
In Canada, budget impact analyses (BIAs) are used to make informed reimbursement 
decisions. The Patented Medicine Prices Review Board’s (PMPRB) 2020 BIA Guidelines 
provide a standardized approach and detailed recommendations for developing a BIA for 
submission to the Canadian Agency for Drugs and Technologies in Health (CADTH) or to 
one of the participating federal/provincial/territorial drug plans.
The 2020 Guidelines supersede those first published by the PMPRB in May 2007. While 
the 2007 Guidelines were considered to be a primary resource for the preparation of 
pharmaceutical BIAs in Canada, they no longer reflect current best practices. This update 
was necessary to keep current with developments in the BIA methods required by 
Canadian public drug plans, CADTH, and international guidelines. 

The Guidelines document provides a detailed explanation of essential factors to consider 
when developing a BIA, information on which data sources to use and how to use them, 
and an outline of the reporting format. The major updates to the Guidelines involve added 
flexibility in selecting the time horizon and new recommendations for the target 
population assessment, the consideration of compliance and persistence in the cost of 
treatments, evolving indications, and off-label comparators. Other modifications include a 
new Excel model, updated methods used in uncertainty analysis, and selecting relevant 
comparators. 

METHODS
Systematic Literature Reviews
To inform the changes, the PMPRB undertook a systematic 
review of national and international BIA guidelines and best 
practices in collaboration with EVERSANA™ (formerly 
Cornerstone Research Group Inc.). A literature review of BIA 
guidelines was conducted2, including an examination of 
international standards of practice for BIAs from several 
countries, such as Canada1, Australia3, England and Wales4, 
Belgium5, Ireland6, France7, Poland8, and the Netherlands9, as 
well as guidelines from the International Society for 
Pharmacoeconomics and Outcomes Research (ISPOR)10. 
Provincial drug plan templates for Alberta11, Ontario12, and 
Manitoba13 were also considered, in addition to the relevant 
guidance for Quebec14 and CADTH (pCODR)15.

Stakeholder Analysis
Representatives from provincial drug plans, as well as CADTH, 
pCPA, INESSS, and Health Canada, were surveyed to gather input 
on the main issues to be addressed: gaps and challenges in the 
former Guidelines, the time horizon, non-drug- and condition-
related costs, comparators, and multiple indications. All 
feedback received was considered when revising the Guidelines. 
Additionally, updates to the CADTH documents Procedures for 
the CADTH Common Drug Review and Interim Plasma Protein 
Product Review and Procedures for the CADTH pan-Canadian 
Oncology Drug Review were taken into account when making 
the revisions. 

ABOUT PMPRB – NPDUIS
The National Prescription Drug Utilization Information System 
(NPDUIS) is a research initiative that operates independently 
of the regulatory activities of the PMPRB. It publishes a variety 
of studies that provide decision makers with critical 
information and intelligence on price, utilization, and cost 
trends so that Canada’s healthcare system has more 
comprehensive and accurate information on how medicines 
are used and on sources of cost pressures.

Changes in Canadian Guidelines for 
Conducting Budget Impact Analysis 

NEW RECOMMENDATIONS
Analytic Framework 

POPULATION 
An open population should be used in the target population assessment when applicable (e.g., the rate of 
mortality and disease progression should be considered).
SCENARIOS TO BE COMPARED
Evolving indications should be considered.
DRUG COSTS
The cost of companion diagnostic tests or medical devices that are covered by the drug plan should be 
reported.
The BIA should address the impact of compliance and persistence with therapy on the cost of treatments 
if required by the drug plan.

Input and Data Sources 
SELECTING RELEVANT COMPARATORS
Medicines that are commonly used off-label for the same indication(s) as the new drug and that are listed 
on the public drug plan formulary may be included in the base-case or the scenario analysis, depending on 
the drug plan requirements.

MODIFIED RECOMMENDATIONS
Analytic Framework 

PERSPECTIVE 
The BIA should be performed from a drug plan perspective and focus on drug-related costs that have a 
direct impact on the plan budget. Non-drug-related costs are normally excluded from the base-case 
analysis; however, they may be acknowledged in the BIA or presented in a scenario analysis. In some 
exceptional cases, healthcare system-related costs may be included in the base-case analysis.
TIME HORIZON
A time horizon consisting of a one-year baseline period and a three-year forecast period is still 
recommended as a general rule, but with the added flexibility to include additional years or to allow for 
the cycles selected.
POPULATION
Equal status is given to population-based 
and claims data-based approaches 
(Figure 1), with the preferred approach 
to be determined based on the available 
data and market specifics. Clearer 
guidance is provided on how to select the 
best approach. 
It was noted that market growth in the 
claims data-based approach should be 
based on the forecasted growth of both 
claims and claimants, when data on the 
unique number of claimants is available.
DRUG COSTS
Although premiums and deductibles are typically not factored into the calculation of costs, they should be 
considered if required by the drug plan (e.g., for income-based plans with universal coverage).
CHARACTERIZING UNCERTAINTY
Both deterministic sensitivity and scenario analyses should be provided with the submitted BIA to inform 
decision makers of the sensitivity of the model to specific assumptions. Probabilistic sensitivity analyses 
(PSA) may be considered but are not required. Values used in sensitivity and scenario analyses should be 
supported by citable data sources.

Input and Data Sources 
SELECTING RELEVANT COMPARATORS 
More clarity was added to the approach for considering relevant comparators: 
• Non-drug alternatives are excluded from the base-case analysis but should be mentioned in the report 

and can be included in the scenario analysis if they are expected to have a significant impact.
• Non-benefit comparators can be added in the base-case or scenario analysis depending on the 

likelihood that they will be added to the formulary.
• Anticipated generic entries can be considered in the scenario analysis.

ESTIMATING DRUG COST - ESTIMATING THERAPEUTIC EQUIVALENCIES
Drug wastage and sharing of units should already be accounted for in the drug cost and do not require 
additional adjustments. If required, these can be addressed in a scenario analysis.
ESTIMATION OF THE CURRENT SIZE OF THE MARKET - DETERMINING THE MARKET SIZE: CLAIMS DATA-
BASED MODEL
Claims-based models should consider any listing restrictions for the new drug, as well as for its 
competitors. 

It is emphasized that internal manufacturer projections without validation and citable documentation cannot 
be considered as a reliable data source.

Reporting Format 
REPORT CONTENTS 
Aggregated and disaggregated budget impact results should be reported for each year.

CONCLUSION

The enhanced methodology of the PMPRB’s 2020 BIA Guidelines, as well as the increased transparency and 
consistency afforded by these revisions, will ensure that they continue to be a reliable and comprehensive 
reference for conducting BIAs in Canada.
The full publication is available on the PMPRB website. A sample BIA Excel model can be obtained directly from 
the PMPRB at pmprb.npduis-sniump.cepmb@pmprb-cepmb.gc.ca.

FIGURE 1: Population-based and claims data-based models
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