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[A] Introduction

These are Wyeth’s submissions responsive to th&tion of the Patented Medicine Prices
Review Board (“PMPRB”) concerning its discussiomp@a“‘Options for Possible Changes to the
Patented Medicines Regulations, 1994 and the EixeeBsice Guidelines'dated January 31,
2008.

Since the beginning of a consultation process B62bncerning th&xcessive Price Guidelines
Wyeth has made several written submissions asasdibd representation at the Bilateral
Meeting held in Toronto on September 12, 2007addition, Wyeth has supported, and
continues to support, the positions taken by Cadsdiesearch-based Pharmaceutical
Companies (Rx&D).

In Wyeth’s view, the discussion paper reflectsrappropriate discounting of the concerns of
the innovative pharmaceutical industry which hagerbrepeated during the consultation
process. The maximum impact of any amendmentseimghted by the PMPRB is felt by the
innovative industry. Innovative industrytise key stakeholden the excessive pricing regime of
thePatent Act Without innovation by the research-based ingusiirere are no patents and no
new products. Without patents and products, thii@interest is devastated and the PMPRB
has no jurisdiction and no subject matter to relgul#®s the PMPRB has so often repeated, it
regulates factory gate prices within the limitasaof its jurisdiction. It does not regulate
consumer pricing, retail pricing or wholesale prgpi

Wyeth is concerned about the short turnaround torseibmit a response to the discussion paper.
There are many complex, interrelated issues orqsa@p included or advanced in the discussion
paper, and a March 3, 2008 deadline does not altieguate time to undertake due diligence in
the formulation of a comprehensive response. Wha#ePMPRB intimates that this latest
document is building on prior consultations, maey issues raised during those earlier
consultations remain unresolved and new issues lbeee raised adding yet another layer of
complexity, while others are the subject of regentnstituted working group assessments for
which final reports have not been prepared or seléa The fact that these discussions have been
ongoing for almost two years with many of the isst@maining under discussion, attests to their
complexity. Itis not acceptable to move forwarthwhe implementation of many of the
proposed changes, especially as they relate t@atlyemarket” and “re-setting the MNE price”
issues, without the benefit of the additional infiation to be forthcoming from the working

group activities. Wyeth urges the PMPRB to awaat teports of working groups and thereupon
allot additional time to undertake further discossi on these important issues, before
implementing changes that could have a significagiative impact on many stakeholder groups,
including a negative impact that may be unforedsetne PMPRB.
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[B]  Principles which Inform Wyeth’'s Submissions

1. The jurisdiction of the PMPRB is limited to rdgiing a maximum non-excessive price
for a given patented product.

2. The PMPRB does not have a mandate to ensuxe jprice, or a reasonable price, or
even a high price. Parliament chose the word “ssige” very carefully.

3. The PMPRB does not have jurisdiction to conprade fluctuations below the maximum
non-excessive price. The reference to consumee prdex as a factor (in paragraph 85(1)(d) of
thePatent Actis merely a permission to increase (or decre&einaximum non-excessive
ceiling price previously determined to accountifdlation (or deflation).

4, As noted above, the PMPRB regulates ex-factaogg. It does not regulate prices at the
wholesale or retail level. It does not control giee to the consumer. In a pricing matrix tigat i
enormously complex and involves parties and inpue&s which the PMPRB has no jurisdiction
or control, attempts by the PMPRB to regulate etefigy pricing taking into account those
parties and inputs negatively distort the marketpla

[C] ‘“Inany Market”

With respect to reviewing prices “in any marketietPMPRB has indicated its agreement with
stakeholders that such reviews should be on almasase basis. Yet, the proposals put forth in
this latest discussion paper which would “triggeiprice review “in any market” suggest such
reviews will become the norwersusthe exception. Wyeth continues its contentiopressed

in prior submissions, that the PMPRBSs not presentea convincing policy rationale to support
the need to make this change. Wyeth is also obpiv@on that, if implemented, the proposed
changes would add significant additional reporting monitoring burden on patentees (not to
mention the increased burden on the PMPRB), witboedting any material benefit for any
other stakeholder, including the Canadian consunibis is contrary to the objectives of the
Smart Regulation initiative, which aim to make riegjon a source of competitive advantage not
a counterproductive burden.

As a final thought on this issue, the PMPRB seem#ndate as being to protect the interests of
Canadian consumers by ensuring prices of patengglicmes are not excessive; yet, should it
move forward with implementing the proposals whiabuld trigger price reviews “in any
market”, such actions may be to the detriment afadéan consumers, as manufacturers of
patented medicines may be discouraged from offgarigg discounts or compassionate drug
programs. It is Wyeth’s opinion that the existmgthodology of determining ATP at an
aggregate level (all classes of customers in atketasegments) is working, and that the PMPRB
is already effectively safeguarding any public iatt against excessively ex-factory priced
patented medicines.

The discussion paper omits reference to the fattthe 25% variance over MNE in some
markets cited by the PMPRB occurred in less tharob8#l regulated products. The PMPRB
always has the jurisdiction to inquire into “anynket” in the context of a public hearing; to
introduce an enormous regulatory burden into tpenteng and compliance equation is, in
Wyeth’s view, unwarranted and detrimental.
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[D] Re-setting the MNE Price

Wyeth continues to be of the opinion that the PMPRBhas not produced evidence to support
the necessity for the changes proposed in the sigmu paper. Wyeth believes that the existing
criteria for so-called “re-benching” the MNE aresgdate, and that the PMPRB’s proposed
changes would add significant and inherent priceettainty for the patentee. This is especially
the case with reference to extending the allowtiile during which a review could be initiated,
as well as allowing the PMPRB to initiate a revieased upon scientific information or evidence
not available at the time of launch. In this lattestance, it would appear that the PMPRB is
moving away from its role of monitoring excessiveing and into the realm of determining
value for money, which is the purview of other agjes, such as CDR and provincial review
bodies.

Wyeth is also concerned that the proposed chawng#sgger” a price review for the purpose of
re-setting the MNE price may be a further discoamagnt to manufacturers from supplying
drugs under the Special Access Programme.

It is Wyeth’s position that, if any alteration lbe made to the criteria for “re-benching”, the
alteration should be that such re-benching isicstt to requests by a patentee to increase the
MNE on a given product, due to changed market pistances.

[E] “Other Issues”: Categories of Medicines/Intdroaal TCC/Price Tests/Costs of Making
and Marketing

Each of the above noted issues are very much éhaded, and cannot be effectively reviewed
and assessed in isolation; any decision made egpect to one of the issues will have, in some
instances, significant ripple effect on other issu&/hile Wyeth applauds the PMPRB’s
initiative of establishing multi-stakeholder worgigroups to address these issues, setting
mandates for each working group which restrict# floeus to the single issue assigned will not
encourage the kind of integrated assessment thatessary. Wyeth urges the PMPRB to
reconsider this review process by having these wgrgroups work together to address these
issues.

It should also be pointed out that any changes nmadspect of the first three issues, as a result
of the recommendations of the three working group$yery likely have a significant impact
on the “in any market” and “re-setting the MNE pfiproposals.

Until the results of the various working groups silited by the PMPRB are made public, it is
impractical to offer complete and informed commeptan these issues at this time.

[F] Options to Address theeo Pharm#&ovobet Federal Court of Canada Decision

Preliminary Comments

Wyeth observes that, among the options presentdiaeby MPRB, the option of maintaining the
policy set out in the PMPRB’s April 2000 newslettiees not appear. It is presumed that this
absence stems from a view on the part of the PM#PR8it is prohibited from doing so by virtue
of theLeo Pharmalecision.
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Apart from the fact that this could easily be rereddy an amendment to tRatented
Medicines Regulations, 19®toviding that any enumerated reduction may or matybe taken
into account in calculating the average transaqtioce (“ATP”) at the election of the patentee,
Wyeth’s position continues to be that the PMPRB®akl interpretation of theeo Pharma
decision is incorrect.

The PMPRB'’s interpretation dfeo Pharmas that the accepted methodology for calculatirgy th
Average Transaction Price (ATP), as set out inApel 2000 newsletter, can no longer be
employed, and thatll deductionamust be included in the determination of the ATP.

It is Wyeth’s opinion that theeo Pharmadecisiondoes nopreclude the continued use of the
April 2000 methodology. The Federal Courtiso Pharmawvas addressing the primary point of
whether the PMPRB had jurisdiction to determine thvbea particular compassionate program
was “genuine” and whether Leo Pharrhaying chosen to elect to deduct the value of tuelg
could do so. The Federal Court held that the PMBERBot have such jurisdiction. The
PMPRB has broadened this narrow finding, contaimis@ does permissive language supporting
the April 2000 methodology, to encompass situatguth as where a patentee may choose not
to deduct a particular reduction, situations thateanever before the Federal Court or envisaged
in its decision.

Wyeth is concerned that the PMPRB’s narrow integtien could have a detrimental impact on
Canadian consumers, in the event that manufactocel@nger find that engaging in
compassionate drug programs or other price-redugtiograms is a viable option due to pricing
implications. The proper interpretationlafo Pharmaavoids consideration of the complicated
options set out on pages 11 to 15 of the discugsaper.

Wyeth strongly opposes the proposal that the PMB&Biven discretion to determine whether a
given reduction in price is “genuine”. This wouldroduce a huge element of uncertainty in
compliance, based on a factor (intention of thempiae) the consideration of which was
determined by the Federal Court to be irrelevanihéointention of Parliament.

Wyeth reaffirms its position, stated in earlier sussions, that public and third party drug plan
payers are not a class of customer, and any pagrnetiiem with respect to listing or cost-
sharing agreements do not, and should not, faliwihePatented Medicines Regulatioos
otherwise under the jurisdiction of the PMPRB. &atjon in this area, even if it were
appropriate within the statutory framework of thatent Actwill negatively impact on such
programs or agreements.

Possible Changes to the CPI-Adjustment Methoddiagietermining the MNE Price

Wyeth supports the PMPRB’s initiative to review BBl methodology currently used to
determine the MNE price. Wyeth is also encouragethe PMPRB’s acknowledgement that a
price deemed non-excessive in a prior reportingpdeshould, intuitively, not be considered
excessive in a subsequent period.

As aninitial starting point for discussionshe options proposed by the PMPRB in the disoussi

paper, especially option (ii), provide a basic feavork upon which a new methodology can be
built. While option (ii) provides a methodologyathwould help to address some of the negative
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impact of the current CPI methodology, it doesamnidress the more fundamental flaw in current
CPl-adjustment methodology of basing the MNE onAfi@ of the prior period(s). In addition,
this option (ii) does not build in a CPI-increaseahanism to increase the original MNE, and
only applies if the ATP is reduced in a given year.

As noted, the current CPIl-adjustment methodolodynslamentally flawed. It ignores that the
PMPRB has jurisdiction only to set a maximum nogessive price (“MNE”) with an allowance
to have that MNE adjusted by increases (or decsgas€Pl. That MNE cannot logically
change because a patentee chooses to benefitlihe Ippireducing its price in a given year.
The current methodology acts as a punishment factgxthe kind of program or policy that the
Government sought to encourage by the permisstigcti®n provisions of thPatented
Medicines Regulations, 1994 he PMPRB itself has stated and restated thaoilicy is to
encourage (not regulate) lower prices. The CRistdjent methodology achieves exactly the
opposite result. As a cornerstone for future distns on this issue, Wyeth advocates serious
consideration be given to developing a new CPIstdjent methodology that would effectively
“de-link” ATP and MNE. Such a methodology woulduét in subsequent MNE prices based
upon current MNE prices adjusted by the CPI rate.

Wyeth recognizes that, as noted in the discussipem a possible result of changing the CPI-
adjustment methodology is that a significant singlar price increase could be initiated; i.e., a
price increase in excess of the CPI rate which @atill result in the ATP being below the
MNE. While Wyeth would encourage a thorough discus of possible alternatives to address
these situations, we would also remind the PMPRB tieir mandate is to ensure prices of
patented medicines are not excessive, not to dartgoprice increase or discourage any price
decrease in these drugs. Wyeth also notes tHatagoexamples of dramatic price increases in
industry are rare exceptions and do not warrantptexnand flawed regulation.

Wyeth appreciates the opportunity to continue temgaged in these discussions examining
options for possible changes to Patented Medicines Regulations, 1984 well as review of
the Excessive Price GuidelinesVyeth encourages the PMPRB to continue fullusmns with
all stakeholders to ensure that any changes implesdeare rational, fair and equitable and
achieve the policy objectives of the excessiveipgicegime.
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