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save an estimated

$1.1 million annually

* Potentially Mutagenic Impurities

Lhasa has recently worked with a member using Mirabilis to calculate
this cost estimate. <

\We have considered; a medium sized pharmaceutical company, the

OPRD paper (linked below) which estimates the number of impurities «go%%

introduced within a synthetic route, the Lhasa member’s analytical '“°s<’,;~9o

workflow for testing for impurities and also the resulting time required

for each analytical approach. This time estimate has allowed us to %‘o@ﬁ ‘
generate an expected cost for development. 0*0‘9‘339@

Right is an overview of our findings (total spend per year, USD)

The difference in cost shown in the chart, relates to the different control options available to
pharmaceutical companies, in line with the ICH M7 guideline, the corresponding required analytical
testing and additional studies required for each approach.
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save an estimated $1.1 million each year.
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