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Development Time and Patent Extension for Prescription Drugs in Canada: A Cohort Study
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The Comprehensive Economic and Trade Agreement between Canada and the European Union provides for an extension of Canadian patents for
prescription drugs by up to ¥ years. One of the arguments advanced for longer patent time is to compensate companies for the length of the overall drug
development time (the time between patent application and market approval). This study investigates overall development time in Canada for different
groups of drugs approved between January ), Y-+% and December Y\, Y-\A and how many of these drugs are eligible for up to ¥ years of patent
term extension. Based on a list of patents and dates of market approval, the change in overall development time for all drugs was calculated along with
whether there were differences in development time between different groups of drugs. Using Canadian patent filing dates, overall development time for all
drugs went from a mean of YY¥+ days (20% CIL: VAY'Y, YS¥A) in Y- -4 to ¥)AY days (10% CI: YVYA, ¥££0) in ¥+ VA (analysis of variance [ANOVA], P<.oeoy).
Using first global patent filing dates, overall development time went from a mean of ¥¥A\ days (20% CI: ¥+ AY, 3+A) in Y-+ 4 to £YAA days (20% CI: ¥AYQ,
YYog) in Y-\A (ANOVA, P = .-\ \A). There was a statistically significant difference in the overall development mean time between small molecule drugs
(Yooy, 40% CI: YY#), YV¥#) and biologics (Ya-+Y, 40% CI: Y040, ¥Y\Y), (t test, P = .- ¥AY) when using Canadian patent filing dates but not when first global
patent filing dates were used. There was no statistically significant change in overall development time among drugs that were substantial, moderate or little
to none additional therapeutic value compared to existing drugs. Out of YY¥'A drugs, YVA (21.5%) would have been eligible for patent term extension with Y4
(A+.Y%) eligible for the full Y years. Patent term extension does not appear to be justified based on changes in overall development time, except possibly in

the case of biologics. There are also trade offs in terms of increased expenditures that need to be considered if patent terms are lengthened
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