Capping Exclusivity for Biologics Could Save $20 Billion

on Drug Spending
Citations and Methodology

Methodology

The five biologics were selected for the savings analysis based on the following criteria:

» Medicare Part B biologic spending data are available for at least ten years between 2001 and 2017.
» The biologic appears in the data no earlier than 2001 and there is spending data for 2017.

- The biologic makes up a significant portion of Medicare Part B drug spending.

Medicare Part B drug data were used for this analysis because Part B drugs are the only type of drugs for which market-wide
spending and volume data are available between 2000 to 2017. All savings are computed for the ten years following the ten-year
exclusivity period for each drug.

Assumptions:

« Volume and spending in years beyond 2017 are projected based on each drug’s observed compound annual growth rate
between 2013 and 2017. To compute a more conservative estimate and take into account expected changes to Orencia’s
market share, Orencia’s growth rate was changed from the computed 25% to 0% for projections between 2021 to 2025.

» Under the modeled policy, drug companies are guaranteed ten years of exclusivity after the launch of each drug. In the
eleventh year and beyond they are subject to a discount.

o Adiscount of 27% - the average percent a biosimilar price is lower than a branded biologic price - is applied
to the average biologic price during the last year of exclusivity and the computed lower price serves as the
maximum price for the years that follow. The drug-specific price ceilings are then multiplied by projected
volume following the end of the exclusivity period. This approach represents the minimum savings for these
drugs, assuming limited or no biosimilar competition. No additional discounts are incorporated for biologics
with current or future biosimilar competition; there is too much uncertainty around market share or launch
dates of biosimilars.

- Ten years of guaranteed exclusivity will be sufficient incentive for companies to continue to develop innovative therapies
that force them to take on greater financial risk.

- All else stays equal, including the current patent system, market demand, and trend.
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