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Brazil has been developing its HTA capabilities in the past 

decade. 

 

 

 

Recommendations for cost effectiveness analysis of  health 

technologies have been issued in 2009. 



Focused in Cost-Effectiveness Analysis (CEA) 

 

 

Budget Impact Analysis (BIA) 

recommended appart from CEA 

 

 

No specifics on methods for BIA 

“Methodological Guidelines - Economic  Evaluation 

Studies for Health Technologies. Brasilia – DF 2009" 



Budget Impact Guidelines Around The World 

BIA in Submission Guidelines 

http://www.ispor.org/peguidelines/index.asp 

Country BIA particularity 

Australia Required, 2 years time horizon 

Israel First 3 years 

Poland  BIA for health care system 

planning 

England and Wales  costs should be disaggregated by 

appropriated organizations, and 

by budgetary categories 

United States value-based decision making; BIA 

secondary 

Thailand  --- 



Budget Impact Guidelines Around The World 

BIA in Published Pharmacoeconomics Recommendations 

http://www.ispor.org/peguidelines/index.asp 

Country BIA particularity 

Hungary 3 to 5 years time horizon 

Italy 1st and second years of  marketing 

China  BIA recommended when data 

available 

Austria  Possible 

Denmark Financial consequences on health 

budgets 



Budget Impact Guidelines Around The World 

Pharmacoeconomics guidelines comprising BIA 

http://www.ispor.org/peguidelines/index.asp 

Country BIA particularity 

Belgium Guidelines in development 

Canada not part of  economic evaluation 

France 

Germany BIA mandatory 

Ireland specific BIA guidelines 

The Netherlands 

Switzerland cost estimates based on prevalence 

Taiwan 

Brazil Yes, no specifics on methods 

Cuba 

Slovak Republic 5 years, scenarios 

Mexico secondary to the main analysis 



Budget Impact Guidelines Around The World 

Pharmacoeconomics guidelines comprising BIA 

http://www.ispor.org/peguidelines/index.asp 

Country BIA particularity 

Belgium Guidelines in development 

Canada not part of  economic evaluation 

France 

Germany BIA mandatory 

Ireland specific BIA guidelines 

The Netherlands 

Switzerland cost estimates based on prevalence 

Taiwan 

Brazil Yes, no specifics on methods 

Cuba 

Slovak Republic 5 years, scenarios 

Mexico secondary to the main analysis 



Recommendations focusing specific  

countries’ needs 

 

Variability in BIA usage 

 

 

Significant variability on methods 

Budget Impact Guidelines Around The World 



Orlewska E; Gulácsi L – Pharmacoeconomics 2009 



Significant variability concerning 

 

• Disorders / health technologies evaluated 

• Modeling techniques:  

• Deterministic calculations (mostly); 

• Markov models;  

• Discrete event simulations  

• Time horizon 100 days to 15 years, but mostly restricted to 

one year 

• Discounting: none; 3%; 3,5%; 5% 

Orlewska E; Gulácsi L – Pharmacoeconomics 2009 



There was a need for setting the standards for  

budget impact analysis for the Brazilian case. 



Developing BIA guidelines for Brazil 

 

Developing team 

 

- Institute for Health Technology Assessment (IATS) 

 

- Department of  Science and Technology - Ministry of  Health 

(DECIT) 

 

- National Agency for Health Surveillance (ANVISA) 





Developing BIA guidelines for Brazil 

 

Literature Review: 

 

ISPOR recommendations for BIA 

 

Canadian guidelines 

 

Australian guidelines 

 

Costing tools – NICE 

 

Polish guidelines 

 



General principles to estimate a healthcare 

technology’s budget impact 

• Perspective 

• Time Horizon 

• Technology 

• Indication Scenarios  
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Target  

Population 

Costs 

• All relevant direct costs 

• Scenario costs 

Budget Impact 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

Healthcare Budget Holder  

- Public and Private systems 

- Nation, States or Municipalities 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

- Direct costs 

- Main costs and Associated Costs 

- Consider costs averted 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

- 1 to 5 years 

- Subjected to Budget Holder’s needs 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

Reference-
case  

Alternative 
Scenario 1 

Alternative 
Scenario 2 

Alternative 
Scenario 3 

Scenarios = Treatment Mix Simulations: 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

Epidemiological Approach 

(Preferred) 

- Incidence 

- Prevalence 

- Subgroups 

- Mortality 

Measured Demand Approach 

- Claims Based 

- Registry Based 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

Target Population Modificators 

- Restriction to Subgruop 

- Off-label use 

- Access by Court Decision 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

- Spreadsheet BI analysis 

- Decision Tree 

- Markov models 

- Discrete event simulation 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

• DATASUS 

• Brazilian Ministry of Health Prices Registry 

• ANVISA – Price Surveillance 

• Scientific Literature 

 – National and International 

• Other Countries’ prices and market behavior 

• Other Drugs’ prices and market behavior in 

Brazil  



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

Scenario sensitivity analysis 

• Market shares 

• Incorporation rate 

• Costs 

• Population Size 



 

• Perspective 

• Costing methods 

• Time Horizon 

• Comparators 

• Target population 

• Modeling 

• Data source 

• Sensitivity analysis 

• Inflation and discounting 

 

 

 

Recommendations for BIA in Brazil 

• Not routinely recommended 

• Consider in special circumstances 



Spreadsheet framework for BIA in Brazil 

Enough for most simple BIA calculations 

Useful Checklist tool 

2 Spreadsheets: 

- Drugs 

- Therapeutic Devices 

 



Some Screenshots... 





Reference-case scenario: yearly costs evolution 



BIA  Short Report 



Spreadsheet for Budget Impact Analysis of Therapeutic Devices 



BIA  Short Report 



Final words 

This initiative provides standards for BIA developed for 

the Brazilian Healthcare System. 

The guidelines and the spreadsheets should be practical 

tools to assist in financial planning. 

We still have a lot to learn: spreadsheet BIA are useful 

but limited. 
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Basic Definitions 



Scenarios 



Target Population 



Restrictions and Demands 



Treatment Costs 



Costs Averted 



Average cost per patient per scenario 



Dynamics of Disease 



Economic Adjustment 


