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specifically in relation to the new remedies sought by the Board Staff in
response to the investigation.

14. BIOTECanada submits that it meets these criteria, as set out below.

BIOTECanada’s Interest in this Proceeding
15.  BIOTECanada represents the interests of over 200 member companies located

across the country, many of whom produce and/or market medicines which

are used to treat serious illnesses.’

16.  One of BIOTECanada’s strategic objectives is to seek to establish a globally
competitive regulatory policy framework to support all aspects of Canadian
biotechnology.* The PMPRB is part of the regulatory policy framework that

affects Canadian biotechnology.

17.  Animportant part of this framework is its consistent application and
predictability. BIOTECanada is concerned with the Board Staff’s new

remedies for excessive pricing for the following broad reasons:

@) It sets a new calculation to determine whether pricing is excessive.
This is problematic as this is not the test used by the Board staff as part
of the analysis to determine the Maximum Average Potential Price (the
“MAPP”) of the patented medicine.

(b) The MAPP is what is used by the patentee to set its pricing for the
medicine in Canada. The patentee then reports its prices to the
PMRPB. Thus, if a price is deemed excessive on the basis of a test
other than the test at which that price was set, there is a disconnect

between the Guidelines and the remedies sought by the Board Staff.

(©) As a result, this new purported remedy could be used to require
forfeiture of revenues that were obtained as a result of sales made at a
price determined in accordance with the Guidelines.

® Affidavit of Andrew Casey sworn December 20, 2016 (“Casey Affidavit”), paragraph 7, Tab 3.
* Casey Affidavit, paragraph 9, Tab 3.


















36,  BIOTECanada’s intervention will not cause any delay in the proceeding. As
we are only seeking to speak for 30 minutes in closing argument, in addition
to filing the attached written representations, our participation will not
prejudice any of the parties. Indeed, our presence in closing argument will
permit the Board to ask questions and seek clarification of the issues raised by

BIOTECanada in its written argument.

37.  Thus, we respectfully submit that BIOTECanada’s motion to intervene in this
proceeding be granted, and that the Board accept the Written Representations

at Exhibit A to this motion on the merits of the proceeding.

Dated at Ottawa, Ontario this 20" day of December, 2016

ON BEHALF OF:
BIOTECanada

1 Nicholas Street, Suite 600
Ottawa, ON

KIN 7B7

Original signature redacted

‘Borden Ladngy Gervais LLP
World Exchartfe Plaza

100 Queen Street, Suite 1300
Ottawa, Ontario

Jamie Mills/Beverley Moore
Tel: 613.369.4782/4784
Fax: 613.230.8842

Lawyers for BIOTECanada

TO: PATENTED MEDICINE PRICES REVIEW BOARD
Legal Services Branch
Standard Life Center
333 Laurier Avenue West, Suite 1400
Ottawa, ON K1P 1Cl1
Tel: 613.952.7623
Fax: 613.952,7626
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which leads to forfeiture of what had previously been deemed proper

Irevenues.

61. This is a breach of both the principles of statutory interpretation, which
prohibit retroactive application of the law unless explicitly provided in that
law, and the principles of fundamental fairness and legitimate expectation in
relation to the Guidelines that were relied upon by patentees, Furthermore,
estoppel should apply to prevent the Board from changing course in this

manner. In addition, such remedies are outside the Board’s jurisdiction.

62. Thus, these new, retroactive, remedies sought by the Board Staff should not be

granted,

Dated: December 20, 2016

Original signature redacted
Borden Ladner{Qeryais LLP
World ExchangePlaza
100 Queen Street, Suite 1300
Ottawa, Ontario

Jamie Mills/Beverley Moore
Tel: 613.369.4782/4784
Fax: 613.230,8842

Lawyers for BIOTECanada

13

26



2°7



TAB 3


amalcolm
Text Box
TAB 3



28



29



30



31



32



23. The remedies sought by the Board Staff in this proceeding will have a direct
and significant impact on BIOTECanada’s members as commercially focused
members rely on patents to protect their investments in research related to
medicines. Thus, they generally fall within the jurisdiction of the PMPRB and

will be subject to these changes.

24. Accordingly, this Board Staff’s decision will seek these new remedies that
depart from the PMPRB’s Guidelines will significantly impact the members of
BIOTECanada. Furthermore, these new remedies, if left to stand, will have
significant impact on the industry going forward yet will have been introduced

without any opportunity for public/industry input/comment.

SWORN BEFORE ME at the City
of Ottawa, on the 20" day of
December, 2016

Original signature redacted

ANDREW CASEY

Original signature redacted

Cominisstoner for taking affidavits

Tracey Marie Doyle, a Commissionar, elc.,
Province of Ontarlo, while a Student-at-Law.
Expires August 3, 2019.
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THIS IS EXHIBIT “1” TO THE
AFFIDAVIT OF ANDREW CASEY

SWORN December 20, 2016

Original signature redacted

Coinmissioner, etc.

racey Marie Doyle, a Commissio,
Province of Ontarlo, while a Stutier | amtc..
Expires August 3, 2019, - ontatLaw,
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CONSOLIDATION

Patented Medicine Prices
Review Board Rules of Practice
and Procedure

SOR/2012-247

Current to November 21, 2016

CANADA

Published by the Minister of Justice at the following address:

http://laws-lois.justice.gc.ca

CODIFICATION

Regles de pratique et de
procédure du Conseil d'examen
du prix des médicaments
brevetés

DORS/2012-247

A jour au 21 novembre 2016

Publié par le ministre de la Justice a I'adresse suivante :
http://lois-laws.justice.gc.ca



OFFICIAL STATUS
OF CONSOLIDATIONS

Subsections 31(1) and (3) of the Legislation Revision and
Consolidation Act, in force on June 1, 2009, provide as
follows:

Published consolidation is evidence

31 (1) Every copy of a consolidated statute or consolidated
regulation published by the Minister under this Act in either
print or electronic form is evidence of that statute or regula-
tion and of its contents and every copy purporting to be pub-
lished by the Minister is deemed to be so published, unless
the contrary is shown.

Inconsistencies in regulations

(3) In the event of an inconsistency between a consolidated
regulation published by the Minister under this Act and the
original regulation or a subsequent amendment as registered
by the Clerk of the Privy Council under the Statutory Instru-
ments Act, the original regulation or amendment prevails to
the extent of the inconsistency.

NOTE

This consolidation is current to November 21, 2016. Any
amendments that were not in force as of November 21,
2016 are set out at the end of this document under the
heading “Amendments Not in Force”.

CARACTERE OFFICIEL
DES CODIFICATIONS

Les paragraphes 31(1) et (3) de la Loi sur la révision et la
codification des textes Iégislatifs, en vigueur le 1°" juin
2009, prévoient ce qui suit:

Codifications comme élément de preuve

31 (1) Tout exemplaire d'une loi codifiée ou d'un réglement
codifié, publié par le ministre en vertu de la présente loi sur
support papier ou sur support électronique, fait foi de cette
loi ou de ce reglement et de son contenu. Tout exemplaire
donné comme publié par le ministre est réputé avoir été ainsi
publié, sauf preuve contraire.

[...]

Incompatibilité — réglements

(3) Les dispositions du réglement d'origine avec ses modifica-
tions subséquentes enregistrées par le greffier du Conseil pri-
vé en vertu de la Loi sur les textes réglementaires I'emportent
sur les dispositions incompatibles du reglement codifié publié
par le ministre en vertu de la présente loi.

NOTE

Cette codification est a jour au 21 novembre 2016. Toutes
modifications qui n'étaient pas en vigueur au 21 novem-
bre 2016 sont énoncées a la fin de ce document sous le
titre « Modifications non en vigueur ».

Current to November 21, 2016

A jour au 21 novembre 2016



Patented Medicine Prices Review Board Rules of Practice and Procedure

Response
Sections 18-20

Régles de pratique et de procédure du Conseil d’examen du prix des médicaments
brevetés

Défense

Articles 18-20

(b) the grounds on which the proposed order is op-
posed and the material facts on which the respondent
is relying;

(c) the name and address of the person on whom ser-
vice of any document in relation to the proceeding
may be effected.

No response filed

(3) If a respondent has not filed a response within the
period set out in subsection (1), the Board may, where
the Board is satisfied that a copy of the notice of hearing
was served on the respondent and where the Board has
received any evidence that it required the respondent to
provide, make any finding and issue any order that the
Board considers appropriate under section 83 of the Act.

Reply

Filing of reply

19 (1) If Board Staff wishes to reply to the response it
must, within 20 days after being served with the re-
sponse, file with the Board and serve on all other parties
a reply that is dated and signed by Board Staff.

Content of reply

(2) A reply must be set out in consecutively numbered
paragraphs and must set out an admission or denial of
each ground or material fact that was set out in the re-
sponse.

No reply filed

(3) If Board Staff does not file a reply, it is deemed to
have denied each ground and each material fact alleged
in the response.

Intervention

Motion for leave to intervene

20 (1) Any person who claims an interest in the subject-
matter of a proceeding may, within any period and under
any conditions that the Board may specify, bring a mo-
tion to the Board for leave to intervene in the proceeding.

Content of motion for leave to intervene
(2) A motion for leave to intervene must set out

(a) the name and address of the proposed intervener
and of any counsel representing the intervener;

(b) a concise statement of the nature of the proposed
intervener’s interest in the hearing and the reasons the
intervention is necessary;

b) les motifs d’opposition au projet d’ordonnance et
les faits pertinents sur lesquels se fonde I'intimé;

c) les nom et adresse de la personne a qui les docu-
ments relatifs a I'instance peuvent étre signifiés.

Absence de défense

(3) Dans le cas ou I'intimé ne dépose pas de défense dans
le délai prévu au paragraphe (1), le Conseil peut, sil est
convaincu qu'une copie de I'avis d’audience a été signifiée
a I'intimé et s’il a recu les éléments de preuve qu’il a exi-
gés, formuler la conclusion et rendre I'ordonnance qu’il
juge indiquées en application de I’article 83 de la Loi.

Réponse

Dépot

19 (1) Si le personnel du Conseil souhaite répondre a la
défense, il dépose aupres du Conseil et signifie aux autres
parties une réponse datée et signée par lui, au plus tard
vingt jours apres avoir recu signification de la défense.

Contenu

(2) La réponse est divisée en paragraphes numérotés
consécutivement et contient la reconnaissance ou la dé-
négation de chacun des motifs ou des faits pertinents ex-
posés dans la défense.

Absence de réponse

(3) Sile personnel du Conseil ne dépose pas de réponse,
il est réputé avoir nié chacun des motifs et des faits perti-
nents exposés dans la défense.

Intervention

Requéte — autorisation d’intervenir

20 (1) Toute personne qui prétend avoir un intérét dans
une question soulevée dans l'instance peut, par requéte,
dans le délai et selon les conditions fixés par le Conseil,
demander a celui-ci 'autorisation d’intervenir.

Contenu de la requéte

(2) La requéte pour obtenir l'autorisation d’intervenir
contient les éléments suivants :

a) le nom et I'adresse de l'intervenant éventuel et de
tout conseiller juridique le représentant;

Current to November 21, 2016

A jour au 21 novembre 2016



Patented Medicine Prices Review Board Rules of Practice and Procedure

Intervention
Sections 20-21

Régles de pratique et de procédure du Conseil d’examen du prix des médicaments
brevetés

Intervention

Articles 20-21

(c) a concise statement of the facts upon which the
motion is based; and

(d) the issues that the proposed intervener intends to
address.

Filing of motion

(3) A motion for leave to intervene must be filed with the
Board and served on the parties in accordance with Rule
10.

Filing of representations

(4) The parties who are served with a motion for leave to
intervene may make submissions with respect to the mo-
tion by filing their submissions with the Board and serv-
ing a copy of the submissions on the person seeking leave
to intervene.

Factors considered by the Board

(5) Subject to section 87 of the Act, if a person has moved
to intervene in a proceeding, the Board may grant or de-
ny the intervention and impose any conditions or restric-
tions on the intervention that it determines to be appro-
priate after considering relevant factors, including

(a) whether the person has an interest in the proceed-
ing that is sufficient to warrant the intervention;

(b) whether the intervention will prejudice any party
to the proceeding; and

(c) whether the intervention will interfere with the
fair and expeditious conduct of the proceeding.

Appearance by Minister

Filing of notice of appearance

21 (1) A concerned minister who intends to appear and
make representations with respect to a matter that is be-
fore the Board must, within 20 days after being served
with the notice of hearing, file with the Board and serve
on all parties a notice of appearance that is dated and
signed by the concerned minister.

b) un exposé concis de la nature de son intérét dans
laffaire et des raisons pour lesquelles l'intervention
est nécessaire;

c) un exposé concis des faits sur lesquels la requéte
est fondée;

d) les questions que l'intervenant se propose de soule-
ver.

Dépot de la requéte
(3) La requéte pour obtenir 'autorisation d’intervenir est
déposée aupres du Conseil et signifiée aux parties confor-
mément a la régle 10.

Dépot des observations

(4) Les parties auxquelles la requéte pour obtenir 'auto-
risation d’intervenir est signifiée peuvent déposer aupres
du Conseil leurs observations et en signifier copie a la
personne qui demande l'autorisation d’intervenir.

Facteurs a considérer par le Conseil

(5) Sous réserve de l'article 87 de la Loi, lorsqu’une per-
sonne a demandé par requéte I'autorisation d’intervenir
dans une instance, le Conseil peut autoriser ou refuser
I'intervention et imposer des conditions ou restrictions a
I'intervention qu’il juge indiquées apres 'examen des fac-
teurs pertinents, notamment :

a) la question de savoir si la personne a un intérét
dans l'instance qui est suffisant pour justifier 'inter-
vention;

b) la question de savoir si I'intervention causera un
préjudice a une partie a I'instance;

c) la question de savoir si I'intervention portera at-
teinte au déroulement équitable et expéditif de I'ins-
tance.

Comparution d’'un ministre
intéressé

Dépot d'un avis de comparution

21 (1) Tout ministre intéressé qui a I'intention de com-
paraitre et de présenter ses observations sur une ques-
tion dont est saisi le Conseil dépose aupres de celui-ci et
signifie a toutes les parties un avis de comparution daté
et signé par lui, au plus tard vingt jours apres avoir recu
signification de I’avis d’audience.

Current to November 21, 2016
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Decision: PMPRB-07-D1-QUADRACEL and PENTACEL
Application for leave to intervene by GlaxoSmithKline Inc.

IN THE MATTER OF the Patent Act R.S.C. 1985, c. P-4,
as amended

AND IN THE MATTER OF sanofi pasteur Limited
(the “Respondent”) and the medicines “Quadracel and Pentacel”

Introduction

1. This proceeding concerns the pricing by sanofi-pasteur Limited (“sanofi pasteur”)
of the medicines Quadracel and Pentacel, vaccines used for the immunization of infants
against diphtheria, tetanus, whooping cough, polio and haemophilus influenzae type b
disease (the “medicines”).

2. The Statement of Allegations produced by Board Staff in this proceeding alleges
that sanofi pasteur sold, and engaged in a policy of selling, the Medicines at excessive
prices during the period 2002-2006.

3. GlaxoSmithKline Inc. (“GSK”) has sought intervener status in this proceeding.

GSK brought a motion for such status, sanofi pasteur filed submissions opposing the
motion, and GSK filed responding submissions.

Positions of the parties

4. GSK notes that it and sanofi pasteur are the only two suppliers of quadravalent
and pentavalent vaccines in Canada. GSK argues that, as the only other supplier of
these vaccines than sanofi pasteur, it has a significant interest in pricing “irregularities”
in sales by sanofi pasteur of the Medicines.

5. GSK also takes the position that, with its experience and expertise in what is
alleged to be a unique market for these vaccines, it could provide the Board with
relevant information concerning that market, the manner in which that market is and
was served by sanofi pasteur and GSK, and the remedy that would be appropriate,
given that market, if the Board were to find that sanofi pasteur had sold the Medicines at
excessive prices.



6. In its reply submissions, GSK also urged the Board to conclude that the Board’s
mandate to protect consumers from excessive prices of patented medicines includes
ensuring that its decisions promote, and do not dissuade, competition in the
marketplace. GSK suggested that there could be a link between the allegedly
excessive prices charged by sanofi pasteur in the 2002-2006 period and the price that
sanofi pasteur bid for the contract to sell vaccines to Canada from 2007 forward, and
that this link could involve anti-competitive conduct by sanofi pasteur.

7. sanofi pasteur has submitted that GSK has not identified any legitimate interest
in the proceeding, or any contribution that GSK could make to the hearing that would be
useful to the Board. sanofi pasteur argues that GSK is seeking intervener status
because GSK is a competitor of sanofi pasteur with respect to the Medicines and is
trying to use this proceeding as a way to achieve a competitive advantage over, or
impose a competitive disadvantage on, sanofi pasteur.

General Analysis

8. Rule 19 of the (proposed) Patented Medicine Prices Review Board Rules
provides that the Board may grant leave to intervene to a party that “has an interest in
the subject-matter” of the proceeding.

An excessive price hearing before a panel of the Board involves a dispute between
Board Staff and a patentee about whether the patentee is, or has been, selling the
medicine in question at an excessive price. Jurisdictional issues sometimes also arise
in an excessive price hearing.

9. In the course of an excessive price hearing, the Board determines the maximum
non-excessive price of the medicine and whether the patentee is or has been selling the
medicine in any market above that price. If a finding of excessive pricing is made, the
Board has the authority to order the patentee to take such measures as will offset the
excessive revenues that have been earned, such as a payment to the Crown or a
reduction in the price of the medicine.

10. In an excessive price hearing, Board Staff prosecutes the case by establishing
that the price of the medicine exceeds or exceeded the Board’s Excessive Price
Guidelines, that the Guidelines properly implement the relevant provisions of the Patent
Act, and, where jurisdiction is in issue, that the Board has jurisdiction. The patentee has
an obvious interest in the case and a statutory right to make representations rebutting
the allegations of Board Staff.



11. It can be noted that the Patent Act provides, in subsection 86(2), that the Minister
of Health and the provincial health ministers have a right to notice of, and to intervene
in, excessive price hearings.

12.  As a general matter, and consistent with past practice at the Board, the Board
would expect that other persons with an interest in the Board’s hearings, in the sense
contemplated by Rule 19, would be in one of the following three categories:

1. Persons who, in one manner or another, will bear some or all of the cost burden
of the medicine in question, or the cost burden of other medicines where the
prices of such medicines could be affected by the outcome of the proceeding;

2. Patentees, the maximum non-excessive prices of whose medicines will be
affected by the specific outcome of the proceeding, or by the establishment of a
point of principle pertaining the non-excessive pricing of medicines or the Board’s
jurisdiction; or

3. Organizations representing persons in the two previous categories.

13. In addition, where a proposed intervener does not have a material and direct
interest in the outcome of the proceeding in question, the Board would also require that
an applicant for intervener status demonstrate the ability to contribute, to the
proceeding, some element of evidence that was expected by the Board to be unique, or
otherwise to be usefully supplementary to the evidence and argument expected to be
adduced by Board Staff, the patentee of the medicine in question, or another person
that is granted intervener status.

14. It must be noted that Board Staff will generally represent the interests of persons
who bear the cost burden of medicines under review, and patentees, by advocating
their own interests, will typically represent interests that are not unique to them or to the
particular medicine under review. Perhaps as importantly, the Board is aware of the
impact of each of its decisions on persons other than those appearing before it in any
given proceeding, and takes the interests of those persons into account whether or not
they are independently represented in a proceeding.

16.  None of these factors removes the right of appropriate persons to be interveners
in the Board's proceedings, or detracts from the important role that interveners can play
in the Board’s proceedings. However, those factors, and the Board’s statutory
obligation pursuant to subsection 97(1) of the Patent Act to conduct its proceedings as
expeditiously as the circumstances and considerations of fairness permit, and the
Board’s need to control its process, do bear on the discretion that the Board will
exercise when deciding, in a particular case, whether a person is an appropriate
intervener in a proceeding.



The jurisprudence

17.  sanofi pasteur placed reliance on a number of cases in which the Federal Courts
made relatively restrictive pronouncements on the circumstances in which persons
should be permitted to intervene, typically in judicial review applications.

GSK argued that this jurisprudence pertained to litigation that constituted “private
disputes” or “disputes between private parties”, and was inapplicable to the proceedings
of the Board. The panel does not agree that applications for judicial review of tribunal
decisions or ministerial conduct in the Federal Courts constitute private disputes, and
takes some guidance from the discussions of intervener status in this jurisprudence.

18. However, the Board also notes the cases cited by GSK to the effect that the
scope for intervention in a tribunal hearing can be broader than in a court proceeding.
The Board would note that this is true of the Board’s proceedings given the polycentric
nature of the interests that are likely to be given consideration in an excessive price
hearing.

GSK’s application to intervene

19. ltis the view of the panel that GSK has not established any grounds on which it
has an interest in the outcome of the proceeding that warrants GSK’s status as an
intervener. The panel has also concluded that GSK could not assist the Board with the
matters in issue in this proceeding by the contribution of evidence or insight that is not
expected to be provided by the parties to the proceeding.

20.  Also, the panel does not believe that the Board has a mandate to consider
whether the price of a medicine under its jurisdiction has been or will be, for competitive
purposes, set by the patentee at a level that is somehow unfairly high or low relative to
the price of a medicine competing in the same market, or to otherwise inquire into the
fairness of the competitive strategy of one patentee relative to another. The Patent Act
and the Board’s Excessive Pricing Guidelines deal with the prices of medicines for the
exclusive purpose of ensuring that those prices are not excessive. The Board’s
statutory mandate does not include setting maximum prices of medicines, or taking
remedial measures against patentees, to foster competition, nor to inquire into whether
the prices of medicines are, or have been, somehow unfair as a matter of competition

policy.



21. The panel was able to reach its decision on GSK’s application without reliance on
the submissions of sanofi pasteur concerning the motives of GSK in seeking intervener
status in this proceeding. The mere fact that GSK is a competitor of sanofi pasteur, and
that GSK would pursue its own interests if it were granted intervener status, does not
disentitle GSK from being an intervener in this proceeding. Indeed, the intervention of
Janssen-Ortho in the ongoing proceeding before the Board concerning Shire BioChem’s
medicine Adderall XR is an example of a direct competitor demonstrating an interest in
a proceeding that warranted intervener status. The maximum non-excessive prices of
the two companies’ competing medicines were arguably logically linked. However, in
the case of GSK, the Board sees no similar or analogous interest in the instant
proceeding.

Conclusion

22.  For the foregoing reasons, the application of GSK to intervene in this proceeding
is dismissed.

Board Members: Dr. Brien G. Benoit
Anne Warner La Forest
Anthony Boardman

Board Counsel: Gordon Cameron

Original signed by

Sylvie Dupont
Secretary of the Board

July 26, 2007
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Regulatory Process

The PMPRB (Patented Medicine Prices Review Board) monitors the prices charged by
patentees for patented drugs on an ongoing basis. Under the Patent Act, patentees are
required to file price and sales information about their patented drug products at introduction
and twice a year thereafter for each strength of each dosage form of each patented drug
product sold in Canada. However, patentees are welcome to consult with the PMPRB
(Patented Medicine Prices Review Board) on the application of the Guidelines at any time. The
Board may, on request, pre-approve a price under certain conditions by issuing an Advance
Ruling Certificate (view.asp?ccid=480). Patentees are not required to obtain approval of the

price before a drug is sold.

If you are a patentee, please visit Are You a Patentee? (view.asp?ccid=525) for more
information about your reporting obligations.

Scientific Review

The first step in the PMPRB (Patented Medicine Prices Review Board)'s regulatory process is
a scientific review, which assesses the level of therapeutic improvement of a new patented
drug product. A committee of experts known as the Human Drug Advisory Panel (view.asp?
ccid=478) also recommends appropriate drug products to be used for comparison. The level of
therapeutic improvement of a patented drug is used to determine a ceiling price, known as the
Maximum Average Potential Price, at introduction.

* More information on the scientific review (view.asp?ccid=474) process
* More information on the HDAP (Human Drug Advisory Panel) meeting schedule and
filing requirements (view.asp?ccid=479)

Price Review

Board Staff reviews pricing information for all patented drug products sold in Canada on an
ongoing basis to ensure that the prices charged by patentees comply with the Guidelines
(view.asp?ccid=355) established by the Board. The Guidelines, which are based on the price

http://www.pmprb-cepmb.gc.ca/en/regulating-prices/regulatory-process



determination factors in Section 85 of the Act, were developed by the Board in consultation
with stakeholders, including the provincial and territorial Ministers of Health, consumer groups,
and the pharmaceutical industry.

* More information on the price review (view.asp?ccid=475) process

New Patented Medicines Reported to the PMPRB

(Patented Medicine Prices Review Board)

The PMPRB (Patented Medicine Prices Review Board) publishes information on the price
review of all new patented drug products in a searchable table format. This format was
introduced in January 2012 as part of the ongoing implementation of the 2010 Guidelines. The
table is updated as the review of each new patented drug product is completed.

Each new patented drug product from 2010 onward that has a status classified as “Within the
Guidelines” or “Does Not Trigger an Investigation” has a link from the brand name to an
individual Price Review Record. Price Review Records include information such as the level of
therapeutic improvement; the price test used to establish the maximum average potential price
(MAPP); comparable drug products and countries used for price comparisons; and the MAPP
(maximum average potential price).

Price Review Records are currently available for almost all new drug products reported in 2010
and will be gradually populated for 2011. Summary Reports (view.asp?ccid=573) are available
for new drug products reported prior to 2010.

« Listing of New Patented Medicines Reported to the PMPRB (Patented Medicine Prices
Review Board) (pmpMedicines.asp?x=611)

Investigations

If Board Staff finds that a price appears to exceed the Guidelines, and the circumstances meet
the criteria for commencing an investigation, Board Staff will open an investigation to
determine whether the price of the patented drug product in fact exceeds the Guidelines.

An investigation could result in:

+ closure of the file if the price is found to be within the Guidelines

+ a Voluntary Compliance Undertaking by the patentee to reduce the price and offset
excess revenues through a payment and/or a reduction in the price of another patented
drug

* a public hearing to determine whether the price is excessive.

http://www.pmprb-cepmb.gc.ca/en/regulating-prices/regulatory-process



Voluntary Compliance Undertakings

A Voluntary Compliance Undertaking (VCU) is a written commitment by a patentee to comply
with the Board’s Guidelines, including adjusting the price of the patented drug in question to a
non-excessive level and offsetting any excess revenues that may have been received as the
result of having sold the patented drug at an excessive price in Canada. Patentees are given
the opportunity to submit a VCU (Voluntary Compliance Undertaking) when Board Staff
concludes, following an investigation, that the price of a patented drug product sold in Canada
appears to have exceeded the Guidelines. A VCU (Voluntary Compliance Undertaking) can
also be submitted following the issuance of a Notice of Hearing, but must then be approved by
the Hearing Panel. VCU (Voluntary Compliance Undertaking)s represent a compromise
between the PMPRB (Patented Medicine Prices Review Board) and the patentee as a result of
negotiations between the parties in view of the specific facts and underlying context of a
particular case. As such, VCU (Voluntary Compliance Undertaking)s are not intended to have
precedential value.

* More information on Voluntary Compliance Undertakings (view.asp?ccid=465)

Hearings

If the price of a patented medicine appears to be excessive, the Board can hold a public
hearing. If it finds that the price is excessive, it may issue an order to reduce the price and to
offset revenues received as a result of the excessive price.

Board decisions are subject to judicial review in the Federal Court of Canada.

» More information on Hearings and Decisions (view.asp?ccid=482)

Date modified:
2016-01-29

http://www.pmprb-cepmb.gc.ca/en/regulating-prices/regulatory-process
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Rethinking the Guidelines

© Phase 1 public comments now available!

Phase 1 of Rethinking the Guidelines closed on October 31, 2016. Please scroll down to view
the submissions we received.

Canada, like many countries, is facing escalating health care costs as payers struggle to reconcile
finite drug budgets with patient access to promising new health technologies. Improving affordability
and access to prescription drugs is a key Government of Canada commitment and a joint federal,
provincial, and territorial priority.

As a first step to framework modernization, the Patented Medicine Prices Review Board (PMPRB) is
undertaking major consultations regarding possible reform of its Compendium of Policies, Guidelines
and Procedures (http://www.pmprb-cepmb.gc.ca/view.asp?ccid=492), commonly referred to as “the
Guidelines.”

During Phase 1 of this consultation initiative, the PMPRB (Patented Medicine Prices Review Board)
asked for your input on how we can rethink the Guidelines in order to improve our performance in
ensuring that pharmaceutical patent holders do not charge excessive prices. We are now analyzing
the feedback we received. The (Patented Medicine Prices Review Board)PMPRB (Patented Medicine
Prices Review Board) Guidelines Modernization Discussion Paper (view.asp?ccid=1260) and
discussion guestions (view.asp?ccid=1260&lang=en#a17) are still available online for those who wish
to consult them.

Phase 2 of the consultation process is expected to consist of a public policy hearing before the Board,
where stakeholders who commented on the Discussion Paper will have the opportunity to speak to
their written submissions. Timelines for Phase 2 will be announced at a later date.

By Rethinking the Guidelines, the PMPRB (Patented Medicine Prices Review Board) seeks to
contribute to a sustainable pharmaceutical system where payers have the information they need to
make smart reimbursement choices and Canadians can afford the medicines they need to live
healthy and productive lives.

The Consultation process

Phase Steps Proposed Status
Timelines

http://www.pmprb-cepmb.gc.ca/en/news-and-events/consultations/current-major-consultations/rethinking-...



Phase 1: Consult

Publish Discussion Paper (view.asp?

with stakeholders on
issues

ccid=1260)

Meet with various stakeholder groups

across Canada

Obtain written comments from

stakeholders and the public on questions

in the discussion paper

Gather and analyze all results from

Phase 1 of consultation

Phase 2: Engage
stakeholders and
gather expert input

Public Policy Hearing — invite

their written submissions

Phase 3:
Presentation of

proposed changes and Comment Process

stakeholders to appear before the Board

Publication of proposed changes to
Guidelines for comment through Notice

and make representations in support of

Strike multi-stakeholder forum(s) on
specific issues and proposed changes to

the Guidelines

Phase 1 public submissions

AbbVie Corporation (PDF — 713 kb
(/CMFiles/Consultations/Rethinking the Guidelines

Summer/fall Completed
2016 (October 31,
2016)

To be

announced

To be

announced
2016/Submission_AbbVie Oct 2016.pdf))

Action Hepatitis Canada (PDF — 685 kb
(/CMFiles/Consultations/Rethinking the Guidelines

2016/Submission

Action Hepatitis Canada_Oct 2016.pdf))

Alexion Pharma Canada Corp. (PDF — 4.64 MB
(/CMFiles/Consultations/Rethinking _the Guidelines

2016/Submission

Alexion_Oct_2016.pdf))

American Bar Association (PDF — 314 kb
(/CMFiles/Consultations/Rethinking_the Guidelines

2016/Submission

American_Bar_Assoc_Oct 2016.pdf))

Amgen Canada (PDF — 28 kb
(/CMFiles/Consultations/Rethinking_the Guidelines

2016/Submission

Amgen_Oct_2016.pdf))

AstraZeneca Canada Inc. (PDF — 367 kb
(/CMFiles/Consultations/Rethinking_the Guidelines

2016/Submission

AstraZeneca_Oct_2016.pdf))

Bayer Inc. (PDF — 4.05 MB
(/CMFiles/Consultations/Rethinking_the Guidelines

2016/Submission

Bayer 2016.pdf))

Best Medicines Coalition (PDF — 95 kb
(/CMFiles/Consultations/Rethinking _the Guidelines

2016/Submission

Best Medicines Coaltion Oct 2016.pdf))

Biogen Canada Inc. (PDF — 171 kb
(/CMFiles/Consultations/Rethinking _the Guidelines

2016/Submission

Biogen_Oct _2016.pdf))

Biosimilars Canada (PDF — 254 kb
(/CMFiles/Consultations/Rethinking_the Guidelines

2016/Submission

Biosimilars_Canada_Oct 2016.pdf))

BIOTECanada (PDF — 1.18 MB kb
(/CMFiles/Consultations/Rethinking the Guidelines

2016/Submission

BIOTECanada Oct 2016.pdf))

Blood Ties Four Directions Center (PDF — 354 kb
(/CMFiles/Consultations/Rethinking the Guidelines

2016/Submission

Blood Ties Oct 2016.pdf))

Chris Bonnett, MHSc, PhD (PDF — 147 kb
(/CMFiles/Consultations/Rethinking the Guidelines

2016/Submission

Bonnett Oct 2016.pdf))

http://www.pmprb-cepmb.gc.ca/en/news-and-events/consultations/current-major-consultations/rethinking-...



Cameron Institute (PDF — 375 kb
(/CMFiles/Consultations/Rethinking _the Guidelines 2016/Submission

Cameron_Institute Sept 2016.pdf))

Canadian Association of PNH Patients (PDF — 530 kb
(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission

PNH_Canada_Oct 2016.pdf))

Canadian Association of Provincial Cancer Agencies (CAPCA) (PDF — 145 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission

CAPCA_Oct_2016.pdf))

Canadian Breast Cancer Network (CBCN) (PDF — 206 kb
(/CMFiles/Consultations/Rethinking_the_Guidelines_2016/Submission

Cdn_Breast_Cancer_Network Oct _2016.

Canadian Cancer Society (PDF — 435 kb
(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission

Cdn_Cancer_Society Oct 2016.pdf))

Canadian Diabetes Association (PDF — 110 kb
(/CMFiles/Consultations/Rethinking_the Guidelines _2016/Submission

Cdn_Diabetes_Association_Oct 2016.pdi

Canadian Health Coalition (PDF — 115 kb
(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission

Cdn_Health Coalition Oct 2016.pdf))

Canadian Generic Pharmaceutical Association (PDF — 476 kb
(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission

CGPA Oct 2016.pdf))

Canadian Life and Health Insurance Association Inc. (CLHIA) (PDF — 659 kb

(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission

CLHIA Oct 2016.pdf))

Canadian Organization for Rare Disorders (PDF — 100 kb
(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission

Cdn_Org_for Rare Disorders Oct 2016.

Canadian Pharmacists Association (PDF — 526 kb

(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission

Cdn_Pharmacists Assoc Oct 2016.pdf))

Celgene Inc. (PDF — 1.56 MB

(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission

Celgene Oct 2016.pdf))

CLL Patient Advocacy Group (PDF — 80 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission

CLLPAG Oct_2016.pdf))

Consumer Health Products Canada (PDF — 506 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission

Consumer_Health_Products _Canada_Oc

Eli Lilly Canada Inc. (PDF — 3.09 MB

(/CMFiles/Consultations/Rethinking _the Guidelines 2016/Submission

Eli_Lilly EN_Oct 2016.pdf))

Enerflex Ltd. (PDF — 45 kb
(/CMFiles/Consultations/Rethinking _the Guidelines 2016/Submission

Enerflex Oct 2016.pdf))

Marc-André Gagnon, PhD (available in French only) (PDF — 716 kb
(/ICMFiles/Consultations/Rethinking_the_Guidelines_2016/Submission

Gagnon_Oct_2016.pdf))

Galderma Canada Inc. (PDF — 2.91 MB
(/CMFiles/Consultations/Rethinking_the_Guidelines_2016/Submission

Galderma_Oct_2016.pdf))

Great-West Life Assurance Company (PDF — 111 kb
(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission

Great West Life Oct 2016.pdf))

GlaxoSmithKline Inc. (PDF — 3.52 MB
(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission

GSK_Oct_2016.pdf))

Health Charities Coalition of Canada (PDF — 255 kb
(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission

Health Charities_Coalition_of Canada_ C

HepCBC Hepatitis C Education and Prevention Society (PDF — 145 kb

(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission

Hepatitis C BC Oct 2016.pdf))

Anne Holbrook, MD, PharmD, MSc, FRCPC (PDF — 69 kb
(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission

Holbrook Oct 2016.pdf))

Institut national d'excellence en santé et en services sociaux Québec (INESSS) (available in

French only) (PDF — 183 kb
(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission

INESSS_Oct_2016.pdf))

Innovative Medicines Canada (PDF — 781 kb
(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission

Innovative _Medicines Canada Oct 2016

Janssen Inc. (PDF — 430 kb
(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission

Janssen Oct 2016.pdf))

http://www.pmprb-cepmb.gc.ca/en/news-and-events/consultations/current-major-consultations/rethinking-...



Johnson & Johnson, Family of Companies in Canada (PDF — 168 kb

(/CMFiles/Consultations/Rethinking _the Guidelines 2016/Submission_Johson_and_Johnson_Oct 2016.pdf))
Leo Pharma Inc. (PDF — 516 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission LEO Pharma_Oct 2016.pdf))

Mario de Lemos, PharmD, MSc (Oncol) (PDF — 45 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_BC_Cancer_Agency July 2016.pdf))
Joel Lexchin, MD (PDF — 43 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Lexchin_July 2016.pdf))

Life Sciences Ontario (PDF — 368 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Life Sciences Ontario_Oct 2016.pdf))
Manitoba Ministry of Health, Seniors and Active Living (PDF — 100 kb
(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Provincial_Submission_Manitoba_Oct 2016.pdf))
Manulife (PDF — 88 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Manulife Sept 2016.pdf))

Merck Canada Inc. (PDF — 1.05 MB

(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission_Merck Oct 2016.pdf))

Multiple Sclerosis Society of Canada (PDF — 382 kb

(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission MS_Society of Canada_Oct 2016.pdf))
Neighbourhood Pharmacy Association of Canada (PDF — 170 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Neighbourhood Pharmacies_Oct 2016.p
Novartis Pharmaceuticals Canada Inc. (PDF — 1.62 MB

(/CMFiles/Consultations/Rethinking _the Guidelines 2016/Submission_Novartis_Oct_2016.pdf))

Network of Rare Blood Disorder Organizations (NRBDO) (PDF — 129 kb

(/CMFiles/Consultations/Rethinking _the Guidelines 2016/Submission NRBDO_Oct 2016.pdf))

Otsuka Canada Pharmaceutical Inc. (OCPI) (PDF — 302 kb

(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission_Otsuka_Oct_2016.pdf))
pan-Canadian Pharmaceutical Alliance (pCPA) (PDF — 47 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_PCPA_Oct_2016.pdf))

Patient Coalition (PDF — 327 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Patient Coalition_Oct 2016.pdf))
PDCI Market Access Inc. (PDCI) (PDF — 111 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_PDCI_Oct 2016.pdf))

Nav Persaud, MD, MSc, CCFP (PDF — 239 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Persaud Oct 2016.pdf))

Pfizer Canada Inc. (PDF — 157 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Pfizer Oct_2016.pdf))

Roche Canada (PDF — 561 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Roche Oct 2016.pdf))

Sanofi (PDF — 103 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Sanofi_Oct 2016.pdf))

Servier Canada Inc. (PDF — 570 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Servier_Oct 2016.pdf))

Sun Life Assurance Company of Canada (PDF — 175 kb

(/CMFiles/Consultations/Rethinking the Guidelines 2016/Submission_Sun_Life_Oct 2016.pdf))

Teva Canada Innovation (PDF — 149 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Teva_Oct 2016.pdf))

Unifor (PDF — 3.20 MB

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_UNIFOR_Nov_2016.pdf))

Vaccine Industry Committee (PDF — 229 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Vaccine Industry Cmtee Oct 2016.pdf))
Valeant Canada (PDF — 453 kb

(/CMFiles/Consultations/Rethinking_the Guidelines 2016/Submission_Valeant Oct 2016.pdf))
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» Gary Walters, FCIA (PDF — 414 kb
(/CMFiles/Consultations/Rethinking_the Guidelines_2016/Submission_Walters_Nov_2016.pdf))

Follow us on Twitter @PMPRB_CEPMB (https://twitter.com/PMPRB_CEPMB) and at the hashtag
#RethinkingtheGuidelines for updates and additional announcements, or contact us (view.asp?
ccid=1262) for more information.

Date modified:
2016-11-30
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