2004 to 2011 have shown some benefit to the patient health 

compared to existing therapies. 

• Of the new drugs launched in this period, in Brazil, 97% (419 out of 433) did not have patent 

and/or did not prove any type of therapeutic gain in relation to the drugs that were already 

on sale in the Brazilian market

F: ANVISA, Efeitos da Resolução CMED n 02/04 no processo de análise de preços de novos medicamentos. 
Relatório Técnico, Brasília, DF 



Valor terapêutico



EVIDENCE-BASED DECISIONS



Reimbursement of Ranibizumab in Brazil was denied on grounds on price- comparing 

to Bevacizumab. The RSA in place for Ranibizumab adopts the form of a cap dosing 

agreement, where the MoH pays an agreed limit of dosages while the company 

assumes the cost if patient needs to continue the treatment. 

In Brazil, reimbursement of Cetuximab for head and neck cancer was denied on 

grounds of lack of cost-effectiveness. According to CONITEC, The results suggest that 

cetuximab shows efficacy for a very specific subgroup of patient. One of RSA roles is to 

reduce expenditure while also promoting rational use of medicines. In this case, the 

RSA could establish the reimbursement by the Brazilian MoH only in those groups 

where the medicine was proven effective. According to ordinances 18 and 19 2012 da 

CONITEC, Trastuzumab is reimbursed either to the initial as well to the advanced 

phase of breast cancer. According to Petramale, 52,680 patients are expected to 

benefit from Trastuzumab, but this number doesn’t distinct from initial or advanced 

cancer. The use of a biomarker to elect the patients who would benefit from the 

treatment does not consist a RSA. To configure an RSA the price of reimbursement 

should be linked to performance of Trastuzumab in real world defined by positive 

biomarker test. 

Emails:

rcuri@cdts.fiocruz.br

Brian.Godman@ki.se

Introduction
Risk sharing agreements (RSAs) are arrangements between payers and manufactures 

submitting the price of a new health technology to its performance in practice. 

Considered as a form of Managed Entry Schemes, RSAs are among other innovative 

and horizontal approaches used by Public Health systems in order to manage limited 

budgets and uncertainties on technology whist promoting access to new medicines. In 

2010, Brazil has spent 12,5% of its health budget in medicines against 5,8% in 2003. 

Moreover, Anvisa reports that 3% of the medicines approved from 2004-2010 brought 

some benefit comparing to the existent technologies.

RISK SHARING AGREEMENT - AN OPPORTUNITY TO   

THE BRAZILIAN PUBLIC HEALTH SYSTEM?    
Renata C. Haugen1; Brian Godman1,2,3

1CDTS, FIOCRUZ, Rio de Janeiro, Brazil;  2Division of Clinical Pharmacology, Karolinska Institutet, Karolinska University Hospital Huddinge, Stockholm, Sweden; 3Strathclyde Institute of Pharmacy and Biomedical Sciences, 

University of Strathclyde, Glasgow, UK

Conclusion
Despite the skepticism surrounding RSAs, especially concerning their financial and 

administrative burden, RSAs could be used to adjust prices of new technologies to 

their benefit in Brazil to promote access. 

Trastuzumab was listed in Brazil for both initial and metastatic breast cancer, 

regardless of a lack of evidence of effectiveness, as an answer to the volume of 

lawsuits. RSAs may successfully address this. 

The use of biomarkers to assess RWE in the Ranibizumab schemes could tackle the 

difficulties in choosing criteria and analyzing the outcomes.  

For Cetuximab, the reimbursement process could impose an obligation for industry to 

rebate costs of any non-responders after 6 weeks, e.g. England.

Methodology
A study is being carried out to verify the application of RSAs in Brazil in three different 

contexts: 

i Trastuzumab, for partial indications

ii Ranibizumab, not listed on the ground of lack of evidence on effectiveness and cost-

effectiveness

iii Cetuximab, currently under assessment. 

Results
The above treatments have at least one RSA in place in more than one country: 

i) In Italy, the MoH and Roche has an agreement in place to pay for Trastuzumab

according to its performance in real conditions.

ii) For Ranibizumab, RSA assumes varies terms in UK, Italy, Netherlands and Portugal 

including payment for performance and monitoring registry.

iii) Cetuximab is object of agreement around pre-agreed clinical outcome in UK and 

payment by results in Italy. 

Objective
To analyze the feasibility of RSAs in the context of the Brazilian Health System, 

considering the advantages and challenges experienced by European Countries. 



Evidence-Based Decisions

REGISTRATION INCORPORATION

PRICING AQUISITION



RISK SHARING AGREEMENT IN BRAZIL 



Risk Sharing agreements

“Unlikely traditional 
agreements, the price 
of the technology is 
linked to future events 
that are not fully 
known and based in 
real world evidence”

F: HAUEGEN, RC. Tese de doutorado, 2015



BRAZILIAN INIATIVES



Brazilian Initiatives – Hep C  



• Necessary six doses in the first year of treatment 

• Judicialization: 106 patients were treated by order of Justice. In 2018, BRL 115.9 

million was spent on the purchase of Spinraza. (Federal Senate website)

• After Reimbursment decision, the technology must be available in 180 days

• Criteria for monitoring the evolution of treatment included increasing life expectancy, 

reducing the use of ventilation devices, and improving motor function and quality of 

life.

Brazilian Initiatives – pilot Project Nusinersena



Brazilian Initiatives – pilot Project Nusinersena



Ordinance 1279/2019 MoH and Bill 667/2021

1. Risk-sharing agreement is the instrument for the reimbursement of health technologies 
entered into between the Ministry of Health and the pharmaceutical company that 
supplies the drug, due to uncertainties regarding:
I – the cost/effectiveness of the medication incorporated into the public system under real 
conditions; and
II – estimated consumption, considering the number of pills/doses and budgetary impact.

2. Objectives

3. Justification 

4. Types 

5. Criteria  

Brazilian Experience 



Agreement 219/2020 
Procedure

Donation



GENE THERAPIES



Gene Therapy

The agenda has been developing rapidly, but the high cost of the procedures represents a barrier to access.
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The Agency was a pioneer in creating a regulatory framework aimed at advanced therapies and gene therapy in 
particular. There are rules for conducting clinical trials, registration, and best practices involving the procedure, 
but the agency still lacks practical experience.

CMED does not yet have specific rules for pricing gene therapies. The Chamber has been setting prices on an 
ad hoc basis, including through clinical comparison with technologies not classified as advanced therapy. 
There is an effort to update Res. 2/2004, but still no clear outcome for gene therapies.

A Conitec decided not to reimburse the gene therapy Luxturna, the only one assessed so far. The main barrier
is the high cost and the lack of evidence

Risk sharing agreement are being considered. 

MoH offers genetic tests to support the diagnosis of mutations involving a few gene diseases but is restricted to 
services and centers specializing in rare diseases. For these diseases, the discussions still do not mention gene 
therapies

Anvisa

Conitec

CMED

Public
Policies



This measure is considered a step forward in regulating the registration of advanced therapies by Anvisa.
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At least one of the criteria :

• Used for rare, neglected, emerging 

disease, for public health emergencies or 

in serious debilitating conditions and in 

situations where there is no therapeutic 

alternative available;

• Have a new therapeutic recommendation 

or expansion of use for the pediatric 

population;

• Have had the conduction of clinical trials 

phase I or II in national territory.

Registration Prioritization

General Guidelines

• Advanced Therapy class I: advanced cell therapy product subjected to minimal manipulation 

and that performs a different function in the recipient from that performed in the donor.

• Advanced Therapy class II: advanced cell therapy product subjected to extensive 

manipulation, tissue engineered product, and gene therapy product.

Product Classes Definitions

(I) Clinical trials of gene therapies conducted in Brazil need prior authorization from Anvisa.

(II) The agency may require post-registration data on additional evidence (about quality, safety 

and efficacy) of products.

(III) Advanced therapies involving Genetically Modified Organisms (GMO) necessarily need to be 

approved by the National Technical Biosafety Commission (CTNBio).

(IV) It is not possible to register a product for a specific patient, in an imminent state of life.



Topic points under discussion in the new regulation of CMED directly impact the pricing of gene therapies. Despite the uncertain

outcome, entities' positions are repeated and suggest some possibilities that can be adopted in the new resolution.
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1. points out the problem, but do not 

point out a concrete way to solve it. 

2. Creates of a new product category, 

but with the same pricing rule as 

for Category I.

Pricing Criteria for Advanced 
Therapy

Category I: New product with patent and that 

brings therapeutic gain in relation to drugs for the 

same indication.

Criteria: Price cannot be higher than: Australia, 

Canada, Spain, USA, France, Greece, Italy, New 

Zealand, Portugal.

Countries pool Analysis Deadlines

The Resolution provides that prices cannot 

be higher than the lowest price within the 

countries pool, but the industry has 

suggested new formats :

1. Exclusion of the manufacturer price in 

the country of origin of the pool.

2. Average of prices charged in the pool of 

countries instead of the lowest price.

3. Exclusion of countries in economic 

crisis or that have government subsidies 

for drugs from consideration.

1. Faster analysis deadlines for 

technologies aimed at rare diseases, 

in line with Anvisa's fast-track 

resolutions that facilitate the process 

(RDC 204/2017 and RDC 205/2017).

2. Clearer criteria for delaying 

deadlines, in cases where the CMED 

finds great complexity in the 

technology analysis.

3. Sui generis changes in deadlines for 

each pricing category.



Legal Grounds

• Ordinance 1279/2019 Ministério da Saúde 

• Law nº 8666/1993 Public Purchasing

• Law nº 14.133/2021 Public Purchasing

• Ordinance of CED

• Science, Technology and Innovation Law



Act 141333/2021

• Cooperation - Narrative change;

• Different competition models

• Extended term – 1, 5, 10 years (especially if strategic for the MoH

• the market can “propose and carry out studies, investigations, surveys and projects of innovative 
solutions that contribute to issues of public relevance”

• Contracting Efficiency;

• Prior negotiations

• Confidentiality in certain phases 

Legal Grounds



Considerations

• Stronger Health Technology Assesment prior to the agreement

• MoH Guideline : Governance and procedure

• Capacity building : dedicatedy and interdisciplinary team

• Data Collection

• Compliance

• Economic Balace

• Transparence

• Flexibilities : Different Models and flexilble terms for each of them

• Industry Support in structuring the program

• Industry finantial support besides the Risk also in the execution

• Program assessment and review



QUESTIONS AND DISCUSSIONS
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