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Guidelines Review

Any Market Price Review

The scenarios proposed permit the Board to revigve® at any other time,
and that is advantageous. If, during the introoiyctperiod or in future
years, the price is seen to exceed the MNE priee #hreview is warranted.
The Board should not wait for a VCU or a hearingcomplaints before
initiating a review process. Notwithstanding th@mment, and subsequent
ones, the process of reviewing Average price fornarkets will be an
onerous one for the Board, more so than pricing@amnada as a whole”.

Re-setting the MNE Price

The making and marketing of drugs has been an disgassed at length at
the various meetings of stakeholders, and hasoybetresolved. An issue
that arises, which we did not deal with, is thetaafsadvertising. There
have been suggestions in various articles thatrasivg can, and often
does, involve costs that are greater than thosR fand D. To include these
actual, full, costs in pricing MAY increase the MN&nsiderably, beyond
the present MNE price tests. In such cases eviderbe critical issue, and
then the Board could make a determination. Thar@mnay need to re-
perform a price test in current year to arrivee@wMNE price.

When new scientific information becomes availalaled re-categorization
may be needed, this would also necessitate a review

When considering the time frame for review, estditig ANY time frame
(3 or 5 years) would be arbitrary. However, fewsart 3 years would not
allow for new scientific information, or medicalt@mactions to show up, or
to complete clinical trials which, most often, taBeyears to be valid.
Maintain the 3 year time frame for review and, wite@ med is sold in at
least 5 countries, if possible, or which ever coffness. If only 3 countries
are used then the price testing may be restrictedrery high price
comparator countries as well as incomplete scientiformation.




Options Arising from FCC Decision

Requlatory Options

The Board, at present, has a great deal of disareticonsidering average
pricing of drugs, yet the FCC decision requires sdimkering. We would
suggest Option 1, that is, maintain the currenulegns. At the same time,
option 6 should also be included. This gives tbard that necessary
authority to determine when, or if, a patentee $ak@dvantage of “benefits”,
which would include “freebies”, after a price isxstdered excessive or
following a hearing. This may appear contradictsigce the Board
mandate is to consider prices of drugs “saidCanada. However, it is wiser
to leave the discretion of including “benefits’thre hands of the Board
rather than in that of the patentee. As it is,gatentee has the liberty to
include certain “benefits” or not, to their advagga Including the options in
the guidelines, allows the Board to be selectivéaaiding which benefits
are those that adversely affect pricing. A pointhiok about is, whether
such “benefits” are included in the comparator ¢oes that are used to
establish the MNE price.

Guideline Options

Since the patentee already takes advantage otlingluor not, certain
benefits, then changing the CPI methodology acogrth Option 1 seems to
make sense. When looking at Option 2, it wouldniberesting to know how
many “reduced prices” there are. Reduced pricghintie calculated
through, or because of, “benefits”. Frankly, we @aneertain how much
advantage the patentee can take in pricing acaptdithat Option, since
there appears to be flexibility at present.
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